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TepMHUHBI U COKPaLLICHUS

TepMmun/coxpamienue Onucanue

I'C1 PYC Nudopmanuonnslii  pecypc, o0O€CNEeUUBAOIIUNA y4eT U
XpaHEHUE JIOCTOBEPHBIX JAHHBIX 0 TOBapax 1o
COOTBETCTBYIOILIEW TOBapHOM HOMEHKIAType, Accouuauuu
apromatuueckoil unentudukanuu «FOHUCKAH/TC1 PYCy,
ucrons3yromeit crangaptsel GS1

Hepxarens PY Jlepxareinb PETrUCTPALIMOHHOIO YAOCTOBEPECHUS
JIEKAPCTBEHHOTO  Mpenapara, MPOU3BOJCTBO  KOTOPOTO
OCYIIECTBIIACTCA 3a NpeaersaMu Tepputopuu Poccuiickon
denepaunuu

EADC EBpa3suiickuii 3KOHOMUYECKUHN CO03

EI'PFOJI/ET'PUIT Enunbiii rocymapCcTBEHHBIM peecTp HOPUANYECKUX JIHI /
EauHplii  rocyJapCTBEHHBIM  PEECTp  MHIMBHUAYAJIbHBIX
npeanpunumaresneit ®HC Poccun

ECKIJIIT EnuHbI  cipaBOYHUK-KATAJIOT JIEKAPCTBEHHBIX IPENapaToB
EnuHoil rocymapcTBeHHON  HMH(POPMAIMOHHON  CHCTEMBI
B chepe 3npaBooxpanenuss Munzapasa Poccuun

JKHBJIIT JKuzneHHO HEOOXOAUMBIE W BaKHEWIIHME JIEKApCTBEHHBIC
Ipernaparsl

Nnentudukarop 36-3HauHbBIN uaeHTU(DHUKATOD, IIpUCBanBaeMBbIN

UHOCTPAHHOTO MHOCTPAHHOMY  KOHTPAareHTy INpU  €ro  perucTpauuu

KOHTpareHTa B 1IC MJIJIIIT JepKaTEIEM PETUCTPALIMIOHHOTO

YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCIiapaTa, IIPOMU3BOACTBO

KOTOPOTO  OCYIIECTBISIETCSl 32 TpeneliaMd  TeppPUTOPUU
Poccuiickoit  ®enepanmu (Wi ero  OQUIHUATBHBIM
PEACTABUTEILCTBOM )
Nnentudukarop mecrta 36-3Ha4YHBIA ~ HWIEGHTU(DHUKATOP,  MPUCBOCHHBIA  MECTY
HAXOXJCHUS TOBapa B HAaXOXJCHUS TOBapa B 30HE TaMOXXEHHOTO KOHTPOJIS

30HE TAMOKEHHOTO
KOHTPOJIA

10 CBEJICHUSAM PEECTPaA BIIAJICIBIEB CKIAJI0B OTBETCTBEHHOIO
XpaHEHUs, pPEECTpa BIIAACIBLUEB TaMOXEHHBIX CKJIAJI0B U
peecTpa YIOJHOMOYEHHBIX 9KOHOMHYECKUX onepaTopoB OTC
Poccun

Nnentudukarop mecra
OCYLIECTBIICHHUSI
NEeATeNIbHOCTU CyObeKTa

14-3Haunblii  uACHTU(UKATOP  MeECTa  OCYIECTBICHUS
NeATENIbHOCTU CyObeKTa oOpalleHus JeKapCTBEHHBIX CPECTB
— pe3unenta Poccuiickorn Penepanuy COIMNIACHO JIMIEH3UU
(Mpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB, (hapMalleBTHUYECKasl




TepMmun/coxpamenue Onucanue

oOpartieHus U MEJUIIMHCKAs NIEeSITENIbHOCTh), MPUCBAUBAEMBIN MO UTOraM
perucTpanuu  cyObeKTOM  OOpallleHHs  JIEKapCTBEHHBIX
CpEeICTB MecTa ocyuiecTBieHus nestenbHoctd B UC MJII
Ha ocHoBaHuM cBefeHud 06 MHH cyObekra obpaiienus u
azpece MecTta ocytiecTBieHus aearenbHoctu (mo ®UAC)

NHH NnenTudukaimoHHbI HOMEP HaJOrOIUIaTebIIKA

ncC MUIIT denepasibHas rocynapcTBeHHass MHGOPMAIMOHHAS CUCTEMa
MOHUTOPHUHTA  JBWXKEHHUS  JICKAPCTBEHHBIX  IPENApPaTOB
JJI1 MEJULIIMHCKOTO ~ TPUMEHEHUs]  OT  MIPOU3BOJMTEINS
710 KOHEYHOTO MOTPEeOUTENs ¢ UCHOIB30BAHUEM B OTHOILICHUH
JIEKAPCTBEHHBIX MPENAPATOB JJI1 MEAUIIMHCKOTO TPUMEHEHHUS
CpeACTB UAeHTU(PUKAIIIU

KKT KoHTponbpHO-KaccoBas TEXHUKA

JIIT JlekapcTBEeHHBIE MpenapaThl AJIsI MEIUIIUHCKOTO MPUMEHEHUS

Od/] Omneparop GpUCKaIBHBIX JTaHHBIX

[IpencraBuTensCTBO OdunmansHoe  MPEACTaBUTENLCTBO  HA  TEPPUTOPUU

nepxarens PY, Poccuiickont ~ denmepani MHOCTPAHHOW  OpraHU3alllH,

IIPEACTaBUTEIIBCTBO SABJISOLIEHCS JepKareseM PEruCTPaliMOHHOIO
YIAOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipemnapara, MPOU3BOJCTBO
KOTOPOTO  OCYIIECTBJISIETCA 3a IpelellaMud TEPPUTOPUHU
Poccuiickoit @enepannun

PAODII Peectp akkpenutoBaHHBIX (UIMANOB, MPEICTABUTEIHCTB
®HC Poccun

Peructpanuonssii 36-3Ha4YHBI HOMEp, MPUCBAMBAEMBIN CyOBEKTY OOpalieHus

HOMEp CyObeKTa
obpamenwus B IC
MJJIII

JIEKapCTBEHHBIX cpelcTB npu ero peructpauuu B MC MJJIIT
HA OCHOBE TIEPEIAHHBIX CYOBEKTOM OOpAaIleHHs] CBEICHHIA
0 KOJIE HAJIOroIUIaTeNIbIIMKAa B CTPaHE perucrpauuu (Uiu
NHH nns pesuaentoB Poccuiickoit deneparnuu) U Koje
CTpaHBl PETHCTPAIMU CyOBEeKTa OOpalieHusi JEeKapCTBEHHBIX
CpeAcTB (Jis1 ”THOCTPAHHBIX OpPTraHU3aLUN )

CMOB

Cucrema
B3aNMOIEICTBHS

MCXKBCAOMCTBCHHOI'O QJICKTPOHHOI'O

CyOnbekT obparieHus

CyObeKT oOpallieHust JIEKapCTBEHHBIX CPEACTB,
OCYILIECTBIISIIOLI UM MIPOU3BO/JICTBO, XpaHEHHUeE, BBO3
B Pocculickyro @enepanuio, OTIYCK, peaau3aluio, nepeaaqy,
NPUMEHEHHE U YHUUTOXEHUE JIEKAPCTBEHHBIX IIpenapaToB
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YKOII

YcuneHHas KBaJII/I(pI/II_II/IpOBaHHaH QJICKTPOHHAA IIOAIUCH

P®OUB

QdenepanbHbli OPraH UCIIOJIHUTEIBLHOW BIACTH

GTIN

Global Trade Item  Number, yHukampHBIH KOS,
NPUCBAaMBACMbBIH TpYIIIe TOBApOB TPU UX ONHCAHWH B
uH()OpPMAIIMOHHOM ~ pecypce, OO0ecleunuBaroleM Yy4eT W
XpaHCHHE  JIOCTOBEPHBIX  JIAHHBIX O  TOBapax IO
COOTBETCTBYIOIIIEH TOBAPHOW HOMEHKIIATYpE

SGTIN

Serialised Global Trade Item Number, yHuKanbHBIH
UJEHTU(PUKATOP BTOPUYHON (MOTPEOUTENIBCKOM) YMaKOBKHU
JIeKapCTBEHHOTO IMpemnapara (ampu €€ OTCYyTCTBUU —
NEPBUYHONM  yNAaKOBKM  JIGKQPCTBEHHOTO  Mperaparta),
dbopmupyembiii  mytem  Jo0aBiieHHsT K IJ100aJbHOMY
UJIEHTU(DUKAIIMOHHOMY  HOMEpPY  TOPrOBOM  €IMHUIIBI
WHJIMBUIYaJILHOT'O CEPUMHOTO HOMEpPA TOPTOBOM €TMHUIIBI
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Serial Shipping Container Code, cpenctBo uaeHTH(UKALMH
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1. Pa3znen «Perucrpanus cyonrekroB oopamenus B UC MIJITI»

1.1. Perucrpauusa B UC MIJIII cy0bexkTOB 0OOpaleHusi, UMEKOIIUX JULEH3UI0, —
pe3uaeHToB Poccuiickoii ®enepauuu WIM MNPeACTABUTENLCTB Jepxkareneid PV,
SIBJIAIOIIMXCH HHOCTPAHHBIMHU OPraHU3aNMAMHU

1.1. Peructpauusa 8 UC MAJIIM cybbekToB 06palleHnst, UMerLnX NUUEH3NI0, - pe3NJeHTOB
Poccuiickon ®egepaunmn unu npeacraButensCcTe gepxarenen PY, aBnaoWmnXca MHOCTPaHHbIMK
opraHusaumamu
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AHHOTAUSA

Peructpauust  cyOwvekra  obpamenus B WUC  MJJIIT
OCYILIECTBIIACTCS Ha OCHOBaHUU 3JIEKTPOHHOM 3asBKH.
ONEeKTpOHHAs 3asBKa, IoAaBaeMas pe3suacHToM Poccuiickoin
Qenepauyi  WIM  NPEACTABUTENLCTBOM  Jepxareiss PV,

SBJAIONIErOCS MHOCTPAHHOW OpraHu3alyey, [OANUCHIBACTCSA
YKOIL

O6paboTka u TmpoBepKa JaHHBIX B OJEKTPOHHOW 3asiBKE
HA PETUCTPALMIO TMPOU3BOAMTCS MPOTPAMMHBIMU  CPEACTBAMHU
NC MJIIT, B TOM 4uciae mocpeAacTBOM ucnoib3oBanus CMOB
¢ BHEITHUMU MHPOpMalMOHHbIMU pecypcamu ODOUB.

[Ipy nomaue 3asBKM OCYIIECTBISIETCS OIpEJeJIeHUEe BUIA
cyOobekTa oOpaiieHuss Ha ocHoBaHuu nepenannoro MHH: MHH
IIPEACTABUTEIILCTB JepKaTeneu PV, SIBIISIFOLIAXCS
WHOCTPAaHHBIMU OpraHW3alMsIMHU, HauuHaercs c uudp 9909,
B OCTAJIbHBIX  CIlydasX CyObEeKT oOpamieHusi  OTHOCUTCSA
K pe3ugentaM Poccuiickon denepanumu.

Peructpanus  ydyacTHUKOB  —  pe3uleHTOB  Poccuiickon
®enepauun, SABIIAIOILINXCSA JepKaTeIAMHU Py WJIA
IIPEACTaBUTEIbCTBAMU nepxKaTenen PV, ABJISIOLIUXCS

WHOCTPAHHBIMH OPTraHU3AIUSIMHA, HE UMEIOIIHNX JIMIICH3UIO Kak
MUHMUMYM Ha OJWH W3 BHJOB JACATEIHLHOCTH (IIPOU3BOJICTBO
JIEKapCTBEHHBIX CpeNCTB, (apmareBTUUECKass W MeIHIIMHCKAsS
NEeSATeBbHOCTh), OCYIIECTBIAECTCS corjlacHo pasupeny 1.1.1
Hacrosmx [lacmopToB mporieccos.

ITo pe3ymbpTaTaM paccMOTpPEHUS 3asBKH CYOBEKTa OOpAIICHUS:

— TMpU OTCYTCTBHM OCHOBAaHWUHU JUIS OTKa3a 3aBepliacTcs
peructpanus cyobekra oopamenus B8 UC MIUJIII, co3znaercs
JVYHBIA KaOWHET W CyOBEKTy OOpallleHus MPUCBAaUBACTCA
perucTpanuoOHHbII HOMEP cyOBeKTa oOparieHus
B UC MJIJIIT,

— TMpU HAIAYUM OCHOBAaHWH A OTKaza QOpMHUpPYETCS
coobmenne o0 otkaze B peructpauuu B MC MIJII wu
NPEI0CTABICHUH JIMYHOTO KaOMHETA.

HoctynHbie cyOBbekTy oOparmienus GyHKIIUA JTUYHOTO KaOWHETa
dbopmupyrorcss  nporpammHbIiMU  cpeactBamu  MIC MJIJITT
B COOTBETCTBUM C JIUIICH3USAMHU C YyUYE€TOM BUJOB JIE€ATEIBHOCTU:
IIPOM3BOJICTBO JICKAPCTBEHHBIX CPEJACTB, (hapmareBTU4YecKas |
MEJIUIIMHCKAS IESITEIbHOCTh

YyacTHuKHn
B3aMMOJICUCTBHUSA

— pesuneHt Poccuiickonn denepannu, UMEOMNAN JALEH3UIO
KaK MUHAMYM Ha OJIMH U3 BUJOB JIESITEIbHOCTH;
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IIPEACTaBUTENbCTBO  Acepxkarens  PY,  aisromerocs
UHOCTPAaHHOM OpraHu3alyeld, MMEIOIIEE JIMIECH3UI0 Kak
MUHHMMYM Ha OJIMH U3 BUJOB JEATEIBHOCTH

OnucaHye BBITOTHIEMEBIX IEUCTBUMN

1. Omnpenenenue Buaa cyobekTa 0OpalieHus

2. — 3. Ilogaya u peructpauusi 3JIEKTPOHHON 3aiBKM Ha PErHCTpPALUI0 CyObEeKTa

obpamenust B UC MJIJITT

[lepeuenp B 3asBke Ha peructpanuio cyObekToM oOpalieHusl YKa3bIBaloTCs
nepe1aBaeMbIX CJIEYIOILNE CBEACHHUS:

BEJICHUU U
CBEAC — HWHH cy0bekta oOpaimieHus (3amojHsAETCS aBTOMaTHYECKU
Blafeen U3 KBATU(PUIUPOBAHHOTO cepTU(dUKaTa);
UH(GOPMAIIMIOHHOTO
pecypca — BuA cyOwekra oOpamenus (pesuneHT Poccuiickoi

dexepaliu WKW OPEJICTABUTENBCTBO  MHOCTPAHHOIO
PE3UJICHTA, MHOCTPAHHBIN PE3UJICHT);

IIpU3HAK HaAJIA4YuA JIMICH3UU, (g@/HeT, KaKk MHWHUMYM
Ha OAHH N3 BUI0B IIG}ITGJII)HOCTI/I);

damwins, uMs, OT4ecTBO (IIPH HAJIMYMU) PYKOBOIUTEIIS
IOPUINIECKOTO HIa 17001 W H/IUBHTy AIbHOTO
peIPUHAMATEIIS (3amonHsIeTCS aBTOMAaTUICCKU
U3 KBATM(PUITMPOBAHHOTO cepTUdUKaTa);

TenaedOH KOHTAKTHOTO JIUIIA,

aJIpecC AIEKTPOHHOU MOYTHI

4. OmpeneneHue Buaa cyoObekTa oOpalieHusi 1 aBTOMAaTUYECKasi IpOBEpKa CBEJCHUMN
0 cyObeKkTe oOpalieHus] ¢ MCIOJIb30BAHUEM HMHTEIPAIIMOHHOTO B3aWMOJCHCTBUS
C BHEITHUMU MHGOPMAIIMOHHBIMU peCypcamMu

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICI
WH(OPMAITMOHHOTO

pecypca

[TonydeHnne CBEICHUI O pErUCTPALMK IOPUIHYECKOTO JIUIA W/ WITH
uHauBuayaibHoro npennpunuMatenss B EI'PKOJI / EI'PUII
®HC Poccum (mpu peructpanuu pe3uaeHToB Poccuiickoit
®denepanun):

HNHH cy6bexTa obOpatienus;

HAaUMEHOBaHUE CyOBeKTa oOpamieHuss uiu GaMuausi, uUMs,
OoT4eCTBO  (MpU  HAIMYHUM) [  UHAUBUIYAIBHOTO
MPEANPUHUMATEA;

dbamuins, UMsi, OT4eCTBO (MPU HAIMYUM) PYKOBOJUTEINS
(1715 FOPUAMYECKUX JINI);

CTaTyC 3alliCu O PCrucCrpanvu IPpUANYCCKOro JiMmmga 1/ Un
HWHAWBUAYAJIIBHOI'O IIPCAIIPHUHUMATCIIA.
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[lonyyenue cBeneHHili 00 aKKpEAUTALMH IOPUAMYECKOIO JIHIA
B PA®II ®HC Poccum (mpy perucTpanvv MpecTaBUTENBCTBA
MHOCTPAaHHOTO jepxareis PY):

— HWHH cy0ObekTa obpaiienus;

— HauMEHOBaHHME cyObeKkTa oOpalleHHs Uiau (GaMuaus, UMs,
OTYeCTBO  (MpWM  HAIMYMK)  JAJI9  HUHIUBUIYAIBHOIO
npeanpuHuMaTes);

— ¢amMunus, UM, OTYECTBO (NIPU HAIMYMH) PYKOBOAMUTEIS
(17151 FOPUAMYECKUX JIULY);

— CTaryCc 3aldCH O pEerucTpauuu IpeACTaBUTEIbCTBA
MHOCTPAHHOTO Jepxkareis PY.

[TonyyeHnue cBeneHUN O HAIWYMM JIMIEH3UM HA MPOU3BOJCTBO
JIEKapCTBEHHBIX cpeAcTB B EamHOM peecTpe JinMIeH3MH
HA MPOM3BOJCTBO JIEKAPCTBEHHLIX cpeAcTB MHMHIPOMTOpPra
Poccun.

— HWHH cy06bekTa obpaiienus;

— HOMEp JIMIIECH3WH;

— ajJpeca MeCT OCYIIECTBICHUS JIeITCIIbHOCTH,
— TiepedeHsb padoT, yCiIyT;

—  CcTaTyc ACHUCTBHUSI JIMIICH3HH.

[lomydeHue CBeAEHUH O HAIMYUUA COOTBETCTBYIOIIECHU JIUIIEH3UU
B EnmHoM peectpe JmueH3uii Ha QapManeBTHYECKYI) M
MeIUIIMHCKYIO JAesiTeJbHOCTh Poc3apaBHaa3opa:

— HWHH cy6bekTa obpaiieHus;

— HOMED JIMIICH3WH,

— ajapeca MeCT OCYIIECTBICHUS JAEATEIHHOCTH;
— TepeuyeHb paboT, yCIyT;

— CTaryc HeﬁCTBHH JINICH3HHN.

5. ABTOMaTHYECKOEC TPHUHATHE PpEHICHHE O perucTpanuud (IpU  OTCYTCTBHUH
OCHOBAHHH ISl OTKAa3a)

6. Co3manme nuuHoro kabmuera B MC MIJII w mnpenmocraBieHue m0CTyma
B JIMYHBI KaOWHET CyOBeKTy oOpameHuss (Ipu OTCYTCTBUU OCHOBaHUI
JUTS1 OTKa3a)

7. YBegomiieHue cyObekta oOpameHuss o  peructpamun B MC MIUJIIT
(Mpu OTCYTCTBUM OCHOBAHUU JJIsI OTKa3a)
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8. ABTOMaTtHuyeckoe MpUHATHE pelieHre o0 oTkaze B peructpauuu B UC MJUJITI
(Mpu HANMYUK OCHOBAHUU JJI OTKa3a)

[lepeuyenn — OTCYTCTBHUE CBEJICHHI O perucTpaiuu cyobeKkTa oopalieHus
OCHOBaHHUM JJI B EI'PYOJI/ET'PUIT/PADIT ®HC Poccuwn;
OTKa3a B .

—  OTCYTCTBUE CBEJICHHI 0 HAJTUYUU JIAICH3UH
perucTpanun

Ha OCYLIECTBJIEHNE KAaK MHUHUMYM Ha OJWH W3 BHUJOB
NEeATeIbHOCTH  (MPOU3BOJCTBO JICKAPCTBEHHBIX CPEJCTB,
dbapMalieBTHUECKasi JIEITEIIBHOCTh) B COOTBETCTBYIOIIUX
peectpax (Munnpomtopr Poccuu, Poc3apaBuanzop)

9. VBenomienne cyObekra oOpamieHuss o0 oTkaze B peructpauuu B WMC MJIIT
C YKa3aHHeM MPUYHH 0TKa3a (TIPY HAIMYMU OCHOBAHHM JTSI OTKA3a)
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1.1.1. Perucrpauus B UC MIJIII cy0bekTOB 00palieHusi, He HMEKIIMUX JUIEH3UI0, —
pe3uaeHToB Poccuiickoii Denepauuu, ABJAAOMIMXCH JAep:kareassmu PY wim
NpeaCcTAaBUTENbCTB AepskaTeneid PY, apiasomuxcss HHOCTPAaHHBIMHU OPraHU3aANUSAMHU

1.1.1. Peructpauusa B IC MAJIN cyb6bekToB 0bpalleHusi, He UMerLnX 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| Focysapcreensisin peactp
obsa ‘f:;low # AKKPEAMTOBAHHLIX DUNUAN0s
Ocywecranaerca & bRl
coorpercremi ¢ UHH unocrpanuu:"npnauwnx
yHaCTHUKE ¥_“_—~/ v
®HC Poccun
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 | SRiTas oTKa3e B perucTpaumuu 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 perucTpaumu
|
= ” ] —
EAuHEIil peecTp nuueranit ka
hapmauesTHIEcKy
ABATENLHOCTL v

10. MpeaocrasneHue
AOCTYNa B NUYHLIA
KabuHer

Pocappasnansop

[
v

11. Yeegomnenwe o
pervcTpauyun

Pervctpauus 8 UC
MAJIN ocywecTenena

© PerucTPaLIH

Pucynox 2
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AHHOTaAUg

Peructpauust  cyOwvekra  obpamenus B WUC  MJJIIT
OCYLIECTBIISIETCS HA OCHOBAHUHU AIEKTPOHHOMN 3asIBKH,
IIOAIIMCAHHOMN YKO3II, 51 IIPU JIUYHOM IIPUCYTCTBUHU
YIOJIHOMOYEHHOTO  JIMLA  C NIPEJOCTAaBICHUEM  OpHUIMHAaia
aNOCTHIIMPOBAHHOW TOBEPEHHOCTH.

[Ipy nopmaue 3asBKM OCYIIECTBISIETCS OINpEACICHUEe BHUAA
cyObekTa oOpaiieHusi Ha ocHoBaHuu nepenanHoro MHH: MHH
[IPEACTABUTEIILCTB JepKaTeneu PV, SIBIISIFOLIAXCS
UHOCTPAHHBIMU OpraHU3alMsIMHU, HauuHaercs c uudp 9909,
B OCTAJIbHBIX  ClIydasX  CyObEeKT oOpamieHusi  OTHOCUTCA
K peaugenraM Poccuiickon denepanumu.

Jnst o0paboOTKM M TPOBEPKU JAHHBIX CYOBEKTy oOpaiieHus
HE0OXO0IMMO JTUYHO 00paTUThCs B ynojlHoMoueHHbIH POUB.

O6paboTka u TmpoBepKa JaHHBIX B DJEKTPOHHOW 3asBKE
Ha PETUCTPALMIO MPOU3BOJUTCS, B TOM YHCIE, TPOTrPpaMMHBIMU
cpeacteamu MIC MJIIT mocpenctBom ucnosib3oBanus CMOB
¢ BHEITHUMU MHPOpMaIMOHHbIMU pecypcamu OOUB.

[lo pe3ynpTaTam paccMOTpEeHUS 3asiBKU CyObeKTa OOpallieHus:

— TIIpU OTCYTCTBHUM OCHOBAaHMI [Ji OTKas3a 3aBeplIaeTcs
peructparus cyonrekta odparenus B UC MJIII, co3znaercs
JVMYHBIA KaOWMHET W CyOBEeKTy OOpallleHus MPUCBAaWBAETCA

PEruCTpallMOHHBIN HOMeED cyOBeKTa oOpaleHus
B UC MJJIIT,

— TpH HAJIMYUU OCHOBAaHUM JiI1 OTKa3a Qopmupyercs
coobmenne o0 ortkaze B peructpanuu B MC MJIUJIIl u
IPEIOCTaBICHUY JIMYHOTO KaOuHEeTa

Y4yacTHUK
B3aUMOJENCTBUS

—  PpE3UAEHT Pocculickon ®enepanun, SIBJISTFOLLIUACSI
nepxareieM PY, He nMeromMi JIMIEH3UI0 KaK MUHHUMYM
Ha OJIMH U3 BUJOB JEIATEIbHOCTH;

— IIPEICTaBUTENIBCTBO  Jepxkarenss  PY,  aBusromierocs
WHOCTPAHHOM OpraHU3aliei, HE UMEIOIIECE JIMIECH3UIO0 KakK
MHUHUMYM Ha OJWH W3 BUJIOB AECATEIIBHOCTH;

— ynonHoModeHHbI POVB

OnucaHue BBINOJHIEMBIX JEHUCTBUN

1. — 2. Tlogaya m perucTpamms 3JICKTPOHHOMW 3asSBKH Ha PETHUCTPAIdI0 CyOBeKTa
obpamenus 8 UC MJJITT

ITepeuenn
nepeaBaeMbIxX

B 3asBke Ha peructpanuio cyObeKTOM OOpallleHHs] YKa3bIBAIOTCS
CJIEIYIOLUE CBEICHUS:
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CBEJICHUM

NHH cyObekTa oOpamieHust (3amoyiHAE€TCsl aBTOMAaTUYECKH
U3 KBATU(PUIUPOBAHHOTO cepTU(UKATA);

BUA CcyObekra oOpamenuss  (pesupeHT  Poccwiickoit
denepanii WM OPEJICTABUTENLCTBO  MHOCTPAHHOTO
PE3UJICHTA, MHOCTPAHHBIN PE3UICHT);

NPU3HAK HAJTMYHS JTMIEH3UH (J1a/HeT, Kak MUHUMYM Ha OJIMH
BH/JI JICSITEIILHOCTH );

dbamumins, uMs, OTYECTBO (TIpU HAIMYMU) (3aMOJHAETCS
ABTOMATHYECKHU U3 KBAUTM(PHUIIUPOBAHHOTO cepTUdUKaTA);

Tee(pOH KOHTAKTHOTO JINIIA;

aJIpecC DIEKTPOHHOU MOYTHI

3. Onpenenenue

BHUJIa yYaCTHMKA M aBTOMAaTH4YeCKas NPOBEpKa CBEICHUI
0 cyObekTe oOpalieHusl ¢ UCHOJb30BaHUEM HHTEIPAllMOHHOTO B3aUMOJICHCTBHUS
C BHEITHUMU MH(GOPMAIIMOHHBIMU pecypcamMu

IIepeuens
nepeaBaeMbIX
CBEECHUN U
BJIaJIEJICI]
UH(OPMAIIMOHHOTO

pecypca

[TonyueHnue cBeIGHUI O perUCTPALMK IOPUIUUECKOTO JIUIA U/ WK
uHauBuayaipHoro npennpuHuMatenss B EI'PIOJI / EI'PUII
®HC Poccun (mmpu peructpaluu pe3usieHToB Poccuiickoit
denepanun):

NHH cy6nekTa obparieHus;

HauMEHOBaHUE CyObekTa oOpalieHus Ui GaMuiaus, uUMms,
OT4eCTBO  (MpU  HAIMYHUM) [  UHAUBUIYAIbHOTO
IIpEAIPUHUMATEIS,

CTaTyC 3alKCH O PETUCTpAIMU IOPUIAYECKOTO JUIA H/WiIn
VHJIUBUYaJIbHOTO IIPEAIIPUHUMATES.

[lonyuenue cBefeHUd 00 AKKpEIUTALMHU IOPUIUYECKOrO JIMIIA
B PA®II ®HC Poccun (ipu peructpauvul MNpeCTaBUTEILCTB
WHOCTPAHHBIX JepxkaTeneit PY):

HNHH cy6bekTa oOpatienus;

HAaUMEHOBaHUE CyOBeKTa oOpamieHus win GaMuaus, uMs,
OoT4eCTBO  (MpU  HAIWYUM) I8  UHAUBUIYAIBHOTO
MPEAIPUHUMATES;

CTaTyC 3allUCH O PErucTpaluu  NPEeACTaBUTEIbCTBA
WHOCTPAHHOTO Jiepxkareis PY

4. TlpenoctaBieHUE OPUTHHAJIOB YAOCTOBEPSIOIIUX JOKYMEHTOB, B TOM YHUCJE
JIOBEPEHHOCTH, BKIIFOYAIOIINX HOMED 3asBKH, B ynosHomoueHHbId @OUB
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5. — 6. [lonyuenue u paccMmorpenue ynoiHoModeHHBIM DOUWB npenocTaBieHHBIX

JOKYMEHTOB

7. Ilpunstue pemenus o peructpauuu cyobekra obpamenus B MC ML u
PEOCTaBICHUN YIOJIHOMOYEHHOMY NPEICTABUTENI0 JOCTyNa K JIMYHOMY
KaOuHeTy (IpU OTCYTCTBUU OCHOBAHMH JIs1 OTKA3a)

8. Iloarepxknenue ynoaHomoueHHbIM ©OOVB »s5ekTpoHHON 3asBKM CyOBEKTa
oOpamenust B UC MJIJIII (mpu oTCyTCTBUM OCHOBaHUM /JIs OTKa3a)

9. Cosznanne nuuHoro kabunera cyonekra obpamienus B MC MJUJIIT u nmonyyenue
JIOTIOTHUTENIBHBIX CBEACHUHN O CyOBheKTe oOparieHus (IIpu OTCYTCTBUU OCHOBAHHMA

JUJIsL OTKa3a)

Ilepeuens
nepe1aBaeMbIX
CBECHUN U
BJIaJIENIEN]
UH(GOPMAIIIOHHOTO

pecypca

[Tony4yeHnue cBeneHUN O HAIWYMM JIMLIEH3UM HA MPOU3BOJICTBO
JIEKapCTBEHHBIX cpeAcTB B EamHOM peecTpe JinMIeH3MH
HA MPOM3BOJICTBO JIEKAPCTBEHHBIX cpeacTB MuHIpoMTOpra
Poccun.

— HWHH cy06bekTa obpaiienus;

— HOMEp JIMIICH3HH;

— ajJpeca MeCT OCYIIECTBICHUS JIeITCIIbHOCTH,
— TIepedyeHb padoT, yCiyT;

—  CcTaTyc ACHCTBUS JIUIICH3UH.

[lomydeHue CBeAEHUH O HAIMYUUA COOTBETCTBYIOIIEU JIUIIEH3UU
B EnmHoM peectpe JmueH3ud Ha QapManeBTHYECKYH) U
MeIUIIMHCKYIO JAesiTeJbHOCTh Poc3apaBHaazopa:

— HWHH cy6wekTa obpaiieHus;

— HOMEp JHIICH3UY;

— ajapeca MeCT OCYIIECTBICHUS JACSTEIbHOCTH;
— mepeuyeHb paboT, yCIyT;

— CTaryc I[GﬁCTBHH JIMIICH3 .

10.IIpenoctaBnenue cyoOnekTy oOpamienus noctyna B mudHblid kabuner UC MJIJITT
(Mpu OTCYTCTBUM OCHOBAHUU JJIsI OTKa3a)

11.VBenomienue

cyobekta  oOpamenus o  peructparun B MC MIJITT

(pu OTCYTCTBUM OCHOBAHUM ISl OTKa3a)

12.TlpunsiTHe pemeHuss 00 OTKa3e B perucTpanuu CyObeKkTa oOpameHus
B UC MIJIIT (mpu Hanu4uu OCHOBaHUM ISl OTKa3a)
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Ilepeuens
OCHOBAHMU JJIS
OTKa3a B
perucTpanuu

OTCYTCTBUE CBEJEHUHN O PETUCTpALH CYyObEKTa OOpalleHus
B EI'PYOJI/EI'PUIT/PA®IT ®HC Poccuy;

OTCYTCTBUE  CBEIEHUH O  cyObekTe  oOpalieHus,
3apEruCTPUPOBAHHOM B KadecTBe  jAepxarens PV,
B ['ocygapcTBEHHOM peecTpe JIEKapCTBEHHBIX CpPENICTB
Munsnpasa Poccuy;

OTCYTCTBHE OPHUTHHAJIOB JOKYMEHTOB, IIOJTBEPTAFOIINX
paBo MPEACTaBICHUS UHTEPECOB CyObeKTa oOpalieHus

13.VYBenomiienue cyobekta oOpamieHuss o0 otkaze B peructpauuu B MC MJIIT
C YKa3aHHeM MPUYHUHBI 0TKa3a (IpHU HATMYUU OCHOBAHHM ISl OTKA3a)
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1.2. Peructpanus B UC MIJIII nep:karteneii PY, siBasiiommxcsi MHOCTPAHHBIMHU
OpPraHM3alusAMH, Y KOTOPBIX HET IpeICcTABUTE]NbCTB HAa Teppuropum Poccuiickoit
Denepanuu

1.2. Peructpauus gepxatenen PY, aBnaooWmMxca MHOCTpaHHbIMU opraHusaumsmu, 8 MIC MAJIT

Oepxatens PY

YnonHomMoueHHbIn OB

nc Masn

Pewewnne o
HeobxoaumocTn
peructpauyuu 8 UC
Mann

1. Mopava

2. Peructpauusn

3NEKTPOHHOIA
Ha perncTpauunio

v

3. MNpepocrasnexue

B peructpauum 8 MC
MAONMN oTkaszaHo

yBenOMNeHKe 06

0TKA30 B PErucTpauMi |

opuruHanoe OPUrAHEN S opuruHanoe
—_— ———
YAOCTOBEPSAOLLMX AOKyMEHTOS YAOCTOBEPAOLLMX
AOKYMEHTOB OOKYMEHTOB

4. MonyyeHue

.

5. PaccmoTpenue

"| anekTpoHHoOM 3asBKM

AOKYMEHTOB U
npoBepka ceeAeHnin

Herv

Mposepka
npoipexa?

|

6. Pewwenne o
perucTpauyuu

10. Pewenwe 06
oTKase B perucrpauyum

. -

7. NoaTeepxaeHue
perucTpaumm

11. YBepomnexue o6
oTKa3se B permcTpauum

PeecTp 38880k H&
PETUCTpaLU
A

8. MNpepocrasnexue
AOCTYNA B NUYHBIA

kabuHer

v

9. Yeegomnenue o

Peructpauwms 8 UC
MANM ocywecTenexa |

y 0 pericTpaum

perucTpauun

Pucynox 3
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AHHOTaAUg

Peructpanusa pepxarens PY, sBidmomerocs WHOCTPAHHOU
Opra"u3aruen, y  KOTOPOrO  HET  IIPEACTaBUTEIbCTBA
Ha tepputopun  Poccuiickonn ~ denepanuu, OCYLIECTBIETCS
B UC MIJIIT Ha oCHOBaHMM MOJJaHHOW MM JIEKTPOHHOU 3aBKH U
IpU  JMYHOM  IPUCYTCTBUM  YIIOJHOMOYEHHOIO  JIMLA
C IIPEIOCTaBIIEHUEM opuUruHazia aIOCTUJINPOBAHHON
JIOBEPEHHOCTH.

st 00pabOTKM M MPOBEPKU JAHHBIX YIOJIHOMOYEHHOMY JIUILY
nepxarenss PV, saBiadronierocss HMHOCTPAHHOM OpraHu3aluei,
HEO0OXO0IMMO JTUYHO 00paTUThCs B ynojlHoMoueHHbIH POUB.

[lo pe3ynpTaTaM paccCMOTpEHUSs 3asiBICHUS:

— TIpU OTCYTCTBMM OCHOBAaHUM [IJI1 OTKa3a 3aBEpIIACTCS
peructparusi B UC MJUIIL, co3maeTcss muuHbI KaOWHET U
CyOBeKTy OOpallleHHs] TMPUCBAUBACTCS PETrUCTPAIMOHHBIN
HOoMep cyObekTa obpamenust B8 UC MJJITI,

— TMpU HAIAYUM OCHOBaHWHM I OTKaza QopMHUpPYETCS
coobmienne o0 otkaze B peructpauuu B MC MJIJII u
IpeAO0CTaBICHUH JUYHOTO KaOnHeTa

YyacTHUKH
B3aUMOIENCTBUS

— gaepxarenb PY, ABISIOIUNCS MHOCTPAHHOW OpraHU3aIve;

— ynoaHoMouyeHHbI @DOVIB

OnucaHue BBIIOJIHIEMBIX JESHUCTBUN

1. — 2. Tlogaya u perucTpanus 3JIEKTPOHHON 3asBKM Ha PETUCTpaINio CyObeKTa

obpamenust 8 UC MIJITT

IIepeuens B 3asBke Ha peructpaumto B WC MJIII nepxartenem PV,
nepeaBaeMbIxX SBJISIIOIIMMCS. ~ MHOCTPAHHOW  OpraHu3aluel,  yKa3bIBaloOTCs
CBEJICHUI 1 CIEAYIOLINE CBEACHUS:
BIIAJIETIE

ACTICH — HaWMEHOBaHME Jiepxareiis PY;
UH(OPMAITMOHHOTO
pecypca — BuA cyOwekra oOpamenus (pesunmeHT  Poccuiickoi

denepai WM NOPEACTABUTEIILCTBO  WHOCTPAHHOTO
pe3U/ICHTa, HHOCTPAHHBIN PE3UJICHT);

— KOJ HajoromjaresblukKa jAepxarens PY B crpane
peructpanuu (anaisor MHH);

— KOJ CTpaHbl perucrpauuu aep;xarens PY;
—  HUHJEKC;
—  (damunus, uMs, OTYECTBO (MPU HATUYHUH);

- TGJ'IC(bOH KOHTAKTHOI'O JIMIIA,
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— aapec JIEKTPOHHOM IMOYTHI

3. IlpenocraBiieHHEe OpPUTMHAJIOB YAOCTOBEPSIOIIUX JIOKYMEHTOB, B TOM YHCIIE
JNOBEPEHHOCTH, BKJIIFOYAIOIINX HOMEp 3asBKH, B ynosiHoMoueHHb1 @POVIB

4. — 5. llonyuenue u paccMmorpenue ynoiHomoueHHbIM DOVIB mpenocTaBieHHBIX
JOKYMEHTOB

6. [lpunsitue pemenus o perucrtpanuu cyoObekra obpamenus B MC MIJII u
NPEIOCTaBICHUN YIOJIHOMOYEHHOMY MPEJICTABUTENI0 JOCTyNa K JMYHOMY
KaOuHeTy (IIpU OTCYTCTBUU OCHOBAHMH JJIsl OTKa3a)

7. TloarBepxxnenue ynonHoMoyeHHBIM DOUB snekTpoHHOM 3asBKM CyObeKTa
oOpamenust B UC MJJIII (ipu oTCyTCTBUM OCHOBaHUM /JIs OTKa3a)

8. Co3zmanme nuuyHOrO KabuwHeta cyoObekta oOpamenus B WMC MJIJIIT
IpPEeOCTaBICHUE CYOBEKTY OOpaiieHus: 1ocTyna B auuHblil kabunet UC MJIIT
(Mpu OTCYTCTBUM OCHOBAHMI JJIsi OTKa3a)

9. VBenomsienue cyoObekrta oOpameHus o  peructpanuu B UC  MJJIIT
(pu OTCYTCTBUM OCHOBAHHH JJIsT OTKAa3a)

[Tepeuenn — OTCYTCTBHE CBEIEHUM O Jnepxkarene PY, sBisroomemcs
OCHOBaHHUH JJI WHOCTPAHHOM OpraHu3aIuen, B PErMCTPAMOHHBIX
OTKa3a B yaoctoBepenusix  JIII B T'ocymapcTBEHHOM  peecTpe
perucTpanuu JIEKapCTBEHHBIX cpencTB Mun3znpasa Poccuu;

— OTCYTCTBUE OpPWUTMHAJIOB JOKYMEHTOB, MOATBEPKAAIOLINX
IIpaBO  IIPEJICTAaBICHUS  HMHTEPECOB  nepxarens PV,
ABJIAIOLIETOCS MHOCTPAHHOM OpraHu3aluei

10.[lpunsiTHE permeHuss 00 OTKa3e B perucTpanuu CcyObekTa oOpaieHus
B UC MIJIIT (mpu Hanu4uu OCHOBaHUM ISl OTKa3a)

11.YBenomiienne cyObekTa oOpamieHuss 00 otkaze B peructpanuu B MC MJJIIT
C yKa3aHUEM MPUYUHBI (TIPY HAJTMYUHA OCHOBAHUH ISl OTKa3a)
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1.3. Buecenue B HC MJJIII cBeaeHuii 00 HHOCTPAHHOM KOHTpareHTe,
He siBJIsIIOIIeMcsl nmoJib3oBaTeaem UC MJIIT

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

Oepxatens PY/

nc mann
npeacTaBUTeNbLCTBO

Pewerme 0 HeoBxoguMocT
BHECEHUA caepeHun ob
WHOCTPEHHOM KOHTpareHTe

1. Hanpasenexue 3anpoca 2. MNposepka Hanu4na
Ha Nouck ceeaeHun ob ceeaeHui 06
WHOCTPaHHOM UHOCTPaHHOM
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 SHNA HaN BHEl

A

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

Her
3. Nopava ceeneHun ob
MHOCTPaHHOM < 4
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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AHHOTaNMA Buecenne  cBegeHudt 00 — MHOCTPAHHOM  KOHTpAreHre,
He gBisronieMcs nons3oBatenem MC MJJIL, ocymecTBisieTcs
JIepKaTeneM Py (mm €ro MIPEJCTABUTEIHCTBOM )
JUJIs1 pETUCTPALIUU WHOCTPAHHBIX MPOU3BOAUTEIIEH
JIEKApCTBEHHBIX  CPEACTB,  OCYIIECTBIISIIOIINX  3aBEPIICHUE
OpOU3BOJCTBEHHOW  ctaauu  (acoBku  (ymakoBku)  JIII
BO BTOPUYHYIO  (IIOTPEOUTENBCKYI0) YMAaKOBKY M  CTaJHH
BBIITYCKAIOIIEr0 KOHTPOJISA, a TaKXKe CBEACHUM 00 MHOCTPAHHBIX
OpraHu3alusaX, SBISOMUXcs nmpogasuamu JIIT

YYacTHUKH — gnepxarenb PY wim npencraButenscTBO aepxarens PV,

B3aMMOJICCTBUS ABJISIIOIIETOCS] MHOCTPAHHON OpraHu3anuen

OnucaHue BBINIOITHAEMBIX I€HCTBUI
1. — 2. OcymiecTBieHHEe TPOBEPKH HAIWYUS CBEICHHM O PETUCTPUPYEMBIX
MHOCTpaHHbIX KoHTparentax B UC MJJIITT

[lepeuenn Ilonck  cBemeHW  OCYILIECTBISIETCS C  HCIOJB30BAHUEM

nepeaBaeMbIX CJIEYIOIINX KPUTECPUEB:

SO L — KOJ HAJOroIUlaTeJblUKa HWHOCTPAHHOIO KOHTpAareHTa

R R B CTPAHE PErUCTPALIUH;

UH(GOPMAIIIOHHOTO

pecypca — KOJ CTpaHbl PErUCTPALlU HUHOCTPAHHOTO KOHTPAreHTa

3. Tlomaua cyOBeKTOM OOpaIeHus CBEICHHM O PETUCTPUPYEMOM HHOCTPAHHOM
koHTparente B UC MJJIIT (B ciaydae OTCYTCTBUSI paHEe 3aperucTpPHUpPOBAHHBIX

ceeaennii B UC MJIJIII)
[Tepedyenn I[Ipu mnomaue wuHPOpMaIMM 00 WHOCTPAHHOM KOHTPArcHTE
MEePEIABAEMBIX B UIC MIJIIT nepxatrenem PY  yka3pIBalOTCA  CIEAYIOIINE
CBEJICHUU U CBEJICHUS:
BIIAJICIICII

— HaMMEHOBaHWE MHOCTPAHHOTO KOHTPAreHTa;

UH(OPMAITMOHHOTO
pecypca — KOJ HAJOTOIUIATENbIMKAa WHOCTPAHHOTO KOHTpareHTa

B cTpaHe peructpanuu (anaior UHH);
— KO/l CTpaHbl perucTpallii MHOCTPAHHOTO KOHTPAreHTa;

— HHACKC

4. OcyuiecTBieHue

NC MIJII  ¢dbopmaTHO-TOTHYECKOTO  KOHTPOJIS U

ABTOMATHUYECKOE TMPHUHSATHE PEIMIEHUS O BO3MOXXHOCTH BHECCHHWHM CBEIICHUU
00 nHoctpanHoM koHTparente B UC MJIJIIT




23

5. BHecenue cBeneHuil 00 HMHOCTpaHHOM KOHTpareHTe B PeecTp HMHOCTpaHHBIX
koHTtpareHToB MC MJUJIIl (mpu OTCYTCTBUM OCHOBaHWUW JUIS OTKasza) H
MIPUCBOCHHUE UJIEHTU(PUKATOPA MHOCTPAHHOTO KOHTpareHTa

6. YBegomiieHue cyOBbekTa OOpalleHHs O BHECEHUU CBEJCHUU 00 HHOCTPAHHOM
koHTparente B IC M/IJIII

/. Pemenne o0 OTKaze B perucTpaluy CBEICHUW 00 HMHOCTPAHHOM KOHTpPAareHTe
(Ipy HAJIMYMK OCHOBAHMIA JJIs1 OTKAa3a)

ITepeucnn — HaJuM4Yue€  PErucTpalid  WHOCTPAaHHOTO  KOHTpareHTa
OCHOBaHUM 115 B KauecTBe cyobekTa obopamenus B UC MJIII;
OTKa3a B .
— HaJIu4due paHee 3apETrUCTPUPOBAHHBIX CBEJICHUI
pErucTpanun
00 MHOCTpaHHOM KOHTpareHTe B PeecTpe WHOCTpaHHBIX
KOHTPareHTOB

8. VBenomienue cyObekTa oOpamieHuss 00 OTKa3e BO BHECCHUHU CBEICHUU
00 nnoctpanHoM koHTparente B MC MJIJIII ¢ yka3anumem NpUYMHBI OTKa3a
(Mpu HAJTMYUKU OCHOBAHUH JJIsI OTKAa3Q)




2. Paznen «Onmucanue JIIT 8 UC MJIII»
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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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AHHOTAUSA

Onucanune JIIT B UC MJUJIIT ocymiecTBiseTcss Ha OCHOBAaHHUU
AJIEKTPOHHOM 3aBKU CyObeKTa 0OpalleHus .

JIOJDKHA  OBITH
PYC c¢ uensro

[IpenBaputenbHo  CyOBEKTOM  OOpallleHHs
ocymectBiiena peructpamus JIII B I'Cl
nosryueHus GTIN.

3asBky Ha onucanue JIII momaer pocCUUCKUN MPOU3BOAUTEIND
JIEKApCTBEHHBIX CpeACTB npu npoussonactse JIII Ha Teppuropun
Poccuiickoii ®eneparun  wiau  aepxarenb PY  (wim  ero
NpEeACTaBUTENLCTBO) Tpu mpousBojcTBe JIII 3a mpenenamu
teppuropun Poccuiickon denepanun

YyacTHUKH
B3aUMOICHCTBUSI

- pOCCHﬁCKHﬁ IIPOU3BOAMTECIIb JICKAPCTBCHHBIX CPCCTB,

— gaepxarenb PY unm mpencraBuTeNbCTBO aepxkarens PY,
ABJISIIOIIETOCSI MHOCTPAHHON OpraHu3anuen

Omnmcanue BBINOJTHAECMBIX ﬂeﬁCTBHﬁ

1. Peructpanus JII1 B I'C1 PYC u nonyuenue GTIN

2. — 3. [logaya u peructpanus 3JIeKTPOHHON 3asBKU Ha TosrydeHue onucanus JIIT

B NC MIJIIT
[Tepeuenn B anextponnoit 3asiBke B IC MJIJIIT yka3bIBatOTCA CIAEIYIOIINE
nepeaaBaeMbIxX KIIFOUEBBIE TAPAMETPBI:
CBECHUI U )
— HOMEp PETUCTPAMOHHOTO yaocTtoBepenus JIII;
BJIAJENel]
uHpopManuonHoro | — Jara perucrpanunu JIIT;
pecypea — GTIN
3. ®opmupoBanue 3amnpocoB Ha nomydenue cBenenuid o JIII 8 ECKJIIT u B I'C1
PYC
IIepeuens CocraB cBenennii, nomyuyaembix u3 ECKJIII Mun3apaBa
MEePEIABAEMBIX Poccun:
CBEJICHUU U
—  MEXIYyHapOJHOE HEMATEHTOBAHHOE HANMEHOBAHNUE;
BJIAJIEJIE1]
MH(OPMAOHHOTO — npusHak Hamuus B nepeune XXKHBIII;
pecypea —  7jekapcTBeHHas GopMa;

— JI03UpOBKA (3HAUYECHUE);

— JI03UpOBKA (€IMHUIA UBMEPEHUS);

— TOProBOE HAUMEHOBAHUE;

dbopMBl B TIEPBHYHOM

— KOJIMYECTBO  JICKAPCTBEHHOW
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YIIAKOBKE;

— KOJIMYECTBO NEPBUYHOM YIMAKOBKH B MOTPEOUTENIHCKOM
YIIaKOBKE;

—  KOMIIJIEKTHOCTh YIIAaKOBKH;
— HOMEP PErUuCTpalOHHOro yaocrosepenus JIII,;
— para perucrtpanuu JIIT;

— Jara OKOHYaHUS JNEUCTBUSA PETUCTPALIMOHHOTO
yanocrosepenus JIII;

— TmpenenbHas 3apeructpupoBaHHas ueHa (mns JKHBJIIT)
(py6.);

— ajipec dacoBirKa/yaKkoBIIUKA BO BTOPUYHYIO
(TpeTU4YHY10) YIIaKOBKY;

— HauMeHOBaHHWE (acoBIIMKA/yMaKOBIIMKA BO BTOPUYHYIO
(TpETUYHYI0) YIIAKOBKY.

Cocras cBenennii, nonydaembix u3 I'C1 PYC:
—  GTIN;
— HarWMEHOBAaHUE Ha YIAKOBKE;
—  KOJIMYECTBO (Mepa);
— KOJHMYECTBO (€AMHULIA U3MEPEHNUS);

— ajpec dacoBIIMKa/yIaKOBIIUKA BO BTOPUYHYIO
(TpeTUYHYI0) YIIAKOBKY

O6paboTka, perucrpands W TpPOBEpPKa TOJYYCHHBIX W3  BHEIIHHUX
MH(POPMAITMOHHBIX PECYPCOB CBEICHUIA

Bri6op cyOobekToM oOpamienus koppektHou 3amucu o JIII (mpu orcyTcTBUUM
OCHOBAHUU JJIs1 0TKa3a)

®opmupoBanue kaptouku JIII wu 3anmonHenue omnucanus B MWMC MJUJIIIT
(pu OTCYTCTBUM OCHOBAHUU ISl OTKa3a)

VYBenomiienne cyobekTa oOpamienust o co3ganuu kaptouku JIIT 8 UC MJJITT
(mpu OTCYTCTBUM OCHOBAHUU ISl OTKa3a)

Otka3 B ¢hopmupoBannu kaprouku JIII 8 UC MUJIIT (mpu Hanuuuu oCHOBAaHHIMA
JUTSL OTKa3a)

[Tepeuyenn — orcyrcTBue cBeaeHui o JIIT B ECJIKII,

OCHOBAHUU TS
OTKa3a B
perucTpanuu

orcyrctBue ceeaenuii o JIII B I'C1 PYC;

HECOBITAJCHUE CBEJCHUU (mata u HOMEP
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PETUCTPAITMOHHOTO YAOCTOBEPEHUS, TOProBOE
HaumeHoBanue) B ECKJIII u I'C1 PYC

9. VBenomnenne 00 orTkaze B QopmupoBanuu kaptouku JIII B MC MJUIIL
C YKa3aHHeM MPUYHHBI 0TKa3a (IpU HATMYUU OCHOBAHHM JJIsI OTKa3a)




28

3. Paznean «Bsoa JIII B 060poT»

3.1. Boa B o0opor JIII, npousBeaeHHbIX HA TeppuTopuu Poccuiickonn Peaepanun

3.1. Beopg B o6opoT 1M, nponsBeaeHHbIX Ha TeppuTtopumn Poccuiickon ®enepaumm

Poccuiickuii npounssoguTens CepBep amuccum mc Mmann

HeobxoaumocTs Mgk 5510008 IOpATIa
CaMOCTOATENBLHOrO
NPOM3BOACTBA U BBOAA B opmposam
obopor 1N WHOMBUAYANLHOTO
/ CepuiiHOro Homepa
///
v /

1. leHepupoBaHue
VHAUBUAYANbHBIX
CepuiHbIX HOMEPOB

2. 3anpoc kopos
MapKUPOBKN

v

—®

4

3. MNpepocrasnexve KoaoB
MapKUPOBKN

v o
N\ 10300-code_emission.xsd 4. PervicTpaups caepenvii
n ) > 06 amuccum Kogos

5. YnakoBka/cbacoBka BO

BTOPUYHYIO (TPETUYHYIO) |« SGTIN
yNaKoBKy MapKUpOBKY
10300-code_emission.xsd
SGTIN
6. Mepepaya ceeaexuii o
»  3aBeplueHun dTana
OKOHYaTENbHOM YNaKOBKK
Aa 10311-skzkm_register_end_packing.xsd
WUcnonbayetcs PO? — —1= & gGTIN g
Cc3 v
Het -
e st So—_— " 7. Pervctpaums cseaeHuit
lOXeT OTCYTCTBOBaTH, 8cnu -register_end_packing.xst
100 B8 SGTIN » 0 3aBeplieHun aTana

npoussoanTcs npu seoae NN OKOHYaTeNbLHOM YNakoBKU
B 060poT cOBCTBEHHUKOM

PeecTp aokymeHTos/Peectp
1084

. 4

9. MNepepaya ceegeHun 06 10. Pemcrpaups

8. Ot6op oﬁpaguog 312-register_control_samples.xsd- »  ceBepenun 06 ot6ope
760 B
ot6ope 06pasuol SGTIN obpa3uos
Aa
Bsop B oGopot »(3.1.1.)
CO6CTBEHHUKOM?
Her
4
11. NoarteepxaeHne o
s eTgmugmun & 12. MNepepava ceeaeHuin o 13. Peructpauvs
o . > BbiMyCKe rOTOBOW 313-register_product_emission. xsd »|  CBEAEeHWN O Bbinycke
rOTOBOW NPOAYKUMM npoAYKUMK " SaTN sscc FOTOBOW NPOAYKUMM
YNOMHOMOYEHHBIM NNLIOM Y Y
h 4
Ocyw oo 14. MNepepaya cBeaeHw o
BbINyCKe roToBOW
NPOV3BOACTBO U BBOA B
POH3BOY oA npoaykuuu v seoge J1M B L
o6opor /1M Cono MoAcucTema «BLIBOPOUHBIT
p KOHTPONb»

Pocaapasragsop

Pucynox 6
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AHHOTAUSA

I'enepupoBaHne  MHAMBHIYAJIbHBIX  CEPUMHBIX  HOMEPOB
JUTS. KOJUPOBAHUS BTOPUYIHOM (TIOTpeOUuTeIbcKoit) yrnakoBku JITT
MOXKET  OCYIIECTBIATHCS ~ CaMOCTOSITENIBHO  POCCHMCKHMM
IPOU3BOAUTENSIMHA JIEKAPCTBEHHBIX CPEACTB WM OIIEPAaTOPOM
NC MIJIIT no 3ampocy. B pe3ynbrate yHUKadbHAss KOMOMHAIIUS
GTIN u HHIMBUAYAIBHOTO CEPUMHOTO HOMEpPAa BTOPUYHOU
(motpebutensckoit) ymakoBku JIII nHazeiBaercst SGTIN wu
onpeensieT yHUKaNbHbIA UICHTU(DUKATMOHHBIM KO BTOPUYHON
(motpeOuTenbckoit) ymakoBku JIII st mpociieKMBaAcMOCTH
B NC MUJIIT.

Ha kaxnayro BTOpHuHYHO (IOTPEOMTEIbCKYIO) ymakoBky JIIT
HAHOCUTCS  JBYMEpHBIM  mTpuxoBoi  kox  DataMatrix,
COJZIEpKAIIMN CIEIYIOIMN COCTAB IOJIEH:

— SGTIN (o6s3aTenbHO);

) IPOBEPKU (mpenocTaBisieMblii ONepaTopom
NCMUUIIT npu HaIMYMM YCTPOMCTBA pErucTpalnuu
SMHUCCHH).

[lonyyeHne pPOCCHIICKMM MPOU3BOJMUTENEM JIEKAPCTBEHHBIX
cpeactB ot omeparopa HMC MJJIII komoB mpoBEpKH
OCYILIECTBIISIETCS. C HCIIOJIB30BAHUEM YCTPOWCTB PETUCTPALUH
AMHCCUH, TpenoctaBisieMbix omneparopom HMC MJJIIT nyrem
nepegayd  WIM  IPEAOCTABIEHUS  YHAJIEHHOTO  JOCTyna
(MO pEeUIeHUI0 POCCUIICKOTO MPOU3BOJIUTEINS JIEKAPCTBEHHBIX
CpEJICTB).

Ha xaxnayro TpernuHyro (TpaHCHOpTHYI0) ymakoBky JIIT
HAHOCHUTCSI CPEJCTBO HICHTU(DHUKAIMK B BHIE JUHEHHOTO
mrpuxoBoro koma Codel28, comepikaliero HHIMBHIYaIbHBIN
CepHITHBINA HOMED TpyMoBoil yrnakoBku — SSCC.

B pamkax BBoma JIII B 000pOT oCylIecTBISIETCA perucTpanus
cooTtBeTcTBYytOomUx onepauuit 8 UC MJJIIIL, mo pesynbraTam
KOTOPBIX Pa3pelaeTcs OCYIIECTBICHUE AATbHEUIINX TOPTOBBIX
oneparuit ¢ JIII (o6opor JIII) m nanpHelmiee oTpa)keHHE
nercTBUil yuacTHuKaMmu B3aumoaeiicteus B UC MJJIIL.

B caydae ocymecTBienus BBoga B 000poT cooctBeHHHUKOM JIIT
Ipyu  KOHTpakTHOM  mpousBoactBe  JIII  perucrpanus
cootBetcTBYytOmMUX omneparuii 8 UC MIJIIT ocymecTBiasieTcs
coriacHo pazzeiny 3.1.1 nacrosmux IlacmopToB mpoueccos.

[Ipu Hanmuuum yctpoicTBa (MM MOAKIIOYEHUS K YCTPOMCTBY)
perucTpaliii ~ 3MHUCCUM Yy  POCCUHCKOTO  MPOU3BOJIUTEIIS
JIEKapCTBEHHBIX cpeAcTB nepenada ceeaenud B MC ML
0 3aBEPILICHUU YIIAKOBKU JIII BO BTOPUYHYIO
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(MOTpeOUTENBCKYI0)  YHAKOBKY  MOXET  OCYIIECTBIISITHCS
C UCTIOJIb30BAHNEM YCTPOMCTBA PETUCTPAITNH SMHICCHH.

Onepanpuyu perucTpauuy CBEICHMM O 3aBEpLICHHWH JTala
OKOHYaTeJIbHOM yIrakoBKU JIII u Bellycka roTOBOM NPOAYKLHU
COIVIACHO TEKyLIeMy pas3fely JAOCTYHNHbl 1 CcyObekTa
oOpalieHusi, HMMEIOLIEro JIMLEH3UI0 Ha  IPOU3BOACTBO
JIEKapCTBEHHBIX CPEICTB.

IIo wroram perucTpanuu CBEICHUNW O 3aBEpILICHUM JdTana
okoHvatenpHOM ymakoBku JIII B MC MIJII ana SGTIN
OPUCBAaMBAETCA THUM SMUCCHUU: «OMHUTHPOBAH BIAJEIBLEM» B
cily4ae COOCTBEHHOTO MPOU3BOJICTBA U 3HAUYEHUE « DMUTUPOBAH
B paMKax KOHTPAKTHOTO MPOU3BOJCTBA» IMPU KOHTPAKTHOM

ITPOM3BOJICTBE
YyacTHUKN — POCCHUCKHUU MPOU3BOAUTEND JEKAPCTBEHHBIX CPEACTB
B3aUMOJICHCTBUSI
OnucaHue BBIIOJHIEMBIX JICHUCTBUHN
1. T'enepupoBaHue VHIUBUIYaJIbHBIX CEpUIHBIX HOMEPOB BTOPUYHOU

(motpeduTenpckoit) ymakosku JII1

2. 3amnpoc koa0B MapkupoBku y onepatopa MC MJIIT (mpu Hamuuuu ycTpoicTBa
WIN YJIAJICHHOTO MOJKIFOYEHUS K YCTPONUCTBY PErUCTPallii SMHUCCHUN)
3. Ilpenocrapienne cyObekTy oOpalieHus KOJOB MapKUpoBku omepatopom HNC
M/JIIT
4. Peructpanus cBeaeHuii 06 amuccuu ko1oB MmapkupoBku B UC MJIJIIT
IIepeuens [Tpu perucrpanuu B8 UC MIUJIIT cBenenuii 00 3MUCCUU KOJIOB
nepeaBaeMbIxX MapKUpPOBKM  OCYHICCTBISIETCS  (PUKcamus  CIEAYIOIIUX
CBEJICHUU U CBEJICHUN:
BIIaJIETIEI
— J1aTa YMUCCHH;
UH(OPMAITMOHHOTO
pecypca — PETUCTPALIMOHHBIA HOMEP POCCUHCKOTO MPOU3BOIMUTENS
nekapcTBeHHbIX cpeacts B UC MJIIT,
— wuaeHTuguUKaTop craHmuu ynpasieHus 3akazamu (CVY3),
npeaocrasieHHoi oneparopom NC MUJIIT;
— wuaeHTudUKaTop 3aKaza Ko10B MapkupoBku B CVY3;
— GTIN;
— mnepeuenb SGTIN
5. VYnakoBka/dacoBka JIII Bo BTOpUYHYI (ITOTPEOMTEIBCKYIO) M TPETUUYHYIO

(TpaHCMIOPTHYI0) YIAKOBKY
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6. — 7. Peructpauus 8 UC MUJIII cBegeHuit o 3aBeplieHUH 3Tana OKOHYATEIbHOM

YIIAKOBKU
[Iepeuenn IIpu peructpamuu B HNC MJUII onepaumii 3aBepuieHUs
[epe1aBaeMbIX OKOHYATEJIIbHOM MAapKUPOBKU IPOU3BOJUTENIEM JIEKAPCTBEHHBIX
CBEJICHUU U CPEACTB OCYIIECTBISACTCSA Iepenada CIEeAYIOIUX CBEACHUN
BJIaJIeJIeL] (1Mo KaXKJ0i eMHULIE TOBapA):

MH(OPMAIIMOHHOTO :
— JlaTa COBEpLICHUS Ollepallly,
pecypca

I/II[CHTI/I(l)I/IKaTOp MECTa OCYHICCTBJIICHUA OCATCIIBHOCTHU
pOCCHﬁCKOFO IPOU3BOAUTECIIA JICKAPCTBCHHBIX CPCICTB,

TUT POU3BOJICTBEHHOI'O 3aKaza (cobcTBeHHoOE,
KOHTPAKTHOE);

peructparmoHHbiii Homep cooctBennuka JIIT 8 UC MJIJITT
(B ciydae KOHTPAKTHOT'O MTPOU3BOJICTBA);

HOMEp NPOU3BOACTBEHHOW CEpUH;
JlaTa UCTEYEHHUs CPOKA TOJHOCTH;
GTIN;

SGTIN;

JAHHBIE HKCIIOJIB3YEMOr0 JUIsl PErucTpaldu  CBEACHHI
yCTpoicTBa (IpU mepejadye CBEACHHU C MCIOJIb30BAHUEM
YCTPOMCTBA PETUCTPAIIUU IMUCCHUH)

8. OTO0p KOHTPOJIPHBIX, APXUBHBIX OOpa3llOB M OOpa3loB IS MOATBEPIKICHUS
cootBeTcTBUA JIII

9. —10. Peructpanus 8 UC MJIIT cBenennit 06 or6ope oopasmos JIIT

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICIICI
UH(OPMAITMOHHOTO

pecypca

[Tpu peructparuu 8 MC MJUJIII omeparuii or6opa oOpasiioB
IIPOU3BOJAUTEIIEM JIEKAPCTBEHHBIX CPEACTB  OCYIIECTBIISIETCA
repeiada CIeAyInX CBEACHUN:

JlaTa COBEPIIIEHUSI OTIEpalliH;

UICHTU(DUKATOP MecTa OCYIICCTBICHHUS JACATEILHOCTH
POCCHICKOTO TPOM3BOJUTEINSI JIEKAPCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONIETO PETUCTPAIINIO CBEICHUN O 3aBEPIICHUU
BBIITYCKAIOIIEro KOHTPOJIS KauecTBa;

BUJI 0TOOpa 00pa3IioB;
SGTIN




32

11.TlonTBepaeHNE  COOTBETCTBHUS  TOTOBOM  MPOAYKIMH  YCTAaHOBJIEHHBIM
TpeOoBanusaM U BBoA JIII B 000pOT yHMOJHOMOUYEHHBIM JIMLOM MPOU3BOIUTEIS
JIEKAPCTBEHHBIX CPEICTB

12. — 13. Peructpanus 8 UC MJIJIIT cBeneHuii 0 BBITyCKE TOTOBOM MPOTYyKIIMU

IIepeuens IIpu peructpauun B UC MJJII onepanuii Belllycka rOTOBOM
[IepelaBaeMbIX IPOAYKUHMU  NPOU3BOAUTEIEM  JIEKAPCTBEHHBIX  CPEICTB
CBEJICHUN U OCYILECTBIIICTCS IIepeaya CIeAYIOMUX CBEACHUMN:
NEN (S :

— JlaTa COBEpILICHUS OIlepalluu;
MH(OPMAIIMOHHOTO
pecypca —  WACHTUQUKATOpP MeECTa OCYUIECTBICHUS JIESITEIbHOCTH

pOCCPIﬁCKOFO MpoOn3BOAUTCIIAA JICKAPCTBCHHLIX CPCACTB,
OCYHICCTBIIAOIICTO PETUCTPALTUIO CBEIACHUU O 3aBCPIICHUN
BBIITYCKAOIICTO KOHTPOJIA Ka4CCTBA,

— BUIO JOKYMCHTA IMOATBCPIKACHHA COOTBCTCTBUA,
— JlaTa JOKYMCHTA IMOATBEPKIACHHUS COOTBETCTBHA,

— HOMEpP JOKYMCHTA NOATBCPKIACHUA COOTBCTCTBUA,

—  SGTIN w/mmmm SSCC

14 Beirpy3ka  cBenenuit B Ilomcuctemy — «BBIOOpOYHBIM ~ KOHTPOJIBY
aBTOMaTU3UPOBAaHHOM MH(POPMAIIMOHHOM cucTeMbl Poc3apaBHan3opa 0 BEITYCKE
roToBoi npoaykiuu u Beojae JIIT B 06opoT

ITepeuenn B Tloncucremy «BbIOOpOUHBIE KOHTPOJIBY [IJII PETHCTPAIIUN
nepeaBaeMbIX BBoga JIII B obopoT obecmeunBaeTcsi mepeava CISAYIOIIUX
CBEICHUI U CBEICHUIL:
BJIAJENel]

— TOpProBOE HAUMEHOBAHUE;
HH(POPMAITMOHHOTO
pecypca —  MEXIyHapOJHOE HEIMATEHTOBAHHOE HAMMEHOBAHNUE;

— ONHUCaHUE YIAaKOBKH;

— TPOU3BOJUTENH (COOCTBEHHUK);

— HOMEP PETUCTPAalMOHHOrO yaocrtoBepenus JIII;
— nata peructpanuu JIIT;

— npusHak Hamuus B nepeune KHBIIIT;

— HOMEP NPOU3BOJICTBEHHOM CEpUH;

— HOMep Aekjapanuu/cepTudukara;

— JlaTa perucTpaluu JeKiapanuu/cepTudukara;

— TPOU3BOJICTBEHHAs IUIONIaAKa (MECTO XpaHEHUS);
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GTIN;

koiudecTBo JII1, BBe1€HHBIX B 000POT
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3.1.1. Beoa B o0opot JIII, npousBeaeHHbIX Ha Tepputopun Poccuiickoii @enepanunu
KOHTPAKTHBIM NPOU3BOAMTENeM, coOcTBeHHuKoM JIII

3.3.1. Bog B 060porT J1I1, nponsBeneHHbix Ha Tepputopumn Poccuickon degepauum KOHTPaKTHbIM
npounssoauTenemM, CO6CTBEHHUKOM

nepepgavya N

< OcyulecteneHa
COBCTBEHHUKY

)

Mpu HeobxoaumocTH

5. MNpuemka J1M Ha

618-move_to_release_notification.xsd

cknap cobeTBeHHMKA SGTIN/SSCC
v
7. MoarteepxaeHue
6. MNposepka S )
cBeaeHNi 06 OTrpYake (akuenToBaHue) 701-accept.xsd
Al cBefieHnit 06 oTrpy3ke SGTIN/SSCC
11N cobcTBeHHMKY
J1MN cobcTBeHHMKY

607-accept_notification.xsd

1IN

FOTOBOW NPOAYKUMN
YNONHOMOYEHHbIM NULOM

SGTIN/SSCC
h 4
11. ﬂtapegaqa 312-register_control_samples.xsd
10. Ot60p obpa3uos | » cseaeHuit o6 otbope SGTIN
obpasuos
13. MoaTeepxaexue 14. nepep,a\la
5 313-register_product_emission.xsd
COOTBETCTBMUA U BbINYCK » cBeaeHui o BblnyCKe g/ P b

5 SGTIN/SSCC
roToBOW NPoAyKUuun

OcyLecTBneH BBOA B
oboport 1N

Poccuiickui
CybbekT obpalyeHust - COBCTBEHHMK nc Mann
npoussoauTersb
[ 31 HeobxoanmocTs
= Beoga JIMN e oGopor
N /
v
1. Otrpyaka 1N
COBCTBEHHUKY
A 4
2. MNepepava 314-move_to_release.xsd 3. Pervctpauus
cBeaeHun 06 oTrpyske SGTIN/SSCC cBegeHun o6 oTrpyske
JIMN cobeTBeHHuKY JMN cobeTBeHHMKY
v

4. YsepgomneHve 06
otrpyake 1M <
COBCTBEHHMKY

Peecp fokymenTos/PeecTp
TOBapoB
A

8. Peructpauus
NOATBEPXKAEHUS
(akuentosaHus)
ceeferuii 06 oTrpyake
1N cober

9. Ysegomnexue o
NOATBEPKAEHUM
(akuenToBaHuUK) <

ceefieHuii 06 oTrpyake
1N cober

»| cBepenun 06 otbope

12. Pervctpauus

obpasuoB

»| cBefeHu O Bbinycke

15. Pervctpauuws

rOTOBOW NPOAYKLMM

s 2
16. Mepepava
CBEAEHu O Bbinycke
FOTOBOW NPOAYKUUMA W
seoge J1MN B o6opot

Mopcuctema «BeiGOpoLHbI
KOHTPONb»

PocanpasHansop

Pucynox 7




35

AHHOTAUSA

B cnyuae, ecim BBOog B ob6opor JIII ocymiecTBisiercs
COOCTBEHHUKOM JIII, OTJINYHBIM oT IIPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEICTB, OCYILIECTBIISAIOLIErO
POU3BOJCTBEHHYIO cTaauio ynakoBku (dacoku) JIII Bo
BTOpUYHYIO ymakoBKy, TOo B HWNC MJJII nHeobxoaumo
3apeructpupoBath omnepanuto nepegauu JIIT cobcrennuxy JIIT

Peructpanus panpHeimux omnepanuii mo BBoxay JIII B obopoT
ocyiecTBisieTcs: coocTBeHHuKoM JIIT.

OﬂepaL[I/II/I perucrpanuunu CBEACHUHU O BBIITYCKC rOTOBOM
ONpoOAYKIMU COIJIACHO TCKYHICMY pasaciay AdOCTYIHBI JJIA
Cy6'beKTa O6paI_HCHI/I$I, HMCHOIICTO JIMICH3WIO HA IIPOU3BOACTBO
JICKAPCTBCHHLBIX CPCIACTB

YyacTHUKHN
B3aUMOJICHCTBUSI

- pOCCHﬁCKHﬁ IMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCIACTB

— cooctBennuk JIIT

Omnmcanue BBINOJTHIECMBIX ﬂeﬁCTBHﬁ

1. Orrpy3ska JIII co6ctBennuky JIII

2. — 3. Peructparmus 8 UC MJJIIT cBenenmii 06 otrpyske JIII mgis Beimycka
TOTOBOW MIPOAYKIIHH

[Tepeuenn
nepeaaBaeMbIxX
CBEICHUI U
BIIaJIETIEI
HH(POPMAITMOHHOTO

pecypca

IIpu peructpammmun 8 UC MJIJIIT cBeaenuit 06 otrpyske JIII
COOCTBEHHHUKY I BBITYCKA TOTOBOM MPOJYKIIUH POCCUUCKHUI
IPOU3BOIUTENH JICKAPCTBEHHBIX CPEICTB COOOIIAET CIACAYIONINE
CBEJICHHUSL:

— J1aTa COBEPIICHUS OIepaIiu;

—  WACHTU(PUKATOp MeCcTa OCYIISCTBICHUS JeATEIHHOCTH
POCCHICKOTO TPOU3BOJAUTEINSI JIEKAPCTBEHHBIX CPEJICTB,
C KOTOPOT'O OCYILECTBIISIETCS OTIPY3Ka;

—  WACHTU(PUKATOP MeCTa OCYIICCTBICHHUS JESITEIbHOCTH
cobctBennuka JII1, Ha KOTOpOE OCYIIECTBISAETCS TPUEMKA;

— J1aTa NOATBEPKAAIOIIEr0 MEPBUYHOTO JIOKYMEHTA;

—  HOMEp IMOATBEPKIAOIICTO MEPBUYHOTO JOKYMEHTA;
—  SGTIN w/mmmm SSCC

4. VYBenomieHnue coOcTBeHHMKa 00 otrpy3ke JIII 1ns  Belllycka TOTOBOM

NPOAYKIINHU
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Ilepeuens VYBenomiienne coOctBeHHHKa 00 otrpy3ke JIII nnst Bwimycka
Iepe1aBaeMbIX roTOBOM mpoAyKuuu (HOpMHUPYETCS Ha OCHOBAHUU paHEe
CBEJCHUM U 3apEruCTPUPOBAHHOU POCCUNCKAM MPOU3BOIUTEIIEM
BJIaJIeJIeL] JIEKAPCTBEHHBIX CPEICTB OIlEpalMd U COACPKUT CIIEAYIOLUe

MH(OPMAIMOHHOTO | CBEJEHUS:
pecypca .
— JlaTa COBEpILEHUs Olepanuy;

—  WJACHTU(PUKATOpP MeCTa OCYUIECTBICHUS JEATEIbHOCTU
POCCHICKOTrO TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB,
C KOTOPOT'O OCYILIECTBIISETCS OTIPYy3Ka;

— wuJeHTU(]UKATOp MecTa OCYIIECTBICHUS JeATEeIbHOCTH
cobctBenHuka JII1, Ha KOTOpPOE OCYIIECTBISETCS IPUEMKA;

— JaTa NOATBCPKAAOMICTO IICPBUIHOTO JOKYMCHTA,
— HOMCP MNOATBCPKIAOIICTO IICPBUYHOTO JOKYMCHTA,

—  SGTIN w/umu SSCC

5. Tlpuemka JITI coGcTBEeHHUKOM

6. OcymecTBiienne mnpoBepku coOcTBeHHHKOM JIII paHee 3aperncTpupOBaHHBIX
POCCHUICKHAM TMPOU3BOJIUTENEM JIEKAPCTBEHHBIX CPEJCTB CBEIACHHUA 00 OTTpy3Ke
JIIT co6CTBEHHUKY

7. — 8. TloarBepxnenune (akuentoBaHue) cobctBeHHUKOM JIIT cBenenwmit
00 otrpy3ske JIIT 1151 BBITTyCKa TOTOBOM ITPOTYKITUU

[lepeuyenn JIns ocylIecTBIEHUS MNOJITBEPKICHUS (aKLENTOBAaHUSA) paHEe
nepeaaBaeMbIxX 3apEerucTpUPOBAHHBIX POCCUNCKUM MIPOU3BOIUTETIEM
CBEJCHUU JEKapCTBEHHBIX  CpPeACTB  cBeneHWd 00  orrpyske  JIIT

JUISl BBITYCKA ~ TOTOBOM  mponaykuuu — coOctBeHHuk  JIIT
ob6ecneunBaet nepenady B IC MJUJIII crienyrommx cBeaCHUM:

—  WACHTHU(PUKATOp MeCcTa OCYIICCTBICHUS JEATEIHHOCTU
cobctBennunka JII1, Ha KOTOpOE OCYIIECTBISETCS TPUEMKA;

—  WACHTU(PUKATOp MeCcTa OCYIISCTBICHUS JeATEIHHOCTH
POCCHICKOTO MPOU3BOJUTEINSI JIEKAPCTBEHHBIX CPEJICTB,
C KOTOPOT'O OCYILECTBIISIETCS OTIPY3Ka,;

— JlaTa COBEPIICHHS OIepallvu;

—  SGTIN w/mmmm SSCC

9. YBemomiieHHE  POCCHIMCKOTO  MPOW3BOIUTENS  JICKAPCTBEHHBIX  CPENICTB
0 MOJTBEpKAeHUU (akuentoBanuu) coocrBeHunukom JIII cBenennit 00 oTrpyske
JITT
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Ilepeuens
Mepe1aBaeMbIX
CBEICHUI

YBEIOMIIEHHE POCCUUCKOTO IIPOU3BOJMUTEINS JIEKAPCTBEHHBIX
CPEACTB O MOATBEPKACHUU (AKIENTOBAHUU) COOCTBEHHUKOM
JIIT cBenennii 00 otrpyske JIII ¢popmupyercs Ha OCHOBaHUHU
paHee 3aperucTpUPOBAHHON ONEPALMU U COIEPKUT CIEAYIOLINE
CBEJICHHUSL:

— uJeHTU(]UKATOp MecTa OCYIIECTBICHUS JACSATEIbHOCTH
cobctBenHuka JII1, Ha KOTOpOe OCYIIECTBIAETCS IPUEMKA;

—  WACHTU(PUKATOpP MeCTa OCYLIECTBICHUS JEATEIbHOCTU
POCCUICKOTO MPOU3BOAUTENSA JIEKAPCTBEHHBIX CPEJICTB,
C KOTOpPOr'0 OCYLIECTBIISIETCS OTIPY3Ka,;

— JaTa COBCPHICHUS OIICpAIINH,

—  SGTIN wu/umu SSCC

10.0100p KOHTPOJILHBIX, APXUBHBIX OOpA3IOB W 00PA3LOB ISl MOATBEPIKICHUS
cootetcTBus JIII (mpu HEOOXOIUMOCTH)

11.— 12. Perucrpamus 8 UC MIJIII cBepenuit 06 or6ope obpasuos JIII (mpu
OCYIIIECTBJICHUHU 0TOOPA)

[lepeuenn
nepeaaBaeMbIxX
CBEICHUN U
BJIAJENeI]
HH(POPMAITMOHHOTO

pecypca

IIpu peructpaniun B UC MJJIIT omepanmii ot6opa 006pa3ion
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEJICTB OCYILECTBIISIETCS
nepeaaya ClIeIyINX CBEACHUN:

— J1aTa COBEPIICHUS OIepaIiu;

—  WACHTU(PUKATOpP MeCTa OCYIIECTBICHUS JEATEIHHOCTU
cooctBennuka JIII, OCYIIECTBISIIOMIETO PETHCTPALIMIO
CBEJICHHII O 3aBEpIICHUU BBIMTYCKAIOLIETr0 KOHTPOJIs
KauecTBa;

— BHJ 0TOOpa 00pa3IoB;
— SGTIN

13.TToaTBepxkaeHue

COOTBCTCTBUA rOTOBOM IMPpOAYKIIMH YCTAaHOBJICHHBIM

tpeboBanusam u BBo JII1 B 000pOoT ynmosHOMOUEHHBIM JIUIIOM coOcTBeHHUKA JITT

14. — 15. Peructparusa 8 UC MIJIII cBenenuii 0 BBITyCKE TOTOBOM MPOAYKITHH

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIAJIETIEI]
MH(POPMAIITMOHHOTO

pecypca

IIpu peructpanuu B MC MJUIII onepanuii Bblllycka FOTOBOM
npoaykuun codctBeHHukoMm JIIT ocymiecTBisiercs mnepenaya
CIEIYIOIINUX CBEICHUM:

— JlaTa COBEpPIIICHHS OTepallnH;

— UJSHTU(UKATOP MecTa OCYIIECTBICHUS JAESTEIbHOCTH
cooctBeHHuka JIII, oOCyIIECTBISIIONIETO PETHCTPAIUIO




38

CBEJICHHI O 3aBEpIICHUU BBIMYCKAIOMIETO0 KOHTPOJIS
Ka4yeCTBa,

BUJ JOKYMCHTA MOATBCPIKACHUA COOTBECTCTBUSA,
AaTta JOKYMCHTA NOATBCPKACHUA COOTBCTCTBUA,

HOMCD JOKYMCHTA MOATBCPIKACHUA COOTBECTCTBUSA,

SGTIN w/umu SSCC

16.Boirpy3ka

CBEJCHUN B [Toncucremy  «BwiOopouHbIit KOHTPOJIbY»

aBTOMAaTU3UPOBAHHON MHGPOPMAIMOHHOMN cucTeMbl Poc3ipaBHa130pa O BBIMYCKE
rotoBoi npoaykimu u BBoje JIIT B 060poT

IIepeuens
nepe1aBaeMbIX
CBECHUI U
BJIaJIENIE1]
UH(GOPMAIIMOHHOTO

pecypca

B Tloacucremy «BbIOOpOUHBI KOHTPOJIBY MJI PErHCTpalluu
BBoza JIII B 00opoT obecmeumBaeTcs mepenaya ClaeayOLINX
CBEJICHUM:

TOProBO€ HAUMEHOBAHUE;
MEXTyHapOIHOE HEeTIATCHTOBAaHHOE HAMMEHOBAHUE;
OTIMCaHUE YIIaKOBKH,

IPOU3BOUTENH (COOCTBEHHHUK);

HOMEp perucrpanuoHHoro yaocrosepenus JIII;
nara peructpauuu JIII;

npu3Hak Hanuuus B nepeune XXHBIIII,

HOMEp MPOU3BOICTBEHHOU Cepuu;

HOMED JIeKIapaiuu/ceprudukara;

JaTa perucTpamuy AeKaapanuu/cepTudukara;
MPOU3BOJCTBEHHAS IJIOIIA/IKA (MECTO XpaHEHUS);
GTIN;

koiudecTBo JII1, BBeIeHHBIX B 000pOT
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3.2. ITpoussoacteo JIII 3a npeaenamu teppuropuu Poccuiickoii ®enepauun

3.2. NMpowussogcteo J1 3a npegenamu Tepputopun Poccuinckon degepaumm

Oepxatenb PY/npegctaButenscTBo CepBep amuccum nc Mann

Mpw sbiBope nopsaka
CamMOCTORTENbHOro
npoussoactsea JM 3a hopMupoBaHMs

npegenamu PO MHAUBUAYANLHOTO
CepuiHOro Homepa

HeobxoaumocTts

)4

1. MeHepupoBaHu
e » 2 Sanpocwonos S —
MBI MapKVUpOBKU
CEpPUIHBIX HOMEPOB \i’—/
v
3. MNpepocTaBnexue KOAoB
MapKupoBKU
5. YnakoBka/chacoBka BO 103005006, amaoH e 4. Peructpauus ceeaeHuin
BTOPUYHYIO (TPETUYHYIO) < SGTIN > 06 amuccum koo
ynakoBKy MapKVpOBKU
na 6. Mepenaya ceeeHunii o —_——
Ucnonbayetcs P3? »|  3aBeplieHuu sTana Reectp “"T':"’Pe‘mp

OKOHYaTENbHOW YNaKoBKN

10319-skzkm forsign emissionxsd | 1 €TMCTPALINA CBEACHNI
SGTIN » 0 3aBeplieHuV aTana
OKOHYaTENbHOM YNakoBKi

8. Boinyck npoaykunmn
YMOMHOMOYEHHbIM NTULOM

b 4
9. MNepepnaya ceegeHuin o S35 ” 10. Pernctpauus
BBINYCKE rOTOBOW s - > CBe/ieHwil O BbINycke
npoayKuMM rOTOBOV NPOAYKLMN

OcyuiecTtBneHo
npoussoacTeo SN 3a
npeaenamu PO

Pucynox 8
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AHHOTaAUg

['enepupoBaHue  WHOWBHUIYAIbHBIX  CEPUUHBIX  HOMEPOB
JUTSL KOIUPOBAHUSI BTOPUYHOM (OTpeduTenbekoil) ynakoBku JIIT
MOXET obOecrneunBaTbes aepxareneM PY wnm ocymiecTBisThCs
oneparopom MC MJUIII no 3anpocy. B pe3ynbraTe yHUKanbHas
koMOuHarst GTIN u WHAMBUIYaJIBHOTO CEPUMHOrO HOMEpaA
BTOpUYHON (moTpeOurenbckoii) ymnakoBku JIII Ha3biBaeTcs
SGTIN u ompenensieT YHUKIbHBIA HACHTU(GUKAIIMOHHBINA KO
BTOPUYHOU (mMOTpeOUTETHCKOM) YIIaKOBKHU JITT
1151 mpocnexkuBaemoctd B MC MJUJIILL

Ha kaxnyro BTOopuuHyo (mOTpeOUTENbCKy0) ymnakoBky JIII
HAHOCUTCS  JBYMEpHBIM  mTpuxoBoi  kox  DataMatrix,
COJZIEpKAIUN CIEAYIOIIMNA COCTAB IOJICH:

— SGTIN (o6s13aTenbHO);

—  KOJ IIPOBEPKU (mpenocTaBisieMblii OIIepaTopoM
NCMUUIIT npu HaIMYMM yCTPOMCTBA pErucTpauuu
SMUCCUU WM MOJKIIOYEHUS K TAKOMY YCTPOMNCTRBY).

[Tonyuenue nepxkatenem PY (unm npencraBUTEIHCTBOM
nepxarens PY), gBistomierocss MHOCTPAHHOW OpraHu3alue,
OT OlepaTopa CHUCTEMbl MOHUTOPUHIA KOJOB IIPOBEPKHU
OCYILECTBISIETCS C UCIIOJIb30BAHUEM YCTPOUCTB PErUCTpaLuU
SMUCCHUH. YcTpoicTBO perucrpauuu AMUCCUU
MPEIOCTABIISIETCS IyTEM €ro mepenadu aepskarento PY (unm
MPEACTaBUTEIbCTBY TepKaTEIs PY, SIBIISIIOIIETOCS
WHOCTPAHHOM OpraHu3allkei), JIMOO MyTeM MNpPEea0CTaBJICHUS
K HEMYy YIaJIEeHHOTO JOCTyIna HWH(POPMAIUOHHOW CHCTEME
nepxkarenss PY (unu mpencraBuTeNbCTBa nepxkarens PY,
SABJISIIOIIETOCST  WMHOCTpPAaHHOW  opraHuzamnueit). PemieHue
0 BBIOOpE criocoba OCHAIIICHUS MIPUHUMACTCSI
nepxkaresieM PY camocTosaTenbHO.

[Ipyr HanMuMKU yCTPOMCTBA PErMCTPALIMM 3MUCCHUM WA AOCTyNa
K TaKOMY YCTPOWCTBY JepKaTesieM Py (nnu
IIPEICTAaBUTEIHCTBOM JiepKarens PV, SIBIIAIOLLIETOCS
WHOCTPAHHON  OpraHu3anuend)  MOXET  OCYIIECTBISATHCS
peructpanusi ceeaenniit B MC MJJIII o 3aBepiieHuun sTama
okoHuarenbHOM ymakoBku JIII 3a mpenmemamu Tteppuropun
Poccuiickonn ®epepaunu € UCIOJAB30BAHUEM  YCTPOMCTB
perucrpanuyu  3MHUCCMUA. B 1aHHOM ciydae perucrpanus
CBEJICHMA O BBIIYCKE TOTOBOM MNPOAYKUMH 3a MNpeAciaaMu
tepputopuu Poccuiickoit @enepanuu He TpeOyeTCs.

[Ipy OTCYTCTBMM yCTPOMCTBA PETHCTPAUUH HOMUCCUU WU
JOCTYNa K TaKOMy YCTpPOWMCTBY Jepxareinem PY  (wium
IIPEICTABUTEICTBOM JiepKaress PY, ABJIAIOLIETOCS
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MHOCTPAHHON OpraHu3alMeil) OCYIIECTBIAETCS PETrUCTPALMS
CBEICHUUA O BBIIYCKE TIOTOBOM IPOAYKLUMH 3a MpeAciaMu
teppuropuu Poccuiickon denepanuu.

I[lo wuroramMm  perucTpany  BbIIICYKA3aHHBIX  CBEICHUU
BUC MJIIT nns  SGTIN mnpucBauBaeTcss TN 3IMUCCUU
«OMHUTHPOBAH UHOCTPAHHBIM IIPOU3BOJUTEIIEM)

Y4yacTHUKHU — nepxatenb PY (unm mpencTaBUTENbCTBO HMHOCTPAHHOU
B3aUMOJEHUCTBUA OpraHM3alMy, ABJIOLIeHcs nepxareneM PY)

Omnmcanue BBINOJTHACMBIX HeﬁCTBHﬁ

1. T'eHepupoBaHWe  WHIWBUIYAIBHBIX  CEPUHUHBIX  HOMEPOB  BTOPHUYHOU
(motpebuTensckoit) ynakoBku JITT

2. 3ampoc koa0B MapkupoBku y onepatopa MC MJIIT (mpu Hanmuuuu ycTponcTBa
WM YJIaJICHHOTO MOJIKJIFOYEHHUS K YCTPONUCTBY PEerucTpaluu SMUCCUN)

3. Ilpenocrapienne cyObekTy oOpallieHus KOJOB MapKupoBku omepatopom NC
MJJITT

4. Peructpanus cBegeHuit 06 amuccuu konoB mapkupoBku B UC MIJITT

[Tepeuenn ITpu peructpauun B UC MIJIIT cBeaenunii 06 SMHCCUU KOIOB
nepeaaBaeMbIX MapKHpOBKM  OCYILECTBIISIETCS bukcamus CIEAYIOIINX
CBEICHUI U CBEICHUIL:
BJIaJIeJIe1] :

— J1aTa YMUCCHH;
HH(POPMAITMOHHOTO
pecypca — pErucTpalMoHHbIA HoMmep Jepxarens PY (uim  ero

npeacrtaBurenbersa) B UC MJILT;

— wuaeHTHQUKATOp cTaHmuu ynpasienus 3akazamu (CY3),
npeaocrasieHHo# oneparopom NC MJIIT;

— wuaeHTu(UKaTOp 3aKaza Ko10B MapkupoBku B CVY3;
—  GTIN;
— nepeueHb SGTIN

5. VYmakoska/dacoBka JIII Bo BTOpHuHyI (MOTPEOUTETHCKYIO) M TPETHUHYIO
(TpaHCIIOPTHYI0) YHAKOBKY

6. — 7. Peructparusa 8 UC MJIJIIT cBeneHuii 0 3aBepIICHHH dTalla OKOHYATCIIHHOM
ynakoBku JIII 3a mpememamu  tepputopun  Poccuiickoit =~ ®@enepaunu
(Mpu HAIMYKUU YCTPOMCTBA WM YJAJEHHOrO TMOJKIIOYEHUS K YCTPOMCTBY
pErucTpaiuu YMUCCHHN )
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Ilepeuens
nepe1aBaeMbIX
CBEJICHUU U

ENEN NS
MH(OPMAIIMOHHOTO

pecypca

IIpu pernctpaunu B UC MJIII onepauuii 3aBepiieHus 3Tamna
OKOHYaresnbHOM ymakoBku JIII 3a mpenemamu TeppuUTOpUH
Poccuiickoit ~ ®enepanun  gepxkarenem  PY  (wim  ero
IPEICTABUTEIBLCTBOM) OCYLIECTBIISIETCS Iepefada CIEAYIOIUX
CBEICHUW C  MCIIOJIB30BAaHUEM  YCTPOMCTBA  PETUCTPALUU
OMUCCHH:

— JaTa COBCPHICHHA OIICpAllnU,

— PErUCTpallMOHHBIM HOMeEp nepxkarens PY (wim ero
npencrasurensersa) B UC MIUJIIT

—  WAEHTUPHUKATOP MHOCTPAHHOTO KOHTpareHTa -
MHOCTPAHHOTO MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPECTB,
OCYUIECTBIISIIOIIETO  YNAKOBKY/(paCOBKY BO BTOPHUYHYIO
(TpPETUYHYI0) YIAKOBKY;

— wuneHtudukarop MHOCTPAHHOTO KOHTpareHTa -
WHOCTPAHHOTO MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONIETO BBIMTYCKAIOUIUA KOHTPOJIb KAaUeCTBA;

—  GTIN;

— HOMEp IPOU3BOACTBEHHOU CEPUH;
— JlaTa UCTEYEHUs CPOKA FOJHOCTH,;
— SGTIN;

— CBEIEHUS HCIIOJIb3YEMOTO JUISI PETUCTPAIlMU CBEICHUIMA
ycTpoiicTBa (YHUKAIbHBIA HACHTH(DHKATOP permcrparopa
OMHUCCHH,  YHHUKQIBHBIA  UIACHTH(DHKATOP  CHCTEMBI
chopMupoBaBIIeid CcOOOIICHUE, HACHTU(DHUKATOP OTYEeTa
00 U3MCHEHUH CTATYCOB KOJIOB MapPKHPOBKH)

8. IloaTBepkaeHne  COOTBETCTBHUSI ~ TOTOBOM  NPOAYKIUU  YCTAaHOBJICHHBIM
tpeboBanusamM u BBo JII1 B 060pOT yOTHOMOUYEHHBIM JIMIIOM MTPOU3BOAUTENS

9. — 10. Peructpammss B8 UC MJIJIIT cBeneHmii 0 BBITYCKE TOTOBOM IPOIYKITMH
3a npenaenamu teppuropun Poccuiickoint denepanun

IIepeuens
nepeIaBacMbIX
CBEJICHUU U
BIIAJICJICI
WH(OPMAITMOHHOTO

pecypca

IIpu peructpanuu B MC MJUIII onepauuii Bblllycka rOTOBOM
NPOAYKIHH 3a npenenamu teppuropun Poccuiickonn denepannn
JepaxKaTesem Py (v ero MPEACTABUTEIbCTBOM)
OCYIIECTBIIAETCS MEPeaaya CICAYOMMNX CBEICHUN:

— JlaTa COBEPIICHMS OIEpallni;

— pErucTpallMiOHHBIM HOMep nepxartens PY (uwim  ero
npeacraButenbceTsa) B UC MJJIII,

— uaeHtudukarop WHOCTPAHHOTO KOHTpareHTa —
WHOCTPAHHOTO MPOU3BOJUTEINS JICKAPCTBEHHBIX CPEICTB,
OCYIIECTBIISIIOLIETO0  YMAaKOBKY/(hacOBKY  BO BTOPUYHYIO
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(TpPETUYHYI0) YIAKOBKY;

UACHTU(PUKATOP MHOCTPAHHOTO KOHTpareHTa —
MHOCTPAHHOTO MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJACTB,
OCYULIECTBIISIIOUIETO BBITYCKAIOIINUKA KOHTPOJIb KA4eCTBA;

GTIN;
HOMEP MPOU3BOACTBEHHOM CEpUH;

JlaTa UCTEUEHUs1 CPOKa TOJHOCTH;
SGTIN
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3.3.1. Beo3 JIII na tepputopuio Poccuiickoii ®@eqepauun u3 cTpaH, He SABJISIOUIUXCS
ywieHaMu EAJC (mpssMoii mopsaok)

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

epxatens PY/ TaMoxeHHble
Aep Mmnoptep nc mann
npeacraBUTENbCTBO opraHb!
HeobxoanmocTts Heobxogumocts
otrpysku JIN 8 PO BBso3a JIN 8 PO
1. Otrpyaka NN 8 PO
€O cKNnaga roTosom
npoayKUMK
|
v
2. H?DSAENE " 331-foreign_shipment. xsd 3. Pel:uc'rpauvm
ceegenni o6 otrpyske ——————— SGTIN/SSCC Yl 06 oTrpy3ke
n s P® | nneP®
4
5.Beos /N8 PO n
pasmeuienme 8 3TK
v
6. Nposepka e 613-foreign_shioment_notlfication xsd 4. YepomneHue 06 E- N [
cBeaeHu 06 oTrpyake SGTIN/SSCC otrpyake /M 8 P® e T et
ToBapos.
L £
7. NMoareepxaeHne 701-accept xsd 8. Perncrpauua
cBeaeHNiA 06 OTrpy3ke SGTIN/SSCC | sl
ceepeHni 06 oTrpyske
9.Ysegomnexue o
OcywecTsnexa AN\ B07-accept_notfication.xsd noaT i
otrpyska JIN 8 P® SGTIN/SSCC cBefieHuii 06 OTrpyake
nneP®
y
3.33. »{ 10. Ot6op obpa3uos
v
11. Monyyexwe
[AOKYMEHTOB
NOATBEPXASHUA
COOTBETCTBUA
v :
13. Nepegaya 14. Peructpauus Y
12. 1 nn o | 334-custom_move.xsd cBeAeHUit o
mexay 3TK nepemewjexum JN SGTIN/sscC 7 nepemeteHum N
mexay 3TK mexay 3TK
Yy
15. Cmena
cobeTaeHnuka JIN 8
3TK
v v
16. TamoxeHHoe A+ 1 n?osepxa
—— o cTatyce
odopmnenme SN
an
19. Mepepaya ceegeHi 20. Peructpaums v
0 pesynbTarax 335-fs_data.xsd CBEAEHWA O pesynbTarax
*l ramoxentoro SGTIN/5SCC > 18. T
ochopmneHus othopMneHus ocopmnerue JN
22. Peakcnopt/ le Her
YHUMTOXEHUE
OcyuwecreneH sbisoa 21. Nepepava \ |
13 obopota Ha ceefeHuit 0 8oze NN
Tepputopun PO 8 PO MoackcTema «BoiBOPoHHSIH
KOHTPONb»
Pocanpanransop
CyWEeCTBNEH BBO3 U
8804 B obopor NN Ha |«
Tepputopun PO

Pucynox 9
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AHHOTaAUg

I[Ipu BBO3e B Poccuiickyro @Penepaunto JIII pasmemarorcs
B MECTaX BPEMEHHOTO XPAHEHHUS B 30HE  TaMOXKEHHOIO
KOHTPOJIA.

Peructpatma B HC MJIJHI cBenennii o BBo3e JIII
B Pocculickyro  @enepanuio  Ipearongaraer  BO3MOXHOCTH
OpPUMEHEHUs] MpSAMOTO WM OOpaTHOTO MOpsAKa Iepegadyu
CBEJICHUU.

[Ipu BeIOOpE TpsiMOro MOpsAAKAa Mepeladyd U MOATBEPKIACHUS
cBelleHM nepxkareneM PY (unmm ero mpeicTaBUTENIbCTBOM),
peructpupytorcst cBeaeHuss o6 orrpyske JIII B Poccuiickyto
@denepalidio, a UMIIOPTEPOM OCYIIECTBISECTCS MOATBEPKACHHUE
3apEerucTpUPOBAHHBIX JepKareaemM Py (unmm ero
IPEICTABUTEILCTBOM) CBEACHUH.

B cnyuae, ecniu uMnoprep He onpesiesneH Ha MOMEHT OTTPY3KH

JIIIT B Poccuiickyro denepanuro (mpu BBO3¢€
10 KOHCUTHAIIMOHHOMY JI0OTOBOpPY), Aepxkatenem PY (umu ero
pEeACTaBUTEIBCTBOM) BMECTO JeiicTBuii 1 — 9 Hacrosiero

paszena OCYIIECTBIISETCS PpErucTpalus CBEJACHHM COTJIaCHO
pazgeny 3.3.3. Hacroamux [laciopToB nporeccos.

ITpu HEOOXOIUMOCTHU MOKET OBIThH OCYIIIECTBJICHO
nepemenienue JIIT Mexay pa3iM4YHBIMHA 30HAMHU TaMO>KEHHOIO
KOHTPOJIsI, OCYILIECTBISIEMOE IMOCJIe MPUOBITHUS TOBapa B MECTO
JIOCTaBKH, OIIPEACIICHHOEC HMIIOPTEPOM B MEXIYHAPOIHBIX
TOBapO-TPAHCIIOPTHBIX JIOKYMEHTAX, W/WJIH MPU OpraHU3aIuN
BHYTPEHHETO TaMOXXCHHOTO TpaH3UTa W3 MECT BBO3a
Ha Tepputoputo Poccuiickoii @enepaunu. COOTBETCTBYIOIINE
CBEJICHHS JOJDKHBI OBITH Mepenansl ummoprepom B UC MJIJITI.

B otHomenun JIII, momMemeHHbIX MOI TAMOXEHHYIO POLEAYPY
TaMOXEHHOTO  CKJaJa, MOTYT  COBEpIIATbCA  CHEJKH,
IIpeayCMaTPUBAIOLIKE TIEpEaady MpaB BIaJCHUS, I0JIb30BaHUS U
(unn) pacniopsixenus 3tumu JII1.

ITpu nmepenaue nmpapa coocTBeHHOCTH Ha JIIT cooTBETCTBYIOMNUM
cyOBeKTOM  OoOpamieHus  OCYIIECTBISIETCS  PETUCTPAIIHS
onepatuiit B8 MC MJIJIII cornacHo pa3zaemy 3.5. HacTOSIIMX
[TactiopToB mponeccoB. Perucrpanus CBeAEHUN O JTAIBHEUIINX
onepanusx ¢ mnepemanueiMu JIIT B MC MJIJIII  poikHBI
OCYILIECTBIISITHCS. HOBBIM COOCTBEHHUKOM.

[Ipu momeniennu JIII moj TaMOKEHHBIE MPOLEAYPHI CYOBEKT
oOpaienusi, ocymectpistomuii BBo3 JIII Ha Tepputoputo
Poccuiickoit  ®enepaunu, peruCTpUpPyeT COOTBETCTBYIOIINE
ceenenust B UC MJIJIII.
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B  memax  mpoBepku — BO3MOXHOCTM  Bbirycka  JIII
st BHyTpeHHero notpebnenuss O®TC Poccun ocymiecTBiseT
HanpasieHue 3anpoca B UC MJIJIII Ha mosyyeHue CBEAECHUI
o ctatyce BBo3umMmbiX JIII cormacHo pasgemy 3.7. HacToOAMX
[TactiopToB nponeccoB

YyactHUKHN
B3aUMOIENCTBUA

— gaepxarenb PY wunu mpencraBuUTENbCTBO Aepxkarens PY,
SIBJIAFOLIEr0CSI NHOCTPAHHOM OpraHu3aluen;

—  HUMIIOPTED;
— @TC Poccun

Omnncanue BBINOJTHACMBIX HeﬁCTBHﬁ

1. Orrpy3ska JIII B Poccuiickyto @enepaiiuio co CKiajga roTOBOM MPOAYKIIUU

2. — 3. Peructrpanust 8 UC MJIJIII cBenennii 06 otrpyske JIII B Poccuiickyro

denepannro
IIepeuens [Tpu peructpauuu cenenuit 06 orrpyske JIII B Poccuiickyro
Iepe1aBaEMbIX ®deneparuto nepxareneM PY (unu ero mpeacTaBUTEIBLCTBOM)
CBEJICHHUI U COOOIIAIOTCS CIIENYIOLIUE CBEICHUS:
BlIafenen —  J1aTa COBEpILIEHHs ONEPALNH;
UH(GOPMAIIIOHHOTO .
pecypea — pErUCTpalMOHHBIN HoOMep nepxarteias PY (wm  ero

npeacraBurenscTsa) B MC MJIJIIT,

—  WACHTU(PUKATOP MHOCTPAHHOTO KOHTpareHTa — MpojaBlia
JIIT (ipy HANTM4MM);

— perucTtpanroHHbli Homep umnoprepa B UC MJUJIIT;

—  WACHTU(PUKATOpP MeCTa HaXOXKICHHUA TOoBapa B 30HE
TaMOXXEHHOTO  KOHTpOJIsI  (COTJIACHO  TaMOXEHHOMU
JieKIapalyy Ha TOBaphl);

—  THII JOTOBOPA;

— JaTa MepBUYHOTO JOKYMCHTA,
— HOMEp NEePBUYHOTO IOKYMCHTA,
— SGTIN w/umu SSCC

4. VYBenomnenue umnoprepa 06 orrpyske JIII B Poccuiickyto @enepannto

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH()OPMAIITMOHHOTO

pecypca

VYBenomnenne umnoprepa 00 otrpyske JIII B Poccuiickyto
denepanuto dbopmupyertcs Ha OCHOBAaHUU paHee
3apErucTpUPOBAHHOMN JepKaTeIeM Py (unu ero
NPEACTAaBUTEIbCTBOM) OINEpPAlUd U COJACPKUT CIEAYIOIIHE
CBEJICHHUS:

— JlaTa COBEpIICHHS OTepallnH;

— PpErHCTpalMOHHBIA HoMep aepxkarens PY (wmm  ero
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npeacraButenbeTsa) B UC MJUJIIT;

—  UJEHTU(PUKATOP MHOCTPAHHOTO KOHTpPAreHTa — MpojiaBiia
JIIT (ipu HATMYKHN);

—  perucTpauroHHbli HoMep umnoprepa B MC MJUIIL;

— uJIeHTU(UKATOp MecTa HaXOXKJICHUS TOBapa B 30HE
TaMO>XEHHOT'O ~ KOHTpOJII  (COIJIACHO  TaMOKEHHOH
JeKJIapallii Ha TOBaphl);

— THI JIOTOBOPA;
— JlaTa MEePBUYHOIO JOKYMCHTA,

— HOMeEp NMEPBUYHOTO JIOKYMEHTA,;
—  SGTIN w/umu SSCC

5. Beo3z JIII Ha Tepputoputo Poccuiickoit denepanuu U pa3MelieHHE B 30HE
TaMOKEHHOT'O KOHTPOJIS

6. OcyiiecTBiIeHHE TPOBEPKH  HUMIIOPTEPOM  paHEe  3apPETHCTPUPOBAHHBIX
nepxxarenem PY (wim ero mpencTaBUTEIBLCTBOM) CBeleHH 00 otrpyske JIIT
B Poccuiickyro ®Denepannro

7. — 8. [loaTBepkaeHUE (aKIENTOBAHUE) UMIIOPTEPOM cBeaeHui 00 otrpyske JIII
B Poccuiickyro Denepannro

[Tepeuenn
nepeaaBaeMbIxX
CBECHUI U
BJIAJENEl]
HH(POPMAITMOHHOTO

pecypca

JIns  OCyWIeCTBIEHHUS  TMOATBEPKIACHHUS  (AKLUEHNTOBAHMS)
ceenennii 00 otrpyske JIII B Poccuiickyro ®Deneparuio
umnoprep odecreunBaet nepepauy B UC MJUJII caemyromux
CBEICHUIM.

— peructpainumoHHbId HOMep umnoprtepa B UC MJUJIIT,

— pErucTpalMoHHbIA HoMmep Jepxkatens PY (unum  ero
npeacraButenbeTa) B UC MJUJIIT,

— J1aTa COBEPIICHUS OIepaIiu;
—  SGTIN w/mmu SSCC

— TOJTBEPXKJACHUE TMPUEMKH MPUOCTAHOBICHHOIO TOBapa
(yka3pIBaeTcsi B ciiydae, eciau Poc3npaBHaa30p MNPUHSII
pellieHue O BpPEMEHHOM BbIBOJie u3 oOpamenus JIII
coryacHo 1. 7.1 ITacmopToB npoiieccoB)

9. VBenmomnenwne nepxkarens PY (unu ero mpeacTaBUTENhCTBA) O TIOITBEPKIACHUU
(akmenToBaHWM) wWMIopTepoM cBeAeHuit 00 otrpyske JIII B Poccuiickyro

denepanuto

ITepeuens
repe1aBaeMbIX
CBEJICHUM U
BIIA/ICTICII

VYBenomnenue aepxarens PY (unum ero mnpeacTaBUTENbCTBA)
O MOJTBEPKACHUU (AKIENTOBAaHUU) HMMIIOPTEPOM CBEJICHUI
00 otrpy3ke JIII B Poccuiickyto ®enepaunio Qpopmupyercs
HA OCHOBAHHMM  paHEe 3apEeTUCTPUPOBAHHONW  UMIIOPTEPOM
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MH(OPMAIIMOHHOTO
pecypca

orncpanru U COACPKUT CICAYIOIHNEC CBCACHMUA:

perucTpanoHHelii Homep umnoprepa B MC MJUJIII;

pPEeTUCTPAllMOHHBIN HOMep Jepxarens PY (wmm ero
npeacraBurenscTsa) B MC MJJIIT,

JlaTa COBEPIIICHUS OTICPAIINH;
SGTIN wn/umu SSCC

NOATBEPXKACHUE TMPUEMKH MPUOCTAHOBJIEHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciau PocsnpaBHanzop mNpuHSII
pelieHre O BpPEMEHHOM BbIBojAe u3 oOpamenus JIIT
corsiacHo 1. 7.1 [lacropToB mpoiieccoB)

10. Ot60p o6pazuos JIII ams moaTBepKAEHNS COOTBETCTBUS

11.HOJ’IY‘I€HI/I€ HOKYMCHTOB ITOATBCPIKACHUSA COOTBCTCTBHUA

12. Ilepemerienue

JIIT MCIKIAY 30HaMHu TaMO>KCHHOI'O KOHTPOJIA

(mpu HEOOXOIUMOCTH)

13. — 14. Peructpauus B UIC MJUJIIT ceeaenuii o nepememenun JII1 mexmy 3oHamu
TaMO>KEHHOT'0 KOHTPOJIA (ITPU HEOOXOJUMOCTH)

[Tepeuenn
nepeaaBaeMbIX
CBECHUN U
BJIAJENel]
HH(POPMAITMOHHOTO

pecypca

IIpu peructpamuu B8 UC MJIIT onepanuu nepememenus JIIT
MEXIy 30HAMU TaMOXEHHOTO KOHTPOJISI COOTBETCTBYIOLIUM
cyOBeKkT oOpalieHusl OCYIIECTBISET TMepenady CleIyonux
CBEICHUIL:

JlaTa COBEPIICHUS OIepaIiu;

pPETUCTPAIlMOHHBIL  HOMEp cyObeKTa oOpareHus
B IC MJUJIIT,

UAeHTU(DHUKATOP MecTa HaXOXJICHHS TOBapa B 30HE
TaMOXXEHHOTO KOHTPOJISA (C KOTOPOTO OCYIIECTBISICTCS
MepeMeIIeHue);

UAeHTU(DHUKATOP MecTa HAXOXJICHHS TOBapa B 30HE
TaMOXXEHHOTO KOHTPOJISI (Ha KOTOPOE OCYIIECTBISICTCS
MepeMeIeHue);

JaTa JOKYMCHTA-OCHOBAHMA I IICPCMCIICHUA
HOMCP JOKYMCHTA-OCHOBAHUWA AJIA IICPCMCIICHMA,

SGTIN wn/umu SSCC

15. Ilepenaya nmpaB cOOCTBEHHOCTH Ha JIEKAPCTBEHHBIE MPENapaThl HA TAMOKEHHOM
ckitaje (mpu HeOOXOTUMOCTH )
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16.Tamoxxennoe odopmiienue JIII (mogaya TamoK€HHOHN AeKIapallid HAa TOBApPHI
B TAMO>KEHHBIE OpPTaHbl)

17. Ilposepka ®TC Poccuu cBepenuii o cratyce BBo3uMbIX JIIT

18.Peructpanus TaMOXEHHOH JAeKIapallid Ha TOBAapbl U BBIHECEHUE PEILCHUS
TaMO>KEHHBIMU OpraHamMu (0TKa3 B JEKJIapUPOBAHUM TOBApOB NpPHU HAIMYUU

OCHOBaHUM)

19. — 20. Peructpamus B MC MJJIII cBenenuii o pe3yibTaTax TaMOXKEHHOTO

odopMIICHUS
Ilepeuenn B ciyuyae oTCcyTCcTBUA OCHOBaHHUS JJi1 OTKa3a B PETUCTPALNU
repeaaBacMbIX TaMOXXECHHOM  JEKJapalud  Ha  TOBApbl  HUMIIOPTEPOM
CBEJCHUH U OCYIIECTBIIIETCA nepeaaya ciaeayromux ceeaenuii B UC MJUJIIT:
BJIaJIEJIEI] :

— J1aTa COBEpPIICHUS ONEpaliu;

UH(GOPMAIIMIOHHOTO
pecypca — peructpaimoHHbId HOMep umnoprtepa B UC MJUJIIT,

BUO JOKYMCHTA IMOATBCPIKACHUA COOTBCTCTBUA,
AdaTa JOKYMCHTA IMOATBCPIKACHUA COOTBCTCTBUA,
HOMCP JOKYMCHTA MMOATBCPIKACHHUA COOTBCTCTBUA,

KOJI TAMOKEHHOM Mpolenypbl (BBIMYCK IS BHYTPEHHETO
noTpeOJIeHNsI, YHUUTOXKEHHUE, PEIKCIIOPT);

KOJl TAMOKEHHOTO OpraHa;
J1aTa U BpeMs IPUHATOTO PELICHUS;
HOMEpP TaMO>XEHHO! JeKIapaluy Ha TOBaphI;

TaMOXEHHAass CTOMMOCTb TOBapa COTJIACHO JEKJIapaluu
Ha TOBApHI;

SGTIN w/umu SSCC.

B cnyuae HEoOXOIMMOCTH yKazaHUs Pa3IMYHON TaMOKEHHOU
CTOMMOCTH BHYTPH TpYNIOBOM YIAKOBKH HUMIIOPTEP COOOIIAET
JOTIOTHUTENBHO cieaytomue cBenenus nist SSCC:

GTIN;
HOMED MPOU3BOJICTBEHHOUN CEPUH;

tamokeHHast ctoumocth JIIT (mmst ykazammeix GTIN u
HOMeEpa CepuH).

B ciaydae HE0OXOOUMOCTH yKa3aHHsSI HECKOJIBKUX JTOKYMEHTOB
MOATBEPKJICHUS  COOTBETCTBUS B  pPaMKaxX TaMOXEHHOU
JIeKJIapalliid Ha TOBapbl UMIIOPTEP COOOMIAET IOMOJIHUTEIbHBIC
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CBEICHHUS:
- GTIN;
— HOMeEp IPOU3BOJICTBEHHOW CEpUH;

—  BUI JIOKyMEHTa MOATBEPKACHUS COOTBETCTBHUSA
st ykazanHoro GTIN;

— PEKBU3HTHl JIOKYMEHTa TIOJITBEPXKIACHHUS COOTBETCTBUS
(mata u HOMep) 11st ykazanHoro GTIN

21. Beirpyska

ceenennii B [logcucremy — «BBIOOpOYHBIM  KOHTPOJIBY

aBTOMAaTU3UPOBAHHOW HHQOpMaIMOHHON cucTtembl Poc3apaBHag3opa 0 BBO3E
JIIT B Poccuiickyto @Denepanuio (B ciaydae OQPOPMIICHHS TaMOXKEHHOU
MPOIIEAYPHI BHIMTYCKA Il BHYTPEHHET0 MOTPeOIeHMUS )

IIepeuens
nepe1aBaeMbIX
CBECHUN U
BJIaJIENIE1]
UH(GOPMAIIIOHHOTO

pecypca

NC MJIJIIT nocpeactBom CMDBB ocyiiecTBIgeT mnepeaavy
ceenennii B llomcucremy — «BBIOOpOYHBIM — KOHTPOJIBY
ABTOMATU3UPOBAHHOU WH(POPMAITTOHHOM CHUCTEMBI
PocsnpaBuagzopa cormacHo  Qgopmary  MH(POPMALMOHHOTO
B3aUMOJICHCTBHSI.

22. OcylIecTBIIGHUE PEIKCIIOPTa WM YHUUYTOKEHUS (IIPU YKa3aHUU TaMO>KEHHOU

POLEYPHI,

OTIUYHOW OT BBINYCKAa I BHYTPEHHEro MOTpeOIeHNs)

IpU Mepeiavue CBeICHU 0 pe3ysibTaTaX TaMOXKEHHOTO 0QOpMIICHUS
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3.3.2. Beo3 JIII Ha tepputopuro Poccuiickoii @egepauuu U3 CTPaH, He SIBJISIIOLIMXCS
wieHaMu EAJC (oOpaTHbIii HOPAAOK)

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 10
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AHHOTAUSA

I[Ipu BBO3e B Poccuiickyto @enepaumro JII pazmemarorcs
B MECTaX BPEMEHHOTO XPAHEHHUS B 30HE  TaMOXKEHHOIO
KOHTPOJIA.

Perucrpauma B HC MJIJII cBegennin o BBo3e JIII
B Pocculickyro  @enepanuio  Ipearongaraer  BO3MOXHOCTH
OpPUMEHEHUs] MpSAMOTO WM OOpaTHOTO MOpsAKa Iepegadyu
CBEJICHUU.

[Ipu BEIOOpE 0OpaTHOTrO MOpPsAKA MEepelayd U MOJITBEPKICHUS
CBEJICHUI UMIIOPTEPOM PETUCTPUPYIOTCS CBeIeHUSI 0 BBo3e JIII
B Poccuiickyto @enepaurio U pasMEUIEHUHM B  30HE
TaMOXXEHHOTO KOHTpOJisA, a Jepxareirem PY (wm  ero
PEACTaBUTEIBCTBOM), OCYILIECTBIISIETCS MOATBEPKICHUE
3apErucTPUPOBAHHBIX UMIIOPTEPOM CBEACHHUIA.

Jlns ocymiecTBiaeHUs OOpaTHOTO TIOPSIIKA TOJTBEPIKICHUS
CBCJICHMM B JMYHOM KabuwHeTe gepxkatens PY (umum ero
PEACTAaBUTENbCTBA) JOJDKEH OBITh 3aperuCTPUPOBAH CIHCOK
COOTBETCTBYIOIINX JOBEPEHHBIX KOHTPAr€HTOB - UMIIOPTEPOB.

ITpu HEOOXOIUMOCTHU MOKET OBIThH OCYIIIECTBJICHO
nepemenienue JIIT Mexay pa3auyHbIMM 30HAMH TaMOXXEHHOTO
KOHTPOJIsI, OCYILIECTBISIEMOE IMOCJIe MPUOBITHUS TOBapa B MECTO
JIOCTaBKH, OIIPEACIICHHOEC HMIIOPTEPOM B MEXIYHAPOIHBIX
TOBapO-TPAHCIIOPTHBIX JIOKYMEHTAX, W/ MPU OpraHUu3aIuu
BHYTPEHHETO TaMOXXE€HHOTO TpaH3UTa W3 MECT BBO3a
Ha Tepputoputo Poccuiickoii @enepaunu. COOTBETCTBYIOIINE
CBEJICHHS JOJDKHBI OBITH Mepenanbl nmmoprepom B UC MJIJIII.

B otHomenuu JIII, momMemeHHbIX 0T TAMOXEHHYIO POLEAYPY
TaMOXXEHHOIO0  CKJajga, MOILYT  COBEpIIAThCS  CJHIEJIKH,
IIpeayCMaTpUBAIOLIME NIEPENAYY ITPaB BIAJCHUS, I10Jb30BAHUS U
(uwnmu) pacnopspkenuss stumu  JIII. Ilpm mepemaye mnpasa
cooctBenHoctd Ha JIII  COOTBETCTBYIOIIMM  CYOBEKTOM
oOparieHus OCYILIECTBIISECTCS perucrpanus onepaluu
B UC MIJIIT cornacHo pa3neny 3.5. Hactostmux Ilacmopros
MpoLeCccoB. Peructpanusi CBEICHUNA O JATBHEUIINX OMNEPaIUiX
c nepenanubiMu JIIT B UC MJUJITT go/kHBI OCYIIECTBISATHCA
HOBBIM COOCTBEHHUKOM.

[Tpu momemennn TOBapa 1Moj; TAMOXKEHHBIE MPOTIEAYPHI CYOBEKT
oOparieHus, OCYILIECTBIIA O BBO3 JIEKapCTBEHHBIX
npenaparoB  Ha  teppuroputo  Poccuiickonn  depepanuu,
peructpupyet cooTBeTcTByromue ceeaenus B UC MJJIILL

B  mensx  npoBepkun  BO3MOXKHOCTM  Bbimycka  JIII
u1st BHyTpeHHero mnotpednenuss GTC Poccuum ocyiiecTBisieT
HanpasieHue 3anpoca B MC MJUJIII Ha mosiydyeHHWe CBEAECHUM
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O CTaTyCc€ BBO3UMBIX JIEKAPCTBEHHBIX MPENAPATOB COrJIACHO
pazaeny 3.7. Hactosimux [lacnopToB mporeccoB

YyacTHUKU — gaepxarenb PY unu mpenctaBUTENbCTBO aepxkarens PY,
B3aHMO/ICHCTBHS SIBJIAFOLIEr0CSI NHOCTPAHHOM OpraHu3aluen;

—  HUMIIOPTED;

— O®OTC Poccun

Onucanye BBIITOTHIEMEIX IEUCTBUMN

1. Orrpy3ska JIII B Poccuiickyto @enepaiiuio co CKiajga roTOBOM MPOAYKITUU
2. Beo3 JIIT na tepputoputo Poccuiickoii ®enepanuu U pa3MelIeHUE B 30HE
TaMOKEHHOT'O KOHTPOJIS
3. — 4. Ilepenaua ceenenuii B MUC MJIJIIT o BBO3e JIIT B Poccuiickyro deaepariuto
Ilepeuenn IIpu perucrpauumn ceegenur o BBo3e JIII B Poccuiickyro
nepeaBaeMbIX denepalyio UMIOPTEPOM COOOIIAOTCS CIAEAYIONTNUE CBEICHUS:
CBECHUN U
— JlaTa COBEPUICHUS ONEpallni;
BJIAJENEI]
MH(POPMALOHHOTO — peructpaimoHHbd HoMep umnoprtepa B UC MJUJIII,
pecypcea — PpErUCTpAllMOHHBIA HoOMmep Jepxarenss PY (wim ero
npeacrasutenbeTa) B UC MJITI,
—  WACHTU(PUKATOP MHOCTPAHHOTO KOHTpAareHTa — MpojaBlia
JIIT (ipy HANTM4MM);
—  WACHTU(PUKATOpP MeCTa HaXOXICHHUS TOBapa B 30HE
TAMOXEHHOI'O0  KOHTpOJisI  (COTJIaCHO  TaMO>KEHHOM
JeKIapalyyu Ha TOBaphl);
— THWI AOTOBOPA;
— JlaTa IEpBUYHOIO JOKYMEHTA;
— HOMEP NEPBUYHOr0 JOKYMEHTA;
—  SGTIN w/umu SSCC
5. IlpoBepka Bo3MOxkHOCTH peructpauuu cBenenuii o Beo3e JIII B Poccuiickyto

Oenepanuio (HamMuusi CyObEKTOB oOOpallleHHus B CHOUCKE JOBEPEHHBIX
KOHTPareHTOB)

Ortka3 B peructpanuu ceaeHuin o Beose JIII B Poccuiickyro @enepannto mnpu
OTCYTCTBHM HMMIIOPTEpPA B CIHCKE JOBEPEHHBIX KOHTPArcHTOB Aepxkatens PY
(W11 ero MpeICTaBUTENbCTBA)
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7. Peructpauus B8 UC MIJIII ceenenuit o BBo3e JIII B Poccuiickyto denepannio
(pu OTCYTCTBUM OCHOBAHUH ISl OTKa3a)

8. VBenomienue naepxkarens PY (unu ero mnpencraButenscTBa) o BBo3e JIII
B Poccuiickyro Penepannro

ITepeuens
nepe1aBaeMbIX
CBEJICHUN U
BJa/ieNIel
MH(OPMAIIMOHHOTO

pecypca

VYBenomiienue aepxkarens PY (wim ero npeactaBUTENHCTBA)
oBBo3e JIII B Poccuiickyto Peaepaunio Gopmupyercs
HA OCHOBAaHWHM paHEe 3apEerHCTPUPOBAHHOM  HMIIOPTEPOM
ONEPALMU U COAEPIKUT CIEAYIOIINE CBEACHNUSA:

— JlaTa COBEPLICHUS Ollepaluu;
—  perucTpauroHHsli Homep umnoprepa B MC MJUJIIT;

— PpEerucTpallMOHHBI HoMep aepxatens PY (unm  ero
npencrasurenbersa) B UC MIUJIIT

—  UJEHTU(PUKATOP MHOCTPAHHOTO KOHTpPAreHTa — IpojiaBIia
JIIT (ipy HaNIM4uM);

— wuaeHTU(PUKATOp MecTa HaXOXKJICHUS TOBapa B 30HE
TaMOXXEHHOTO  KOHTpOJII  (COTJIACHO  TaMO>KEHHOM
JeKJIapaly Ha TOBaphl);

— THII JOT'OBOpa,
— JlaTa IEPBUYHOIO0 JOKYMCHTA,

— HOMEP NEPBUYHOI0 JOKYMEHTA;

—  SGTIN w/mim SSCC

9. OcymiecTBieHHE TMPOBEPKH aepkarteneM PY (Minum ero mnpeacTaBUTEIBLCTBOM)
paHee 3aperucTpupOBaHHBIX UMIOPTEPOM cBeleHur o BBo3e JIII B Poccuiickyro

denepanuto
10. — 11. TlonTtBepknenue (akuenroBaHue) nepxkarereM PY (wnmm  ero

npeAcTaBUTENbCTBOM) cBeAeHuid o BBo3e JIII B Poccuiickyro @eneparuio
ITepeuens JIns  ocylIecTBIEHHS]  TMOJATBEPKICHUS  (AKUEHNTOBAHMS)
IepeaaBacMbIX 3apEruCTPUPOBAHHBIX HMMIIOPTEPOM cBeaeHuii o BBo3e JIII
CBEJICHUU U B Poccuiickyto  @epepanuio  gepxkarens PY  (wiam  ero
BJIaJICJICI] MIPEeJICTaBUTENIbCTBO) obecneunBaeTr mnepemaay B MC MJUJIII
WH()OPMAITMOHHOTO | CIICAYIOIINX CBEJICHUN:
pecypca

— pErucTpallMiOHHBIM HOMep nepxartens PY (uwim  ero
npeactaButensersa) B UC MJUJIIT,

— peructpanoHHbd HoMep umnoprepa B UC MJUJIIT,

— JlaTa COBEpPIIICHHS OTepallvH;
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— SGTIN w/unu SSCC

— TOJATBEPXKACHUE MPUEMKH TPUOCTAHOBIEHHOIO TOBapa
(ykaspiBaeTcsi B ciydae, ecau PocsnpaBHag3op OpHHSII
pelieHre O BpPEMEHHOM BbIBojAe u3 oOpamenus JIII
corsacHo 11. 7.1 ITacopToB mpo1ieccoB)

12.YBenomiieHne umMmnoprepa o MOJATBEPKACHUM (aKUENTOBaHUU) AepkareraemM PY
(1 ero mpeacTaBUTEILCTBOM) cBeneHudt o BBo3e JIII B Poccuiickyro

denepannto

IIepeuens
nepe1aBaeMbIX
CBEICHUN U
BJIaJIENIEN]
UH(GOPMAIIIOHHOTO

pecypca

VYBenomiieHHe UMIOPTEPA O MOATBEPKACHUU (aKUENTOBAHUN)
nepxxkarenem PY (wim ero mnpencTaBUTENLCTBOM) CBEICHHUUN
oBBo3e JIII B Poccuiickyto ®Penepauuio Qopmupyercs Ha
OCHOBaHUU paHEE 3aperUCTPUpPOBAHHON aepxkarenem PY (umm
€ro MpeACTaBUTENILCTBOM) OMNEPAMH U COJEPKHUT CIIETYIOIINe
CBEJICHHUSL:

— PETHCTpAallMOHHBIM HOMEp jnepxkarens PY (wim ero
npeactaButenbersa) B UC MJJITT,

—  perucTtpauuoHHbli Homep umnoprepa B MC MJUJIIT;
— JlaTa COBEpILICHUS Ollepaluy;

—  SGTIN w/mmmm SSCC

— TOATBEPXKACHUE NPUEMKH MPUOCTAHOBIEHHOTO TOBapa
(yka3plBaeTcsi B ciyyae, eciii Poc3apaBHan30p MNPHUHSII
pelieHre O BpPEMEHHOM BbIBojge u3 oOpamenus JIIT
coryacHo 1. 7.1 ITacmopToB npoueccoB)

13. Ot60p ob6pasnos JIII as moaTBEpKAECHNUS COOTBETCTBUS

14. TlonyyeHre JOKYMEHTOB MOJATBEPKACHUS COOTBETCTBUSA

15. [TepemMerierre JEKapCTBEHHBIX IIPENapaToB MEXIY 30HAMH TaMOXXEHHOIO
KOHTPOJIS (TP HEOOXOIUMOCTH )

16. — 17. Peructpamms 8 IC MJIJIIT ceeaenuii o nepememenuu JII1 Mmexmy 3oHaMu
TaMOXEHHOT'0 KOHTPOJIs (ITpU HEOOXOUMOCTH )

ITepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICIICI
UH(OPMAITMOHHOTO

pecypca

ITpu peructparuu B8 UC MJJIIT oneparuu nepememenus JIIT
MEXIy 30HaAMU TaMOXEHHOTO KOHTPOJISI COOTBETCTBYIOIIUM
cyOBeKT oOpamieHusi OCYIIECTBISCT Tepenady CleIyonux
CBEJICHUN:

— JlaTa COBEpPIIICHHS OTepallnH;

—  PpErucTpalMOHHBIN cyObekTa oOpalleHust

B IC MJIJIIT;

- I/II[GHTI/I(bI/IKaTOp MCCTa HaXO0XIACHHA TOBapa B 30HC
TaMOXXCHHOI'O KOHTPOJIA (C KOTOPOIro OCYHCCTBIIACTCA

HOMEp
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NepeMEICHUE);

UACHTH(UKATOP MeCcTa HAXOXJACHUS TOBapa B 30HE
TAaMOXKEHHOTO KOHTPOJS (HAa KOTOPOE OCYIIECTBISETCS
nepeMeIleHue);

JaTa JOKYMEHTa-OCHOBAHUS IS IEPEMEIICHUS;
HOMED JTOKyMEHTa-OCHOBAHUS 71 IEPEMEIIICHHUS,
SGTIN w/umu SSCC

18. [lepenaua

paB

COOCTBEHHOCTH Ha JIII Ha TaMOXXECHHOM CKJIaac

(mpu HEOOXOTUMOCTH )

19.Tamoxxennoe odopmiienue JIII (momaya TaMOXXKeHHOM JeKapaly Ha TOBapbl
B TAMOYKCHHBIE OPTaHBbI)

20. TIpoBepka ®TC Poccuu cBenenuii o craryce BBo3uMbIx JITT

21. PGI‘I/ICTpaIII/ISI TaMOXXEHHOM ACKJIapallii Ha TOBAPBI W BBIHCCCHUC PCIICHUA
TaAMOXCHHBIMH OpTraHaMHA (OTKaB B JACKIIApUPOBAHUU TOBAPOB IIPHU HAIWMYNN

OCHOBAaHM )

22. — 23. Peructpanus B MC MJUJIII cBenmeHuii o pe3ynbTaTax TaMOXKEHHOTO

odopMIICHUS
ITepeuenn B caydae oTcyTCTBUSI OCHOBaHMS Il OTKa3a B PErUCTpallUU
nepeaBaeMbIX TaMOKECHHOH JeKIapaluu Ha TOBapbI UMIIOPTEPOM
CBECHUI U OCYIIECTBIIIETCA nepeaaya ciaeayromux ceeaenuii B UC MJUJIIT:
LT TSI, —  J1aTa COBEpILIEHHs ONEPALNH;
HH(POPMAITMOHHOTO .
pecypca — perucTtpanroHHbli Homep umnoprepa B UC MJUJIIT;

BHUJ] JOKYMEHTA ITOJATBEPKICHUS COOTBETCTBUS;
Jlata JOKYMEHTA MOJITBEPKIACHUS COOTBETCTBUS;
HOMEP JOKYMEHTA MOJATBEPKICHUS COOTBETCTBUS;

KOJI TaMOKEHHOW MNpOLEeaypbl (BBITYCK JJIs BHYTPEHHETO
NOTPEOJICHNSI, YHUITOKEHHUE, PEIKCTIOPT);

KOJI TAMOKEHHOTO OpraHa;
JlaTa U BpeMsl IPUHSATOTO PEIIEHUS,
HOMEP TaMO>XEHHOU JeKIapaliuy Ha TOBaphI;

TaMoXeHHass crtoumocTth JIII corjlacHo TaMOXXKEHHOU
JIEKJIapali Ha TOBAapHI;

SGTIN w/umun SSCC.

B cinyyae HEoOXOAMMOCTH YyKa3zaHUsl Pa3IUYHOM TaMOKEHHOU
CTOMMOCTH BHYTPH TPYHIOBOM YMaKOBKH HUMIIOPTEP COOOIIAET
JTOTIOJIHUTEIIBHO cleaytontue ceeaeHus mis SSCC:
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— GTIN;
— HOMeEp IPOU3BOJICTBEHHOW CEpUH;

— TtamoxeHHas croumocTh JIII (mana ykazanueix GTIN wu
HOMEpa CEpumn).
B cinyyae HeoOX0IMMOCTH yKa3aHHUS HECKOJBKHX JTOKYMEHTOB
NOJITBEPKACHHUS  COOTBETCTBUS B  paMKax  TaMOXXEHHOM
JEKIapalyy Ha TOBapbl UMIOPTEP COOOILIAET JONOJHUTEIbHBIE
CBECHMS:

—  GTIN;
— HOMEp IPOU3BOACTBEHHOW CEpHH;

— BUJ JOKYMEHTa TOJTBEPKICHUS COOTBETCTBUS  JJiA
ykazanHoro GTIN;

— PEKBU3HTHl JIOKYMEHTa TIOJTBEPXKJACHHUS COOTBETCTBUS
(mata u HOMep) 115 ykazanHoro GTIN

24. Beirpyska

ceenennii B Ilogcucremy — «BBIOOpOYHBIM — KOHTPOJIbY»

aBTOMAaTU3UPOBAHHONW HMH(POPMAIMOHHON cuctemMbl Poc3mpaBHam3opa o BBO3E
JIIT B Poccuiickyro @enepanuto (B ciaydae oQGOPMIICHHS TaMOXKCHHOM
IPOLIEYPhI BBIITYCKA /I BHYTPEHHETO MOTPEOICHMS )

[Tepeuenn
nepeaaBaeMbIX
CBEECHUN U
BIIaJIETIEI]
HH(POPMAITMOHHOTO

pecypca

NC MJIJIIT mocpeactBom CMDBB ocyiiecTBigeT mnepeaavy
ceenennii B llomcucremy — «BBIOOpOYHBI ~ KOHTPOJIBY
aBTOMAaTU3UPOBAHHOMN UHGOPMAIIMOHHON CUCTEMBI
Poc3npaBHagzopa cormacHo  ¢dopmary  HMH(POPMAIIMOHHOTO
B3aMOJICHCTBHSI.

25. OCyIIecTBICHUE PEIKCIIOPTa WIM YHHUTOXKEHHs (MPU YKa3aHUHM TaMO>XCHHOM

IIPOLEAYPHI,

OTIMYHOW OT BBIIYCKAa JJIA BHYTPEHHEro TMOTPeOSIeHNs)

IIpH Tepeiavue CBEICHH 0 Pe3yIbTaTaX TaMOKEHHOTO OPOpMIICHUS
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3.3.3. Oco0eHHOCTHM BBO03a JICKAPCTBEHHBIX IpenaparoB 0e3 aKUENTOBAHUSA
(0e3 mMmopTepa) OHUM BJIAJeJIbIEM

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 11
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AHHOTaAUg

Hepxatenem PY (unu ero mnpeacTaBUTENHCTBOM) BMECTO
nevcteuiit 1 — 9 pasmema 3.3.1. nHacrosmux Ilacmopros
IIPOLIECCOB OCYLIECTBIIAETCS PETUCTPALMSl CBEICHUN COTJIACHO
HACTOSIIEMY pa3Jey B CIydasx, €CIu:

— HMIIOPTEpP HE OIpeleileH Ha MOMEHT oTrpy3ku JIII
B Pocculickyro Denepanuto (npu BBO3€
10 KOHCUTHALIMOHHOMY JIOTOBOPY);

— B pOJIA UMIOPTEPA BBICTYHNAET AepxKarenab PY — pe3uneHt
Poccuiickonn ~ ®epepanu  WIM  OPEICTABUTEIBCTBO
MHOCTPAaHHOM OpraHu3aluvu Ha TeppuTtopur Poccuiickon
denepauuu.

IIpn perucrtpauuu cseneHur nepxkareneM PV, ssiudromummcs
MHOCTPAHHOM OpraHu3aluend, UM JOJDKHA OCYLIECTBIISITHCS
NoCJIeyIoNIasl perucTpanusi CBeIeHU O CMEHE COOCTBEHHHKA
JIII B 30HE TaMOKEHHOTO KOHTPOJISI COTJIACHO pazueny 3.5.
Hacrosamux IlacoproB mnpoueccos. Perucrpanus cBeaeHuin
0 AanpHeWmux onepanusx ¢ nepenanHsiMu JIIT B8 UC MJJITT
JIOJI’KHA OCYIIECTBIISITHCS HOBBIM COOCTBEHHUKOM

Y4yacTHUK
B3aUMOIENCTBUS

— gaepxarenb PY wnu mpenctaBUTENBCTBO aepxkarens PY,
ABJISIIOIIETOCS MHOCTPAHHOM OpraHu3aluen

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. Otrpy3ska JIIT B Poccuiickyro ®denepainuio co ckiiajia rOTOBOM MPOIYKIIUU

2. BBo3 JIII ma teppuroputo Poccuiickoii denepaniu W pa3MEIICHHE B 30HE
TaMOXEHHOT'O0 KOHTPOJIS

3. — 4. Peructpammss B8 UC MJUJIII cBemenmii o BBOo3e JIII B Poccuiickyro
®denepanuto 6e3 umMmoprepa

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICI
WH(OPMAITMOHHOTO

pecypca

[Ipn perucrpamum cBenennit o BBo3e JIII B Poccuiickyro
Oenepanuto 0e3 wummoprtepa nepxkareneM PY  (wim  ero
PEeACTAaBUTEIBCTBOM) OCYILIECTBIISIETCS MEpeiada CleIyOINUX
ceeaenuit B UC MJJIIT:

— JlaTa COBEPIICHMS OIEpallni;

— perucTpalMoHHbIM HOMep nepxartens PY (umm  ero
npeactaButensersa) B UC MJUJIIT,

— UJCHTU(PUKATOP MHOCTPAHHOI'O KOHTpAreHTa — IMpoJiaBlia
JIIT (ipy HaNTM4Mn);

— I/II[GHTI/I(I)I/IKaTOp MCCTAa HAaXOXIACHHA TOBApa B 30HC
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TaMOXXEHHOTO  KOHTpOJisi  (COTJIaCHO  TaMO>KEHHOM
JeKJIapallii Ha TOBaphl);

— THI JIOTOBOPA;
— JlaTa MEepBUYHOIO JOKYMEHTA,
— HOMED MEPBUYHOTO JTOKYMCHTA;

—  SGTIN wu/umu SSCC

5. Hepeﬂaqa ImpaB COOCTBEHHOCTH Ha .HH, PasMCIICHHBIC HAa TaAMOXCHHOM CKJIAAC
B 30HC TAMOKCHHOT'O KOHTPOJIA (HpI/I HGO6XOI[I/IMOCTI/I)
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3.4. Ilpuemka JIII Ha ckIax MMIOPTEPOM IOCJIe BBIMYCKA ¢ TAMOKEHHOH 30HbI NPH
BBO3e Ha TeppuTopuio Poccuiickoit @enepanun

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

MmnopTep nc mann
Heo6xoaumocTs
npwemkn JIMN Ha cknaa
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. Peructpaums
cBEAeHHIt 06 0TBope [—— < T LI SAPES XSE cBeAeHuit 06 ot6ope
obpasuos B 3TK obpasuos B 3TK

Ocyuwectenena

npuemka J1MN Ha cknap
umnopTepa

Pucynox 12
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AHHOTaAUA

JITI, mpomienive MOpouEaypY TaMOXKXEHHOTO oOQopMIIeHHUS U
BBINYIIEHHBIE ISl BHYTPEHHETO MOTPEOIeHUS, pa3MeNIaloTcs Ha
dbapMaleBTHYECKUX CKJIajax ummnoprepa (WM JIOTUCTHYECKOTO
oriepaTopa).

JlonmyckaeTrcst pa3MelieHue Ha (apMameBTHYEeCKOM CKIIaJe
UMIIOPTEPa YCJIOBHO BBIMYIIEHHBIX TOBAPOB MO TaMOXXCHHBIM
KOHTPOJICM.

IIpn ocymectBaennn npueMku JIII Ha ckiaxg umnoprepom
JOJDKHAa OBITh TakKe 3aperucTpupoBaHa onepaunus otbopa
o0pas1oB JII g moarBepKaeHus COOTBETCTBUSI,
OCYILLIECTBJIICHHOTO B 30H€ TaMOXXEHHOIO KOHTposs. s
YCJIOBHO BBINYIIEHHBIX TOBAPOB PErHCTpalvs onepanuu otoopa
0o0pa3loB OCYIIECTBISAETCS IOCJIE BBIIYCKA TOBAapOB Jif
BHYTPEHHETO MOTpeOIeHus

YyacTHUKHN
B3aUMOICHCTBUSI

—  HMIIOPTEP

Omnmcanue BBINOJTHIECMBIX ﬂeﬁCTBHﬁ

1. Otrpys3ka JIIT U3 30HBI TAMOKEHHOT'O KOHTPOJIS

2. Tlpuemxka JIIT Ha ckiag UMIIOpTEpOM

3. — 4. Peructpamus 8 UC MJIII ceenenuit o npuemke JIIT Ha ckian ummnoprepa

ITepeuenn
nepeaBaeMbIxX
CBEICHUI U
BJIAJENel]
UH(OPMAITMOHHOTO

pecypca

IIpu perucrpauuun B UC MIJIIT pesynbratoB npuemku JIIT
HA CKJIaJ, MMIIOpTEp obOecrneunBaeT TMepefady Cleayoux
CBEICHUIL:

— JlaTa COBEpIICHUS OIEpallni;

—  WACHTHU(PUKATOpP MeCcTa OCYIIECTBICHHS EATeIbHOCTH
UMIIOPTEPA, HA KOTOPOE OCYILIECTBICHA TPUEMKA,;

— WICHTH(PUKATOpP MecTa HaXOXKJACHHS ToBapa B 30HE
TAMOXEHHOI'O0 KOHTPOJIA (C KOTOPOrO OCYIIECTBIIECHA
OTTpy3Ka);

— J1aTa NEPBHUYHOTO JOKYMEHTA,;
— HOMEp NEPBUYHOIO JOKYMEHTA;

— croumocth JIII, py6. (BkIOYass TaMOXEHHbIE COOPBI,
HOILIMHBI U Hajioru, Bkiatouas HJ[C);

— cymma HJIC, pyO. (eciiu npuMeHUMO);
— SGTIN w/umma SSCC.
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B ciydae HEOOXOAMMOCTH yKa3aHUS Pa3IMYHBIX IIEH BHYTPHU
TPYIIIOBOM yMAaKOBKH HWMIIOPTEP COOOIIACT JOMOTHUTEIBHO
cnenyromue cenenus st SSCC:

GTIN;
HOMEP MPOU3BOACTBEHHOM CEpUH;

croumocTh JIIT (mns ykazanusix GTIN u HOMEpa cepuu,
BKJIIOYAsi TaMOXXEHHbIE COOpbI, TMONUIMHBI M HAaJIOTH,
Britoyast HJ[C);

cymma HJIC (eciim mpumeHHUMO)

5. — 6. Peructpamus 8 UC MJJIIT cBenenuit o6 orbope oOpasmos JIII (B 30HE
TaMO>KCHHOT'O KOHTPOJIS B IIEJISAX TOITBEPKIACHHUSI COOTBETCTBUS)

ITepeuens
nepe1aBaeMbIX
CBECHUN U
BJIaJIENIe
UH(GOPMAIIIOHHOTO

pecypca

[Tpu perucrpamuu B UC MJJIII cBenennii 06 ot6ope 06pasios,
NPOU3BEJICHHOM B 30HE TaMOXXEHHOTO KOHTPOJS, HUMIIOPTED
obecrieunBaeT nepeaady CiIeaylonmX CBeICHU:

JaTa COBCPUICHUA OIICpAllUN,

I/II[GHTI/I(I)I/IKaTOp MCCTa OCYHICCTBJICHHA OCATCIBbHOCTHU
HMIIOPTEPA, HA KOTOPOEC OCYHICCTBJICHA IIPHUEMKA,

BUJT 0TOOpa 00pas3IloB;

SGTIN
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3.5. Ilepenaua npasa coocTBeHHocTH 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_notific:

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

atlon 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 13
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AHHOTAUSA

B otHomenun JIII, noMEIEHHBIX 10 TAMOXXEHHYIO NIPOLIENYPY
TaMOXEHHOI'O  CKJaJa, MOTYT  COBEpLIATbCA  CHEIKH,
IIpeyCMaTpUBaroLye nepeaavy pas BiIaIeHU, [10Jb30BaHU U
(unu) pacniopsixenus 3tumu JII1.

[Ipu cmene coOctBenHuka JIII B 30He TaMOXXEHHOTO KOHTPOJIS
CcyOBeKTOM 0OpallleHusi, OCYLIECTBISIOIIUM Iepeavyy IpaB
cooctBenHoctn Ha JIII, peructpupyercs COOTBETCTBYIOILIAS
onepauus B MC MJIJIIL

CyObekT oOparieHusi, KOTOpoMy OCYIIECTBJICHA Mepeaya nmpasa
cooctBenHoctu Ha JIII, moaTBepkiaer cBeleHUs O Mepeaade
npaBa COOCTBEHHOCTH.

Perucrpanus CBEICHUN 0 NaTLHENIIINX orepauusx
c nepenanubiMu JIIT B UC MJUJIT gomkHBI OCYIIECTBIISITHCS
HOBBIM COOCTBEHHUKOM

YyacTHUK
B3aUMOJICHCTBUSI

— CcyOBeKT oOpaleHus, OCYIICCTBIISIIONIMNA Tiepeaady IpaB
cooctBennoctu Ha JIII,;

— CcyOBeKT oOpaieHus — HOBbIM coOcTBeHHUK JITT

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

3. Hepezxaqa IpaB COOCTBEHHOCTH Ha .HH, PasMCIICHHBIC HA TAMOKXCHHOM CKJIaIC
B 30HC TaMOKCHHOT'O KOHTPOJIA

4, — 3. Peructpanus 8 UC MJIJIIT cBenennii o cmeHe cooctBennrka JIIT

[Tepeuenn
nepeaaBaeMbIxX
CBEICHUI U
BIIaJIETIEI
UH(OPMAITMOHHOTO

pecypca

IIpu peructpamuu B HNC MJJIIl onepaunn  CMEHBI
cooctBennuka JIIT cyObekT oOpaleHus, OCYyIISCTBISIOMIMMA
nepenady mnpaB cooctBeHHoctu Ha JIII, mepemaer crnemyromme
CBEJICHUS:

— JlaTa COBEpIICHUS OIepallli;

— PpETUCTpallMOHHBII ~ HOMEp  CcyObekTa  oOparieHus,
OCYIIECTBIISIIONIETO Tiepenauy mnpaB coocTBeHHocTr Ha JIIT
B C MIJIIT,

— PpEerucTpalMoHHbIA HOMep HoBoro cooctBeHHuka JIII
B IC MJIJIIT,

— J1aTa NEPBHUYHOTO JOKYMEHTA,;
— HOMEp NEPBUYHOIO JOKYMEHTA;

— SGTIN wu/vnu SSCC
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4. YBenoMiieHHE HOBOTO COOCTBEHHHKA O cMeHe coocTBeHHMKA JIIT

Ilepeuens
nepe1aBaeMbIX
CBEJICHUU U

ENEN NS
MH(OPMAIIMOHHOTO

pecypca

VYBegoMJIeHHE HOBOTO COOCTBEHHHKA O PErHCTPAIMH CBEICHUMN
o cmene cooctBeHHuka JIIT ¢popmupyeTcss Ha OCHOBaHUU paHee
3apeTUCTPUPOBAHHOMN CyOBEKTOM oOpareHus,
OCYILIECTBIISIIOIIUM TiepeAady mnpaB cobctBeHHoctu Ha JIII,
oIfepaluy U COEPKUT CIEAYIOIINE CBEACHUS:

— JaTa COBCPHICHHA OIICPpAllnU,

— PpEruCTpallMOHHBII  HOMep  cyObekTa  oOpalieHus,
OCYULIECTBIISIIOUIETO nepeaavy npas cooctBeHHocT Ha JII,
B UC MJJIIT,

— PErHCTpPAllMOHHBIM HOMEp HOBoOro cooctBeHHuka JIII
B UC MJIJIIT;

— JlaTa IEPBUYHOIO0 JOKYMCHTA,

— HOMCP HCPBUYHOIO JOKYMCHTA,

—  SGTIN u/mmmm SSCC

5. HpI/IeMKa JICKAPCTBCHHLBIX IIPCIIapaTOB HOBBIM COOCTBEHHUKOM

6. OcymecTBieHue

OpoBEepKH  HOBBIM  cobctBeHHukoMm  JIII ~ panee

3aperucTpUpPOBAaHHBIX CBEJEHUH O mepeade npaB cooctBeHHocTH Ha JIIT

7. — 8. Peructparmus B8 IC MJIJIIT moaTBepkaeHusl (aKIENTOBAHUS) CBEICHHIA
HOBBIM COOCTBEHHHMKOM O Tiepeiade npap coocrBeHHOCTH Ha JIIT

ITepeuenn
nepeaaBaeMbIxX
CBEICHUI U
BIIaJIETIEI
UH(OPMAITMOHHOTO

pecypca

Jlost OCYIIIECTBIICHUS MOJTBEPKICHUS (akuenToBaHUS )
CBeJICHWM Tmepenade mpaB cobOctBeHHOcTH Ha JIII HOBBII
COOCTBEHHUK oOecrieuynBaeT nepenavy B 1IC MJIIT

CIEIYIOIIUX CBEICHUI:
— J1aTa COBEPIICHUS ONEpaIUH;

—  PETHCTPAllMOHHBIA HOMEp HOBOro coOcrtBeHHuka JIII

B UC MJJIIT,

— PErucTpallMOHHBIA  HOMEp  CcyObekTa  oOpauleHus,
OCYILECTBIISIIONIETO0  Mepefadyy npaB  COOCTBEHHOCTH,
B C MJIIT,

— TOATBEPXKACHUE NPUEMKH MPUOCTAHOBJIEHHOTO TOBapa
(yka3pIBaeTcsi B ciyyae, eciiu Poc3apaBHan30p MNpUHSII
pellieHue O BpPEMEHHOM BbIBoJie u3 oOpamenus JIII
cornacHo 1. 7.1 ITacnopToB mpo1eccoB)

— SGTIN wu/unu SSCC
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9. VBemomuicHHE
COOCTBEHHOCTH

cyOBeKkTa oOpalleHusi, OCYIIECTBISIONIEr0 Iepeaadyy IpaB
Ha JIII, o mnoxarBepxaeHuu (aKIENTOBAHUH) HOBBIM

cOOCTBEHHHKOM CBEAECHMI O nepeaayde npaB coocTtBeHHocTH Ha JIIT

ITepeuens
nepe1aBaeMbIX
CBEJICHUU U

ENEN NS
HMH(OPMAIIMOHHOTO

pecypca

VYBenomiienne cyObekTa oOpaleHus, OCYUIECTBISIONIETO
nepefgady mnpaB coOctBeHHocT Ha JIII, o moaTBepxkaeHUU
(aKuenToBaHMM) HOBBIM COOCTBEHHUKOM CBEJACHUH O CMEHE
cooctBennuka JIIT Qopmupyercss Ha OCHOBaHMM paHee
3apErUCTPUPOBAHHOW HOBBIM COOCTBEHHHKOM OIEpaIliu |
COJICPKUT CIICAYIONINE CBEACHHUS:

— JaTa COBCPUICHUS OIICpAaIlhu,

—  PETrHCTpallMOHHBIM HOMEp HoBOro coOctBeHHuka JIII
B IC MJUJIIT,

— PpEruCTpallMOHHBIH  HOMep  cyObekTa  oOparieHus,
OCYUIECTBIISIIOIIETO  Iepefadyy IpaB  COOCTBEHHOCTH,
B NC MJJIIT,

— TIOATBEPXKJCHUE TPUEMKH TMPUOCTAHOBJIECHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciu PocsnpaBHagzop NpuHSII
pelieHre O BpeMEHHOM BbIBoAe u3 oOpamenus JIII
corsiacho 1. 7.1 [lacropToB mpoiieccoB)

—  SGTIN w/mmmm SSCC
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3.6.1. Bo3 JIII na teppuropuio Poccuiickoii ®enepanuu u3 rocyaapcrB-4jieHOB
EAJC (npsmMoii nopsaoK)

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 14
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AHHOTaAUg

Perncrpatma B HNC MJIJII cBenennii o BBo3e JIII
B Poccuiickyro ®epepanuio u3 rocygapcts-wieHoB EADC
OpeanosaraeT BO3MOXHOCTb INPUMEHEHHS MPSMOr0 WU
o0paTHOro MopsijKa nepeaadn CBeACHUN.

[Ipu BeIOOpE TpsIMOro MOpsAAKA MEepeladyd U MOATBEPKIACHUS
cBelleHUi nepxkareneM PY (unm ero mpeacTaBUTEIbCTBOM),
peructpupytorcst cseaenuss o6 orrpyske JIII B Poccuiickyto
@enepanuro, nokymnarenem JIII Ha Teppuropum Poccuiickoi
®denepanuu, OCYILECTBIIAECTCS NOATBEPKICHUE
3aperucTpUPOBAHHBIX CBEJICHUN 00 OTIpy3Ke.

IIpu ocymectBnennun npuemku JIII Ha cknag mokynareiem
TOBapa JOJDKEH OBITh OCYIIECTBIEH OoTOOp o060pasioB JIII
B LIEJISIX MOATBEPKICHUS COOTBETCTBUS TEXHUYECKUM
periiameHTam COIJIaCHO TpeOOBaHUSM JIEUCTBYIOLIETO
3akoHOAareNbcTBa Poccuiickon denepanuu.

Peructpanus 8 UC MJUJIIT cBenenuit o BBome JIII B oGopor
Ha tepputopun  Poccuiickon  ®enepauuu  OCYIIECTBIISIETCS
noKymnareineM Tmociie opopMIIeHUST HEOOXOAMMOro TOKyMEHTa
HOJTBEPKACHHS COOTBETCTBUSA (ACKJIapalys, CepTUPHUKAT)

YyacTHUKH
B3aUMOIENCTBUS

— gaepxarenb PY wnu mpenctaBUTENBCTBO jaepxkarens PY,
ABJISIIOIIETOCS NHOCTPAHHON OpraHu3aluen;

— cCcyOBeKT  oOpallleHus, OCYIIECTBISIOMMA  MOKYIKY
(IToxymnatens)

OnucaHue BBIIOJHIEMBIX JEHUCTBUN

1. Orrpy3ska JIII B Poccuiickyro @enepannto u3 rocygapcrsa-awieHa EASC.

2. — 3. Perucrpammss B8 UIC MJIJIII cBenenmit 06 orrpy3ke JIII B Poccuiickyro

®enepanuto u3 ctpad EADC
IIepeuens [Ipu peructpamuu ceaenuit 06 orrpyske JIII B Poccuiickyro
[epe1aBaeMbIX ®enepanuto u3 rocynaperpa-uwiena EADC nepxkarens PY (unu
CBEJICHUI 1 €ro TPEJCTABUTEIBCTBO) TIEPENAeT CIEAYIOMUE CBEIACHUS
BJIaJICIICI] B UC MJIJIIL:
WH(OPMAITMOHHOTO :

— J1aTa COBEpIICHUs ONEepaluu;

pecypca

— perucTpallMOHHbBIA  HOMep  aepxkarens PY  (umm
npeactaButensersa) B UC MJUJIIT,

— UJEHTU(PUKATOP MHOCTPAHHOIO KOHTpAareHTa — MpojaBlia
JIIT (ipy HaNTM4Mm);

— I/II[GHTI/I(I)I/IKaTOp MCCTa OCYHICCTBICHUA ACATCIBbHOCTH
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MOKYTIATelIsA, HA KOTOPOE OCYIIECTBISETCS MPUEMKA;
— THUI IOTOBOPA;
— JlaTa MepBUYHOTO JOKYMEHTA,
— HOMEp MEPBUYHOTO JTOKYMEHTA;
— 1ena peanuzauuu JIII (Bkmrouas HC), pyO;
— cymMma HJIC (ecnu caenka obnaraercst HIIC), py0
—  SGTIN w/unmu SSCC

B ciyyae HeoOXOAMMOCTH yKa3aHUsl Pa3iMYHbIX LIEH BHYTPHU
IrPYyNIIOBOM YIIAaKOBKU JiepKareib Py (umu ero
NPEICTABUTEIBCTBO) COOOIIAET JOMOJHUTENBHO CIEIYIOLIUe
ceenenus i SSCC:

—  GTIN;
— HOMEp IPOU3BOACTBEHHOW CEpUH;

— 1ueHa peanuzanuu JIIT (nns ykazanaeix GTIN u HOMepa
cepun, Bxaovas HJ[C), py0.;

— cymMma HJIC (ecnm cnenka obnaraercs HJIC), py6

4. VYBenominenue mokymnarens o0 otrpyske JIII B Poccuiickyro deneparuto
u3 rocyaapcrBa-wieHa EADC

ITepeuenn
nepeaaBaeMbIxX
CBEICHUI U
BIIaJIETIEI
HH(POPMAITMOHHOTO

pecypca

VYBenomnienne mokymnartens o0 orrpyske JIII B Poccuiickyro
Odeneparuio U3 rocyaapctBa-wieHa EADC  dopmupyercs
HAa OCHOBAHUM paHEE 3apETUCTPUPOBAHHOM Jepxkareiem PY
(w1 ero TPEeJACTaBUTEIbCTBOM) OINEpallud MU COJCPIKUT
CJIEAYIOIINE CBEICHHUS:

— JlaTa COBEpIICHUS OIepallli;

— pErucTpallMOHHBIM  HOMep  aAepxkarens PY  (wim
npeactaButenbcrsa) B UC MJUJIIT,

—  WACHTU(PUKATOP WHOCTPAHHOTO KOHTpAreHTa — MpOJaBIia
JIIT (ipy HANTM4MM);

- I/I,Z[eHTI/I(I)I/IKaTOp MCECTa OCYHICCTBICHUA ACATCIbHOCTH
IMOKYIIATEJIs1, HA KOTOPOE OCYILIECTBIIAICTCS NPUCMKA,

— TWI AOTOBOPA;
— JlaTa IEPBUYHOrO JOKYMEHTA;
— HOMEP NEPBUYHOrO JOKYMEHTA;

— neHa peanmu3saruu JIIT (Bxmouas HJIC), py0.;
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— cymMma HJIC (ecnu caenka obnaraercs HJIC), py6
—  SGTIN u/unu SSCC

B cnydae ykazaHWsS pa3NMUYHBIX I1I€H BHYTPH TPYIIIOBOM
YIAaKOBKM B  YBEJOMJICHHH JIOMOJHUTEIBHO  COJEPIKATCS
cnenyromue cenenus st SSCC:

— GTIN;
— HOMeEp IMPOU3BOJICTBEHHOW CEpUU;

— 1ueHa peanuzanuu JIIT (ans ykazanasix GTIN u HOMepa
cepun, Bratodas HJ[C), py6.;

— cymMma HJIC (ecnu caenka obnaraercs HIC), pyo

5. Bso3z JIII Ha
EADC

tepputoputo Poccuiickoit denepaunn u3 rocyaapcTBa-djieHa

6. OcymiecTBIeHHME TIPOBEPKU  IMOKyMaTeJeM paHee  3aperuCTPUPOBAHHBIX
nepxxarenem PY (i ero mpencTaBUTEILCTBOM) CBeleHHM 00 otrpyske JIIT
B Poccuiickyro ®Denepannro

7. ITpuemka JIIT Ha cknaz [lokymaTtens

8. — 9. Iloarepxkaenue (akuenroBanue) nokymnatenem B MC MJJIIT cBenenuit
06 otrpy3ske JIIT B Poccuiickyro ®deneparuto u3 rocynapcrsa-uieHa EADC

ITepeuenn
nepeaBaeMbIX
CBECHUI U
BJIAJENEl]
HH(POPMAITMOHHOTO

pecypca

JIns ocylIecTBIEHUSI MNOITBEPKICHUS (aKLENTOBAaHUSA) paHEe
3apEruCTPUPOBAHHBIX JepKaTeIEM Py (nwm ero
MPEJCTABUTEIBCTBOM ) CBEICHUH 00 OTIpy3Ke JIIT
B Poccuiickyto ®enepaunio u3 rocynapcra-wieHa EADC
nokymnarenab odecrneunBaet nepemaaay B UC MJUJIIT crenyrommx
CBEJICHUM:

— JlaTa COBEpIICHUS OIepallli;

—  WACHTU(PUKATOp MeCcTa OCYIISCTBICHUS JeATEIHHOCTH
MIOKYTIATENsl, HA KOTOPOE OCYILIECTBICHA IPUEMKA;

— perucTpallMOHHbBIA  HOMep  aepxkarens PY  (umm
npeactaButenscrsa) B UC MJUJITI,

— SGTIN n/umu SSCC;

— TOATBEPXKIACHUE MPUEMKH MPHOCTAHOBICHHOIO TOBapa
(yka3piBaeTcsi B ciydae, eciau Poc3apaBHaa30p MPUHSIT
pelliecHue O BpPEMEHHOM BbIBOJie u3 oOpamenus JIII
cornacHo n. 7.1. nacrosimux [TacnmopToB nmponeccos
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10. YBenomiuienue aepxatens PY (win ero npeactaBuTeNbCTBA) O MOATBEPKICHUN
(akuentoBaHuM) moKymnareneM cBeAeHudd 00 otrpyske JIII B Poccuiickyto
®enepanuto u3 rocyaapcrea-uieHa EADC

Ilepeuens
nepe1aBaeMbIX
CBEJICHUU U

ENEN NS
MH(OPMAIIMOHHOTO

pecypca

VYBenomiienue aepxarens PY (unum ero mnpeacTaBUTENbCTBA)
O MOATBEPKJAECHUU (AKIENTOBAHMM) TMOKyNaTeJeM CBEICHUMN
00 otrpy3ke JIII B Poccuiickyro @enepannio U3 rocyaapcraa-
yieHa EADC  dopmupyercs Ha  OCHOBAaHHMU  paHee
3apETUCTPUPOBAHHON IOKYIIATEJIEM ONEpPAllMd U  COJIEPKUT
CIEAYIOIINE CBEICHHUS:

— JaTa COBCPUICHUS OIICpAIIhH,

— HI[@HTI/I(l)I/IKaTOp MECTa OCYHICCTBJICHUA OCATCIIBHOCTHU
MOKYIIATCJIsA, HA KOTOPOC OCYIICCTBIICHA IIPHUCMKA,

— pErucCTpallMOHHBIA  HOMep  aepxkarens PY  (wim
npencrasurenbersa) B UC MUJIIT

— SGTIN n/umm SSCC;

— TIOATBEPXKJCHUE TPUEMKH TMPUOCTAHOBJIECHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciu PocsnpaBHanzop NpuHSII
pelieHrue O BpeMEHHOM BbIBoJe wu3 oOpamieHus JIII
corjacHo 1. 7.1. Hactosmux [lacnmopToB nporeccon

11.0t160p obpasnos JIIT s moaTBep>KaeHUsT COOTBETCTBUS

12. [TonyueHne TOKYMEHTOB MOATBEPKACHUS COOTBETCTBUA W BBOA JIII B 0O60poOT
Ha Tepputopun Poccurickoit @enepannu

13. — 14. Peructpammus B HMC MJIJII cBenenmii o BBome JIII B o06opor
Ha Tepputopun Poccuiickoit @enepannu

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICIICI
UH(OPMAITMOHHOTO

pecypca

[Tpu peructpammu 8 UC MIJIIT ceenennii o BBoae JIII B o6opot
Ha Tteppuropun  Poccuiickonn ~ ®dexepauuu  MOKyIaTelb
oOecrieunBaeT nepenaydy CleayoNnX CBEICHHIMA:

— JlaTa COBEpIICHUS OIEpallni;

- I/I,Z[eHTI/I(I)I/IKaTOp MCECTa OCYHICCTBICHUA ACATCIbHOCTH
IIOKYIIATEJIs1, HA KOTOPOC OCYIECTBICHA IIPUEMKA,

—  BHJ JJOKYMCHTA MOJTBEPIKICHHUS COOTBETCTBUS,

— JaTa JOKyMEHTa IMOATBEPKIACHUS COOTBETCTBUS;
— HOMEp JOKYMEHTA MOATBEPKACHUS COOTBETCTBUS;
— SGTIN n/mm SSCC.

B claydac HGO6XOI[I/IMOCTI/I YKazaH1sd HCCKOJBKHMX OOKYMCHTOB
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NOJNTBEPKACHHUS ~ COOTBETCTBHSI ~ NOKyHarelb  COOOLIaeT
JOTIOJIHUTEIIBHBIE CBEICHUS:
—  GTIN;

— HOMeEp IPOU3BOJICTBEHHOW CEpUU;

— BHUJ JIOKYMEHTa TIOJTBEPKICHUS
ykazanHoro GTIN;

COOTBCTCTBHUA  OJIA

— PEKBU3HTHl JIOKYMEHTa TIOJITBEPXKIACHUS COOTBETCTBHS
(mata u HOMep) 1u1st ykazanHoro GTIN

15. Beirpyska

CBEJICHUH B

[loncucremy  «BbIOOpOUHBIE ~ KOHTPOJIBY

aBTOMAaTU3UPOBAHHOW HHQOpMaIMOHHON cuctembl Poc3apaBHag3opa o BBO3E
JIIT B Poccuiickyro denepannio 1 BBoji€ B 000pOT

ITepeuens
nepe1aBaeMbIX
CBECHUN U
BJIaJIENIE1]
UH(GOPMAIIMOHHOTO

pecypca

NC MJIJIIT mocpeactBom CMOBB ocymiecTBisieTr nepenavy

ceenennii B llomcucremy — «BBIOOpOYHBI  KOHTPOJIBY
ABTOMAaTU3UPOBAHHOU nH(pOpMaIIMOHHOM CHUCTEMBI
Poc3npaBHagzopa corjacHO TEPEeYHI0  MH(POPMAIIMOHHOTO
B3aUMOJICHCTBHSI.

16. — 17. Peructpanus 8 UC MJIJIII ceeaenuii 06 or6ope obdpasmos JIII (B memsx
TIOJITBEPIKIACHHUS COOTBETCTBUS)

[Tepeuenn
nepeaaBaeMbIxX
CBEICHUI U
BIIaJIETIE1]
HH(POPMAITMOHHOTO

pecypca

ITpu perucrpanuu B UC MJIJIIT cBenenuit 06 ot6ope oOpasnos
JIIT mokymartens obecrieurBaeT rnepeiavy CaeayrouX CBEeICHHM
B UC MJJIIT:

— J1aTa COBEPIICHUS OIepaIiu;

— uAeHTU(]UKATOp MecTa OCYIIECTBICHHUS JACATEILHOCTH
MOKYTIaTeJIs, HAa KOTOPOE OCYIIECTBICHA ITPUEMKA;

— BHJ 0TOOpa 00pa3IoB;
— SGTIN
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3.6.2. Beo3 JIII na teppuropuio Poccuiickoii ®@enepanuu u3 rocyaapcrB-4jieHOB
EAJC (o0paTHbIil IOPAIOK)

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

Pucynox 15
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AHHOTaUg

Perncrpanms B HMC MJIJII cBegenuin o BBo3e JIII B
Poccuniickyro @enepanmro u3  rocygapctB-wieHoB EADC
OpeanosaraeT BO3MOXHOCTh INPUMEHEHHS MPSMOIO  WIIU
o0paTHOro MopsijKa nepeaadun CBEACHUM.

[Ipu BBIOOpE OOpaTHOrO MOpsiAKa MEepefaddl U MOJITBEPKIACHHUS
cBeneHun nokynaresneMm JIIT peructpupyrorcs cBeeHUsI O BBO3€
JIIT B Poccuiickyto ®denepanuto, a aepxkarenem PY (wim ero
PEICTABUTEIHCTBOM), OCYILLECTBISIETCA ~ TOATBEPIKJICHHE
3apEeruCTPUPOBAHHBIX CBEJCHUN O BBO3E.

Jnst  ocyuiecTBieHHs OOpaTHOrO TOPSAJKA IOJTBEPKIACHHUS
CBEJleHMH B JM4YHOM KaOuHere Jnepxkarens PY (wmm ero
NPE/ICTABUTENBCTBA) JIOJDKEH OBbITh 3apErMCTPUPOBAH CIIMCOK
COOTBETCTBYIOIIMNX JIOBEPEHHBIX KOHTPAr€HTOB - MOKYIATEIEH.

IIpu ocymecrBnennn npuemkn JIII Ha cknam mokynarenem
TOBapa JOJDKEH OBITh OCYIIECTBIEH OTOOp o00pasioB JIII
B LIEJISIX MOATBEPKICHUS COOTBETCTBUS TEXHUYECKUM
perilameHTam COIJIaCHO TpeOOBaHUSM JEUCTBYIOLLIETO
3akoHoAarenbcTBa Poccuiickon denepanuu.

Peructpanius B8 UC MJUJIIT cBenenuit o BBome JIII B oGopor
Ha Tepputopun  Poccuiickonn  @enepauii  OCYIIECTBIISECTCS
MOKymareneM Tmociie opopMIIeHUST HEOOXOAMMOIro TOKyMEHTa
MOJITBEPKACHHSI COOTBETCTBHUS (IeKIapalius, cepTuduKar)

YuyacTHUKH
B3aMOJICHCTBUS

— gaepxarenb PY wny mpenctaBUTENBCTBO Jepxkarenss PY,
ABJIAIOLIETOCS HHOCTPAHHOM OpraHu3aluei

— CcyOBeKT  oOpalleHus, OCYHISCTBIAIONIMNA  TOKYIKY
(IToxymnatenn)

OnucaHue BBIIOJHIEMBIX JTEHUCTBUN

1. Orrpy3ska JIII B Poccuiickyto @enepannio u3 rocyaapcrpa-awiena EADC

2. Bro3 JIII wma teppuroputo Poccuiickoit dexepanuu u3 TOCyAapcTBa-uieHa

EADC

3. — 4. Ilepenaua ceeaenuii 8 UC MJIJIIT o BBO3e JIIT B Poccuiickyro denepanuro
u3 rocyaapcrBa-usiena EADC

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH(POPMAIITMOHHOTO

pecypca

IIpn peructpanum ceenenud o BBo3e JIII B Poccuiickyro
@enepanio U3 rocyaapcTBa-uieHa EADC mokynartenem
COOOIIAIOTCS CIASAYIONINE CBEACHUS:

— JlaTa COBEpPIIICHHS OTepallni;

- I/II[GHTI/I(I)I/IKaTOp MECTa OCYHICCTBICHUA ACATCIbHOCTH
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IMOKYIIaTCJIsl, HaA KOTOPOC OCYHICCTBIIACTCA IPUCMKA,

— pErucTpallMOHHBIM HOMep nepxartens PY (uwim ero
npencrasurenscrsa) B UC MUJILL;

— UIEHTU(PUKATOP MHOCTPAHHOTO KOHTpAareHTa — MpojaBlia
JIIT (ipu HATM YK,

—  THII IOTOBODA,

— J1aTa MepBUYHOTO JIOKYMCHTA;

— HOMeEp NMEPBUYHOTO JIOKYMEHTA,;

— neHna npuodpetenus JIIT (Bxkarouas HJC), py6.;

— cymMma HJIC (ecnu cnenka obnaraercst HIIC), py0
—  SGTIN w/umu SSCC

B ciyqae HEOOXOAUMOCTH yKa3aHUs Pa3jIMYHBIX IICH BHYTPH
TPYIIIOBOM YIMAKOBKH TOKYMHAaTEeb COOOIIACT JOMOIHUTEIBHO
cnenyromue cenenus st SSCC:

—  GTIN;
— HOMeEp IIPOU3BOJICTBEHHOU CEpUH;

— 1eHa npuobpetenus JIIT (mst ykazanuaeix GTIN u HOMepa
cepun, Bxaodas HJ[C), py0.;

— cymMma HJIC (ecnm cnenka obnaraercs HJIC), py6

[IpoBepka BO3MOKHOCTH peructpauuu ceaeHuit o BBose JIII B Poccuiickyro
Oenepanuio  (Hanuuusi CyOBEKTOB OOpalieHuss B CHHUCKE JOBEPEHHBIX
KOHTPAareHTOB)

Ortka3 B peructpamuu ceaeHuit o BBoze JIII B Poccuiickyro denepanuio npu
OTCYTCTBHMM IIOJy4aTessl B CIHCKE JOBEPECHHBIX KOHTPAarcHTOB Jepxarens PY
(W1 ero MpeICTaBUTEIbCTBA)

Peructpanus 8 UC MJUJIIT cBeaenuit o BBo3e JIII B Poccuiickyro ®deneparuio
u3 rocyaapcra-usiena EADC (mpu 0TCyTCTBHM OCHOBaHUU JJIs1 OTKa3a)

VYBenomnenue naepxkarenss PY (uwnm ero mnpencraButenbcTtBa) o BBo3e JIII
B Poccuiickyto @enepannio u3 rocynaperpa-aiena EADC

ITepeuens VYBenominenue aepxarens PY (unum ero mnpeacTaBUTENbCTBA)
IepeaaBacMbIX o BBo3e JIII B Poccuiickyro @enepanuio u3 rocyaapcra-djieHa
CBEJICHUU U EADC dopMupyercs Ha OCHOBaHUU paHee 3apErUCTPUPOBAHHOM
BJIAJIEJIEI] MOKYTIATEJEM OIEPALMU U COJIEPKUT CIEAYIOIINE CBEACHUS:
MH(POPMAIITMOHHOTO :

— JlaTa COBEPLICHHMS OINEpalNHy;
pecypca

— UJSHTU(UKATOP MecTa OCYIIECTBICHUS JAESITEIbHOCTH
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IMOKYIIaTCJIsl, HaA KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

perucTpauMoHHbld  HOMep gnepxkarens PY (wnmm  ero
npeactaButenbersa) B UC MJUJITI,

UJEeHTU(DUKATOP MHOCTPAHHOI'O KOHTpareHTa — IMpojaBla
JIIT (ipu HATM YK,

THUII JIOTOBOPA;

JaTa TIEPBUYHOTO JOKYMCHTA,

HOMED MEPBUYHOTO JIOKYMEHTA;

nieHa npuooperenus JII1 (Bxkmrouas HIC), pyo.;
cymma HJIC (ecnu cnenka obnaraercs HJIC), py6
SGTIN w/unu SSCC

B cnydae ykazaHus pa3iMYHBIX IIEH BHYTPH T'PYIIIOBOM
YIAaKOBKM B  YBEJOMJICHHH JIONOJIHUTEIBHO  COJIEPIKATCS
cnenyromue cenenus st SSCC:

GTIN;
HOMEp MPOU3BOACTBEHHOM CEPHUH;

niena npuoopererus JIII (ms ykazanasix GTIN u HoMepa
cepun, Bxaodas HJ[C), py0.;

cymma HJIC (ecnu cnenka obmaraercst HIIC), py6

9. OcymiecTBiieHne MpoOBepKH jaepxkateneM PY (umm ero mpeacTaBUTEIHCTBOM)
paHee 3aperucTPUPOBAHHBIX MTOKyNateneM cBefgenui o BBose JIII B Poccuiickyro
®enepanuio u3 rocyaapcta-uieHa EADC

10.— 11. Tloarepxxknenue (akmentoBanue) B MMC MJIJIIT cBenenuit o BBo3e JIII
B Poccuiickyro ®@enepanuto u3 rocygapctBa-wieHa EADC aepxarenem PY (wim
€ro MpeJCTaBUTEIHCTBOM )

[lepeuyenn JIns ocyliecTBIEHUs MOITBEPKICHUS (aKLENTOBaHUSA) paHee
repeaaBacMbIX 3apErUCTPUPOBAHHBIX IMOKyIareyieM cBeneHud o BBosze JIII
CBEJICHUU U B Poccuiickyto ®enepaunio u3 rocynapcra-uieHa EADC
BJIAJIEJIE1] nepxarenb PY (Wnum ero mpencTaBUTENbCTBO) OOECIEUMBAET

uHdopmarmonnoro | nepenady B UC MJUJIII cnenyromux cBeaeHMi:

pecypca

JlaTa COBEPIIICHUSI OTIEpalliH;

perucTpalluoHHbIl HOMep jepxkatens PY (uim  ero
npeacraButenbceTBa) B UC MJJIII,

I/II[GHTI/I(I)I/IKaTOp MCECTa OCYHICCTBICHUA ACATCIbHOCTH
IMOKYIIAaTCJIAA, Ha KOTOPOC OCYIICCTBIIACTCA IIPHUCMKA,




78

— SGTIN n/mm SSCC;

— TOATBEPKICHUE NPUEMKH MPUOCTAHOBIEHHOTO TOBapa
(ykaspiBaeTcsi B ciydae, ecau PocsnpaBHag3op OpHHSII
pelieHre O BpPEMEHHOM BbIBojAe u3 oOpamenus JIII
coryacHo 11. 7.1. Hacrosmux [lacmopToB mpoueccon

12. YBegomiieHHe MOKyMNaTess O NOATBEPKACHUU (aKIENTOBaHUN) Aepxkarenaem PY
(UM ero TMpeAcTaBUTEILCTBOM) cBelneHuit o BBo3e JIII B Poccuiickyio
®enepanuto u3 rocyaapcra-uieHa EADC

IIepeuens
nepe1aBaeMbIX
CBEICHUN U
BJIaJIENIEN]
UH(GOPMAIIIOHHOTO

pecypca

YBenomiieHHe MOKyMareass O MOATBEPKICHUU (aKLENTOBAHUM)
nepxxarenem PY (w1 ero mnpencTaBUTENbCTBOM) CBEICHUM
o Bo3e JIII B Pocculickyro @enepanuio U3 rocyaapcraa-ujieHa
EADC popmupyeTcst Ha OCHOBaHUU paHee 3aperucTPUPOBAHHOM
ONEPALMU U COAEPIKUT CIEAYIOLINE CBEACHUSA:

— JaTa COBCPUICHUS OIICpAIlhH,

— PEruCTpallMOHHBIM HOMep nepxartens PY (wim ero
npencrasurenbersa) B UC MIUJIIT

- I/II[GHTI/I(bI/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
IMMOKYIIATCJIA, HA KOTOPOC OCYIICCTBIIACTCA IIPHUCMKA,

—  SGTIN n/mmm SSCC;

— TOJATBEPXKACHUE MPUEMKH MPUOCTAHOBIEHHOIO TOBapa
(yka3pIBaeTcsi B ciiy4yae, eciau Poc3npaBHaa30p MNPUHSII
pelieHre O BpPEMEHHOM BbIBojge u3 oOpamenus JIIT
coryacHo 1. 7.1. HacTosimux [TacopToB mporeccoB

13.0t160p obpasnos JIIT s moaTBepKaeHUsT COOTBETCTBUS

14. Tlonydyenne JOKYMEHTOB MOATBEPXACHUS cOOTBeTCTBUS U BBOJ JIII B 06opoT
Ha teppuropun Poccuiickon denepannn

15.— 16. Perucrtpammus B HMC MJIJII cBemenmii o BBome JIII B o6opor
Ha Teppuropun Poccuiickon denepannn

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH(POPMAIITMOHHOTO

pecypca

ITpu peructpauuu 8 UC MJIIT cBenennii o BBoae JIIT B 06opoT
Ha Ttepputopun  Poccuiickonn ~ ®depepauun  MOKyNaTelb
oOecrieunBaeT nepenady CleayONNX CBEICHHNA:

— JlaTa COBEpIICHMS OTEpallni;

- I/II[eHTI/I(l)I/IKaTOp MCECTa OCYHICCTBICHUA OCATCIBbHOCTHU
IIOKYIIATEJIs1, HA KOTOPOE OCYIIECTBIIAICTCS IPUCMKA,

—  BHUJI JOKYMEHTA NOATBEPKICHUS COOTBETCTBUSI;
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— JaTa JOKyMEHTa MOJATBEPKIACHUS COOTBETCTBUS;
— HOMEp JOKYMEHTa MOATBEPKACHUS COOTBETCTBUS;
—  SGTIN w/unmu SSCC
B cinyyae HeoOX0IMMOCTH yKa3aHHUS HECKOJbKHX JTOKYMEHTOB
NOJNTBEPKACHHUS ~ COOTBETCTBHMSI ~ IOKyHaTelb  COOOLIaeT
JOTIOJIHUTEIbHBIC CBEICHUSI:
—  GTIN;
— HOMEp IPOU3BOACTBEHHOU CEpUH;
— BHUJ JIOKYMEHTa TMOJTBEPXKIEHUS COOTBETCTBUS  JJIst
ykazanHoro GTIN;
— PEKBU3UTHl JOKYMEHTa TMOATBEPKIACHUS COOTBETCTBUS
(mata u HOMep) 115 ykazanHoro GTIN
17. Beirpy3ka  cBegenuidr B [loacucteMy — «BbIOOpOYHBI ~ KOHTPOJIBY

aBTOMAaTU3UPOBAHHON HHQpOpMAIIMOHHON cuctembl Poc3apaBHam3opa o BBO3E
JITT B Poccuiickyro denepainio 1 BBOJIE B 000pOT

[Tepeuenn NC MJIUJIIT mocpeactBom CMDBB ocymiecTBisieT nepeaavy
Iepe1aBaeMbIX ceenennii B llomcucremy — «BBIOOpOYHBIM ~ KOHTPOJIBY
CBEJICHHI U ABTOMAaTU3UPOBAHHOMN UHGOPMAIIMOHHON CUCTEMBI
BJIAJENeI] PocsnmpaBHagzopa cormacHO TEpeYHI0  MH(POPMALMOHHOTO
MH(GOPMAIIMOHHOTO | B3aUMOJICHCTBUSI.
pecypca

18. — 19. Peructpamus B HUC MIJII cBenennit 06 orbGope 00pa3ios

nexkapctBeHHbIX JIIT (B Lensix moaTBepKAEHUSI COOTBETCTBUSA )
[lepeuenn [Tpu peructpanuu 8 UC MJUJIIT cBenenuit 06 ot6ope 06pasion
repeaaBacMbIX JITIT mokymnaTenb o0ecrednBaeT nepeaady ClIeayomuX CBeIeHUN
CBEJCHUH U B IC MJUJIIT:
BJIaJIEJIe1]
— JlaTa COBEPLICHHMS OIEpaLNH;

UH(OPMAITMOHHOTO
pecypca —  WACHTU(PUKATOp MeCcTa OCYIICCTBICHUS JeATEIHHOCTH

MOKYMaTesis, Ha KOTOPOE OCYIICCTBIISICTCS IPHEMKA;
— BHJ 0TOOpa 00pa3IoB;
— SGTIN
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3.7. Bzanmopneiicreue UC MJIII ¢ ®TC Poccuu

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

Pucynok 16
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AHHOTaUA B  memax  mpoBepkun  BO3MOXKHOCTHM — Bbimycka  JIII
st BHyTpeHHero notpebnenuss OTC Poccum ocymiecTBiseT
Hanpasienue 3anpoca B UC MJIII Ha mosiyyeHue CBEACHUI
o craryce aeknapupyembix JIII

Y4yacTHUKU — O®OTC Poccun

B3aUMOJICHCTBUSA

OnucaHye BBIITOIHIEMEBIX IEUCTBUMI

1. ®opmupoBaHue U HalpaBlIeHUE 3aMpoca Ha NojlydeHue ceenenuit o craryce JIII

ITepeuens
nepeaaBaeMbIX
CBECHUN U
BJIaJIENIE1]
UH(GOPMAIIIOHHOTO

pecypca

EAUC  TamoxenHelx  opraHoB  nocpeactsom  CMOB
ocymiecTBigeTr mnepenauy 3ampoca B MC MJIJIII cormacHo
dbopmaty nHGOPMAILIMOHHOTO B3aUMOICUCTBHS.

2. Peructpauus u o6paboTka 3anpoca Ha noiydeHue csenenuii o craryce JIII

3. (I)OpMI/IpOBaHI/IG N HaIIpaBJICHUC OTBCTAa Ha 3allpoOC Ha IIOJYYCHHUC CBGI[@HI/Iﬁ

o craryce JIIT

ITepeuenn
nepeaaBaeMbIX
CBEICHUI U
BJIAJENel]
HH(POPMAITMOHHOTO

pecypca

NC MIJIIT mocpeactBom CMOBB ocyliecTBiIgeT mnepeaady
oTBeTa Ha 3ampoc cBeaeHuit o craryce JIII B EAHNC
TaMoXeHHBIX OpraHoOB corjacHo ¢opmaTy HH()OPMAIIMOHHOTO
B3aMOJICHICTBHSI.

4. TlonyuyeHue U MpoBepKa CBEACHUMN, IPUHATUE PEIICHUS O BO3MOKHOCTH BBIITyCKa
JIIT nyist BHyTpEHHEr0 MOTpeOIeHus

5. ®opmupoBanue u nepegaya B UC MIJIIT ceenenuit uz EANC TamoxkeHHBIX
opraHoB o Beimycke JIII aiis BHyTpeHHET0 moTpeOieHus

ITepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICIICI
UH(OPMAITMOHHOTO

pecypca

EAUC  TamoxenHsix  opraHoB  mnocpeactsom CMDOB
OCYIIECTBIIAET  mepemady  cBeaeHuid o  Beimycke  JIII
st BHyTpeHHero  notpednenns B MC MJUIIT  cormacHo

dbopmaTy HHGOPMAITMOHHOTO B3aUMOICHCTBUS.
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3.8. Ilepemaua JIII, npousBeaeHHbIX Ha Tteppuropuu Poccuiickoit ®enepauum,

coocrBeHHUKRY JIII

3.8. MNepepnayva J1l1, nponsseneHHbIX Ha Tepputopun Poccunckon deaepanmm, COGCTBEHHUKY

Poccuinckui
Nnpou3BoAUTENb

CybbekT obpalleHus -
COBCTBEHHUK

nc Mmann

HeobxogumocTs
nepepayu N

COBCTBEHHUKY

4

1. Otrpyaka M
COBCTBEHHUKY

A 4

2. Mepenava

HeobxoaumocTts
npuemku NN

cobcTBeHHUKOM

/TN\_381-mave_owner.xsd

ceeneHunit 06 oTrpyske
NN cobereeHHuKy

Ocywecrenexa
nepepaya N
COBCTBEHHUKY

SGTIN/SSCC

Y

OcyulectBnena

npuemka NN
cobcTBEHHUKOM

607-accept_notification.xsd

3. Permctpauus

cBepeHuit 06 oTrpyske

1N coBeTBeHHUKY

4. Ysepomnexue 06
orrpyske 1N
CODCTBEHHUKY

Peectp porymerros/Peectp
TOB&POR

5. MNpuemka 1M Ha 603-mave_owner_notification.xsd
cknag cobcTeeHHMKa SGTIN/ SSCC
v
6. MNMposepka
ceeaeHui 06 oTrpyske
NN cobetBeHHMKY
v
7. NoaTeepxaeHue 8. Peructpauua
(akyenTtoBanme) 701-accept.xsd ?:f'::f 0?:1::’;
cBefeHwn ob oTrpyake SGTIN/SSCC B
ceefeHun o6 oTrpyske
1IN cobereeHHmnky 11N coBeTBeHHMKY

SGTIN / SSCC

9. YsefiomMneHue o
noaTsepxaeHUN
(akuenToBaHuu)

csefeHui o6 oTrpyake

JIN coBereeHHuky

A

Pucynox 17
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AHHOTaAUg

B cnyuae, ecnu coOctBeHHUKOM npousBeAeHHbIX JIIT sBasiercs
opraHuzaius, KoTopas OTJIu4yHa OT jAepxarens PY wu/unm
OT IPOU3BOAUTENA  JICKAPCTBEHHBIX  CPEACTB,  YKa3aHHOIO
B CTAAUAX IIPOU3BOJACTBA PETUCTPALMOHHOIO YIOCTOBEPECHUS
JIIT, To 8 UC MIJITT HEOOXOAMMO 3aperucTpupoOBaTh ONEPAIUIO
nepenauu JIII cobcTBennuky JIIT

YyactHUKHN
B3aUMOIENCTBUA

—  POCCHICKMI MPOU3BOAUTEND JIEKAPCTBEHHBIX CPEJICTB,;

— cooctBennuk JIIT

Omnncanue BBINOJTHACMBIX HeﬁCTBHﬁ

1. Otrpy3ka JIIT co6ctBenHuky JIIT

2. — 3. Peructpauus 8 UC MJIII cBenennit 06 otrpyske JIIT coGcTBEeHHUKY

IIepeuens
nepeaaBaeMbIxX
CBECHUN U
BJIAJIEIIEL]
UH(POPMAIIOHHOTO

pecypca

[Tpu peructpauun B UC MIJIII cBenenuit 06 otrpyske JIII
COOCTBEHHHMKY POCCHUHCKHI TIPOU3BOJUTENH JIEKAPCTBEHHBIX
CPEICTB COOOIIAET CAEAYIOLINE CBEICHU:

— JaTa COBCPHICHUA OIICpAIINH,

- I/II[GHTI/I(bI/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
pOCCHﬁCKOI‘O MpoOU3BOAUTCIIAA JICKAPCTBCHHBIX CpPCACTB,
C KOTOPOT'O OCYHIECTBIIACTCA OTIPY3Ka,

—  WACHTU(QUKATOpP MeCcTa OCYIICCTBICHUS JEATEIbHOCTU
cobctBennuka JII1, Ha KOTOpoe OCYIIECTBIAETCS IPUEMKA,

— J1aTa NOATBEPKAAIOIIET0 MEPBUYHOTO TOKYMEHTA;

— HOMEp NOATBEPKAAOIIETO MEPBUYHOTO JOKYMEHTA;

—  SGTIN w/mmu SSCC

10.YBenomiienne codbcTBeHHUKa 00 oTrpy3ke JIII

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICI
WH(OPMAITMOHHOTO

pecypca

VYBenomienne cobctBeHHuka 00 otrpyske JIII dopmupyercs
Ha OCHOBAaHMWM  paHEe  3apETUCTPUPOBAHHOM  POCCHUUCKUM
IPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEJICTB  ONEpalud U
COZIEPKUT CIEAYIOLIUE CBEICHUS:

— JlaTa COBEpPIICHUS OTEpallNH;

—  WACHTH(PUKATOp MeCTa OCYIICCTBICHHUS JeATEIHHOCTH
POCCUHCKOTO MPOU3BOJUTENSA JICKAPCTBEHHBIX CPEJICTB,
C KOTOPOT'0 OCYLIECTBIISIETCSI OTTPY3Ka,;

— UJEHTU(UKATOP MecTa OCYIIECTBICHUS JAESTEIbHOCTH
cooctBenHuka JII1, Ha KOTOpoe OCyIlIeCTBIsETCS NPUEMKA,;
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— JaTa HOATBCPKAAIOMICTO ICPBUIHOTIO JOKYMCHTA,
— HOMCP HNOATBCPKAAOMICTO IIECPBUIHOI'O JOKYMCHTA,

— SGTIN w/unu SSCC

11.TIpremka neKapCTBEHHBIX MIPENapaToOB COOCTBEHHUKOM

12.OcymectBnenue mpoBepku cobctBenHnkoM JIII panee 3aperucTpupoBaHHBIX
POCCHUHCKHAM TMPOU3BOJUTENIEM JICKAPCTBEHHBIX CPEICTB CBENECHUN 00 OTTrpy3Ke
JIIT coOCTBEHHUKY

13.— 8. [TIloxarBepxknenue (akuentoBanue) cooctBeHHukom JIII cBexeHuit
00 otrpy3ske JIIT

[lepeuenn JUiss  OCyIIeCTBIIGHUSI TOATBEPKICHUS (aKIENTOBaHUS) paHEe
nepeaaBacMbIX 3apeTUCTPUPOBAHHBIX pPOCCUACKHAM MIPOU3BOIUTEIIEM
CBEICHHIA JEKapCTBEHHBIX  CpPEeACTB  cBeAeHMd 00  orrpyske  JIII
cooctBennuk JIII obGecneunBaer mnepemauy B MC MJUJII
CIEIYIOLIUX CBEICHUM:

— I/IJIGHTI/I(bI/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
COOCTBEHHHUKA .HH, Ha KOTOPOE€ OCYHICCTBJIACTCS IIPUECMKA,

- I/II[GHTI/I(bI/IKaTOp MCCTa OCYHICCTBICHUA ACATCIBHOCTHU
pOCCHﬁCKOI‘O MpoOU3BOAUTCIIAA JICKAPCTBCHHBIX CPCACTB,
C KOTOPOT'O OCYHIECTBIIACTCA OTIPY3Ka,

— J1aTa COBEPIICHHMS OIepalliu;
—  SGTIN w/mimm SSCC

— TOJATBEPXKJACHUE MPUEMKH MPUOCTAHOBICHHOIO TOBapa
(ykaspIBaeTCsl B Cily4ae, eciau Poc3apaBHAA30p MPUHSI
pellieHue O BpPEMEHHOM BbIBOJIe U3 oOpamenus JIII
coriacHo 1. 7.1 ITacropToB mporeccoB)

14.YBenomiieHHE  pPOCCHUHCKOTO  IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEJNICTB
0 moATBepkaeHUH (akuentoBaHun) cooctBeHHUKOM JIIT cBegenuit 06 oTrpy3ke

JIIT
ITepeuens YBEeOOMJIEHHE POCCHMCKOrO0 IPOU3BOJUTENS JIEKAPCTBEHHBIX
nepeaBaeMbIxX CPEICTB O TMOATBEPKICHUU (AKIENTOBAHUH) COOCTBEHHHUKOM
CBEJICHUN JIIT cBenenmii 06 otrpyske JIII ¢popmupyercs Ha OocHOBaHWHU
paHee 3aperucTPUPOBAHHON ONEpaluy U COJIEPKUT CIEAYIOLINE
CBEJICHUSL:

— UJEHTU(UKATOP MecTa OCYIIECTBICHUS JEATEeIbHOCTU
cooctBenHuka JII1, Ha KOTOpOe OCYIIECTBISAETCS IPUEMKA;

— I/II[GHTI/I(I)I/IKaTOp MCCTAa OCYHICCTBJICHHUA ACATCIBbHOCTH
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POCCHUICKOTO TPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB,
C KOTOPOr'0 OCYIIECTBIISIETCS] OTIPY3Ka,;

AdaTta COBCPIICHUA OIICpalnm,

MOATBEPKJICHUE TPUEMKH MPUOCTAHOBICHHOTO TOBapa
(ykaspiBaeTcsi B ciydae, eciu PocsnpaBHanzop OpuHSII
pelieHre O BpPEeMEHHOM BbIBojAe u3 oOpamenus JIII
corsacHo 11. 7.1 IlacopToB mpo1ieccoB);

SGTIN wn/umu SSCC
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3.9. IloBTOpHBIi BBOA B 00opoT JIIT

3.9.1. IloBTOpHKIit BBOA B 000opoT JIII, paHee BbIBEeACHHBIX U3 000pPOTa B pe3yJbTare

pe3kcnopra

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
nponaexa?

Peectp noxymeHTos/Peectp
TOBapos

\ 4

o6opot

4. Peructpauusi
cBeAeHun o
noeTopHom Beoge /I

B o6opot
B T1.4. BHECEHME
W3MEHeHWA 8 CTaTyChb

Pucynox 18
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AHHOTaNUA B ciydae BO3HHMKHOBEHHS HEOOXOAMMOCTH CYOBEKTOM
oOpamieHusi MOXET OBITh OCYIIECTBICH TOBTOPHBII BBOJ
B o0opot JIII, panee BbIBEAEHHBIX W3 00OpOTa B pe3yibTaTe
pesKcIopTa.

CBenenust o TOBTOpHOM BBoje B obOopor JIII moxer
OCYUIECTBIISITBCS  TOJIBKO CYOBEKTOM  OOpallleHus, paHee
OCYUIECTBUBILIUM PETUCTPALIMIO0 CBEACHUI O BBIMYCKE JAaHHBIX
JIII 3a mnpemenamu Ttepputopun Poccuiickon @Penepauuu —
nepxaresieM PY wim ero npeactaBUTEIbCTBOM.

B ciywyae ocyumiecTBieHUsl NMEpEeyNakOBKA PAaHEE BBIBEIACHHBIX
u3 ooopora JIII u wHanecenus HOBeIX SGTIN cyObexkTom
oOpamenust  peructpupyercs  omnepanus B MC MIJIIT
B COOTBETCTBUM C paszaenoM 3.2 Hacroammx Ilacmoptos

IIPOLIECCOB.
YyacTHUKHU — gaepxarenb PY wnu mpenctaBUTENBCTBO jaepxkarens PY,
B3aMMO/JICHCTBHUS ABJISIOLIETOCS MHOCTPAHHOM OpraHu3anuei

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. TlpoBepka ocCyIIeCTBIECHUSI NEPEMAPKUPOBKU paHee BBIBEJEHHBIX M3 000pOTa
JIIT

2. Tlepemaua B MC MJIUJIIT cBenenmii o moBTopHOoM BBoae JIII B oGopor
(mpu otcyTcTBUM TIepeMapkupoBku JIIT)

IIepeuens IIpu peructpaunun B MC MJIII onepainuyu moBTOPHOrO BBOAA
repeaBaeMbIxX B 00opor aepxkartenem PY (uiam ero mnpencraBUTEIHLCTBOM)
CBECHUI U OCYIIECTBIISIETCA nepeaaya ciaeayromux ceeaenuii 8 UC MJUJIIT:
BJIaJIEJIe1] :

— JlaTa OCYIIECTBJICHHS ONEPaLNH;
UH(OPMAITMOHHOTO
pecypca — pErucTpalliOHHBIM HOMep nepxarens PY (wnmm  ero

npeacraButenbeTa) B UC MJIIT,

— TpuYHHa BbIBoJA M3 obopora JIII;
— SGTIN

3. ABTOMatHMuecKasi MpoOBEepKa BO3MOKHOCTH PETHCTPAIIUU OTEPAlUHA TTOBTOPHOTO
BBOAA B 00opoT JITI

4. Peructpamus B8 MUC MJUJIII cBemenuit o moBTOpHOM BBOjJe B oOopotr JIIT
(pu OTCYTCTBUM OCHOBAHUM ISl OTKa3a)

5. OTkaz B perucTtpalu CBEIEHHM O TOBTOPHOM BBoje B oOopor JIII
(Mpu HAJIMYUKU OCHOBAHUU JJIsl OTKa3a)
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[Iepeuenn — otcyrcTBUe cBenenuit o BeiBoAe JIII w3  obGoporta
OCHOBaHHH JIJIs B pE3yJIbTAaTE PEIKCIIOPTA;
OTKa3a B

— orcyTcTBUE cBeleHui o Beimycke JIII naHHbIM cyOBeKTOM

ETHCTpaIuu
P Thatt oOpaiieHus

6. OcymiectBienun noBTopHOro Beimycka JIII npu ocyiiecTBieHnu nepeynakoBKu
U niepemapkupoBku JIIT
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3.9.2. TloBropubiii BBOaA B oOopor JIII, paHee BbIBeJeHHBIX M3 000poTa
10 Pa3JNYHbIM NPUYHHAM

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 19
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AHHOTAUSA

B cayyae BO3HMKHOBEHHS  HEOOXOAMMOCTH  CYOBEKTOM
oOpamieHusi MOXXET OBbITh OCYLIECTBJIEH MOBTOPHBIA BBOJ
B o0oport JIII, panee BbIBEIEHHBIX M3 000pOTa MO PA3TUUYHBIM
IPUYKHAM.

[ToBTopHsIit BBOA JIII B 000POT MOXKET OCYLIECTBISATHCS TOIBKO
CyOBEKTOM OOpalleHusi, paHee OCYIICCTBUBIIUM BBIBOJ STHUX
JIIT u3 obopora.

[ToBTOpHBIH BBOA JIII B 000pOT cOriacHO HACTOSIIIEMY pa3ieity
[TacmopToB TPOILIECCOB MOMKET OBITh NPUMEHEH TOJbKO
B oTHOwIeHuu JIIT:

— paHnee OTOOpPaHHBIX B KauecTBe o0pas1oB
JUISl IOATBEPXKICHUST  COOTBETCTBHS, KOHTPOJIBHBIX U
apxuBHBIX (B ToM uucie npu BBo3ze JIII Ha TeppuTopuio
Poccuiickoit deneparun);

— paHee OTOOpaHHBIX B KauecTBE OOpa3LOB B paMKax
BBIOOPOYHOTO KOHTpOJIA, OCYIIECTBISIEMOTO
Poc3apaBHanzopom;

— PpaHCC BBIBCACHHLIX M3 060p0Ta 110 MPUYHHEC CITHCAHUA,

— PpaHee BBIBEIICHHBIX W3 000poTa B pe3yjbTaTe OTIyCKa
10 JILTOTHOMY  PEIEeNnTy WM BbIJAYM JUIS  OKa3aHUs
MEIUIIMHCKON ITOMOIIIH;

— paHee BBIBEJIEHHBIX M3 000pOTa B pe3yJbTaTe OTTPY3KU
HE3apEruCTPUPOBAHHOMY YYaCTHUKY (Bo3Bpar
OT HE3apEruCTPUPOBAHHOIO YYACTHUKA)

YyacTHUKH
B3aUMOJIENCTBUS

— CcyOBeKkT oOpaleHus, ocylecTBUBIINK paHee BbiBox JIII
u3 obopora

OnucaHue BBIIOJHIEMBIX JTEHUCTBUN

1. Briasnenue JIII, B OTHOIIEHNUH KOTOPBIX HEOOXOIUMO OCYLIECTBUTH TOBTOPHBIMA

BBOJT 000pOT

2. Tlepemaua B UIC MJIJIIT cBenenuii o moBTopHOM BBOAE JIIT B 060pOT

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIAJIETIEI]
MH(POPMAIITMOHHOTO

pecypca

IIpu peructpauuun B MC MJIII onepaiuu moBTOPHOTO BBOAA
B 000pOT CYOBEKTOM OOpaIIeHUs OCYIISCTBISACTCS Tepeaada
cnenyromux ceegenuid B UC MJUJIIT:

— J1aTa OCYIIECTBJICHHS OIEpallnH;

— UJSHTU(UKATOP MecTa OCYIIECTBICHUS JAESTEIbHOCTH
cyObekTa oOpalleHHus, OCYIIECTBUBIIECTO PETrUCTPAIUIO
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cBenenuii o BeiBojie JIIT u3 obopora;
— TMpUYUHA BBIBOJA U3 000pOTa;

— IpUYMHA BO3Bpata (Haexalero/HeHaaJIeKaero
KauecTBa, B CIIy4yae paHee OCYIIECTBIEHHOTO BBIBOJA
u3 obopota B pamkax ornycka JIII mo aprorHomy penenty
nau Beigaun JIII 11t okazaHuss METUITMHCKON ITOMOIIIH ),

— SGTIN

3. ABTOMatHuecKas IpOBEepKa BO3MOXHOCTH PETHUCTPAIUUA ONEPAIIH TTOBTOPHOTO
BBOJ1a B 060poT JIIT

4. Peructpamus B UC MJJIIT cBenennii o moBTOpHOM BBOAie B oOopor JIII
(pu OTCYTCTBUM OCHOBAHUU ISl OTKa3a)

5. Orxka3 B peructpauuu B UC MJJIII cBenenuit o mosropHoM BBOAE B 06opot JIIT
(Mpu HANMMYUKU OCHOBAHUU /JIs OTKa3a)

Ilepeuenn — OTCYTCTBHME CBEICHHUM O paHee 3aperucTPUpPOBAHHOMU
OCHOBAaHMH JJIs1 COOTBETCTBYIOIIEH ornepanuu BhiBoaa JIIT u3 o6opora;
OTKa3a B

— oTcyrcTBUe cBeneHuit o BeiBoge JIII w3 oGopora
CyOBEKTOM OOpallleHusi, PETrUCTPUPYIONIUM  CBEACHUS
o noBTopHoM BBojie JIIT B o6opor

perucTpanuu




4. Paznea «O6oport JIID»

4.1. Orrpyska JIII co cknaga ornpaButenas u npuemka JIII Ha ckiaaa moayyaresis
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(mpsAMOiM MOPAXOK MOATBEPIKICHUA)

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. YBegomnexue o
NOATBEPXAEHUN
(akuentoBaHum)

cBefeHui 06 oTrpyake

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

A 4

7. Npoeepka
cBefeHui o6 oTrpyske
JIN co cknapa

Otnpasutens

A 4

8. NMoaTeepxaeHue
(akuenTtoBaHue)
ceefieHuit 06 oTrpyske

OcyujecTenexa

npuemka J1M Ha cknag

Pucynox 20
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AHHOTanusA Peructpauust cBenenuir 06 o6opore JII B HMC MIJII
OpeanoiaraeT MOATBEPXKACHUE HHMOpPMALUU O COBEPIICHUH
onepauuu obeumu cropoHamu. Ilpu BeIOOpe mpsiMOro mnopsiaka
nepegayd M [NOATBEPXKACHUS  CBEICHUM  NPOJABIIOM
peructpupyrorcst cenenuss 06 orrpyske JIII mokynarento, a
IIOKYIIaTeJIEM OCYILECTBIISIETCS MIOATBEPKICHUE
3aperuCTPUPOBAHHBIX MPOJIABIIOM CBeJleHu 00 oTrpyske JIII.

I[Ipu  HeoOxoammocTu  ocyuiecTBieHuss  Bo3Bpata  JIII
IIOKYIIATeJIEM M  IPOAABLIOM PETUCTPUPYIOTCA  ONEpalUU
COIJIaCHO HACTOSIIEMYy pas3ielly — B pOJM  OTIPABUTEIA
BBICTYIIACT IIOKyIlaTelb, B POJU IIOdAydYarels — IPOJaBELl.
Otnpasutenem peructpupytorcs B UC MJUIIT cBenenust o0
OTIPY3KE C COOTBETCTBYIOLIUM TUIIOM «B03Bpar IOCTaBIIUKY»

IIpu otrpyske JIII B paMkax rocy1apCTBEHHOTO JIEKAPCTBEHHOIO
oOecnieuenusi uHpopmanust o npwkenun JIII Oyaer mocrymHa
B JINYHOM KaOMHETE COOTBETCTBYIOLIETO TI'OCYIapCTBEHHOIO
opraHa, B HMHTEpecax KOTOpPOro ocyuiecTtsisercs 3akynka JIII
3a CYET CpecTB (PeaepaJTbHOrO WM PETMOHAIBHOTO OIOIKETA.

Perucrpanus 8 UC MIJIIT cBenennii 06 orrpyske JIIT B pamkax
roCyJ1JapCTBEHHOTO JIEKapCTBEHHOTO oOecrieyeHus
OCYILIECTBIISIETCS. OTIPABUTEIIEM COTJIACHO HACTOAILLIEMY pa3leny
[TacmopTOB MNpOIECCOB TMpHU «IPSIMBIX» IOCTaBKax B MecCTa
orrmycka (0e3 UCHOJIb30BaHUSI TMPOMEXKYTOUHOrO  CKJaja
MOCTaBIIMKa JIOTUCTUYECKUX YCIAYr) uiau npu otrpyske JIIT
Ha CKJIaJl MOCTAaBIIMKA JOTUCTHYECKUX YCIYT I NaJIbHEHIIe
nepenauu JII1 B mecta oTmycka

Y4acTHUKHN — cyOBekT  oOpamieHusi, OCYIIECTBISIOMMUNA  MPOJAKY
B3aMMO/ICHCTBHUS (otnipaBuTED);

— CcyOBeKT  oOpaiieHus, OCYIIECTBISIONHMA  TOKYTIKY
(momry4garenp)

OnucaHue BBIIOJHIEMBIX JTEHUCTBUN

1. TloaroroBka k oTrpy3ke, ynakoBka JIII B TpaHcriopTHYIO Tapy

2. Ocymectienne otrpy3ku JIII co ckmaga otmpaButess

3. — 4. Perucrpammmss B8 UIC MJJIIT cBenenuit o6 otrpyske JIII co ckiama

OTIPaBUTEINS
ITepeuens IIpn peructpaumn B HMC MJJII onepamun otrpysku JIII
MEPETABAEMBIX OTIpaBHUTENb coobIaeT cruenyromue ceeaenus B MC MJIJIIT:
CBEACHMN 1 — JlaTa COBEPLICHMS OIEpalnH;

BJIAJIEJICI]

MH(OPMALOHHOTO — UJEHTU(UKATOP MecTa OCYIIECTBICHUS AESTEIbHOCTH
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pecypca

OTITPABUTEIIS, C KOTOPOTO OCYyIIECTBIEHA OTrpy3kKa JIII;

UACHTU(PUKATOP MECTa OCYLIECTBICHHUS JI€ATEIbHOCTH
II0JIy4aTelisi, Ha KOTopoe ocyliecTsisaercs npuemka JIII;

THUII OIlepallii OTIPY3KH CO CKiIaaa (peanusanusi, BO3BpaT
MOCTAaBILHUKY);

UCTOYHUK (PUHAHCUPOBAHMUS;
THII JOTOBOPA;

peecTpoBbIii HOMEp KOHTpakTa (B ciaydae otrpy3ku JIIT
B pamMKax rOCYyJapCTBEHHOTO JIEKapCTBEHHOT'O
obecrieueHus );

JaTa JJOKYMEHTa OTTPY3KH;

HOMED JIOKyMEHTa OTIPY3KH;

nieHa peanuzanuu JII, py6. (Bkmrouas HIIC);
cymma HJIC (ecnu cnenka obnaraercs HJIC);
SGTIN w/unmu SSCC

B ciyqae HEOOXOIUMOCTH yKa3aHUS Pa3IMYHBIX I[IEH BHYTPH
IPYIIIOBOHM YITAKOBKH OTIIPABUTEIb COOOMIACT JOMOIHUTEIBHO
cnenyromue cenenus st SSCC:

GTIN;
HOMEp IPOU3BOACTBEHHOM CEPHUH;

nena peanusanuu JIIT (mns ykazanaeix GTIN u HOMepa
cepun, Bxaogas HJ{C);

cymma HJIC (ecnm cnenka ob6maraercs HJIC)

5. YBenomienue nomyuartens 06 otrpyske JIIT co cknama otnpaBuTens

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICII
WH(OPMAITMOHHOTO

pecypca

VYBenomnienne momydarenss o0 ortrpyske JIII ¢opmupyercs
Ha OCHOBAaHHWM paHEE 3aperuCTPUPOBAHHOM  OTHPABUTEIEM
ONEpaLH U COAECPKUT CICAYIOLINE CBEACHUS:

JlaTa COBEPIIIEHUSI OTIEpalliH;

UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEITeITbHOCTH
OTIPaBUTENS, C KOTOPOIO OcylIecTBIeHa oTrpy3ka JIII;

UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEITeIbHOCTH
MOJIy4aresisi, Ha KOTopoe ocyuiectnisiercs nmpuemka JIII;

THUII ONEpalny OTTPY3KU CO cKjiaga (peanu3aiusi, BO3BpaT
MOCTaBIUIUKY);

UCTOYHUK (PUHAHCUPOBAHMS;
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THUII 10TOBOPA;

peecTpoBblii HOMEp KOHTpakTa (B ciayuyae oTrpy3ku JIII
B paMKax roCyaAapCTBEHHOTO JIEKapCTBEHHOI'O
obecrieueHus);

PEKBHU3UTHI IOKYMEHTa OTTPY3KH (HOMED U JaTa);
neHa peanuzamuu JII, py6. (Bxkmtouas HIC);
cymma HJIC (ecnu cnenka obnaraercs HJIC);
SGTIN w/unu SSCC

B cinywae yka3zaHHBIX pa3IMYHBIX ILE€H BHYTPH TPYIIOBOM
YIAKOBKH:

GTIN;
HOMEp NPOU3BOACTBEHHON CEpUH;

nena peanusanuu JIIT (mna ykazanaeix GTIN u HOMepa
cepuu, Bkitodas HIIC);

cymma HJIC (ecnm cnenka obnaraercs HJIC)

6. [Ipuemka nekapcTBEHHBIX MpenapaToB Ha ckiaa [lomyuyarens

7. OcymuiecTBiieHHE MPOBEPKHU TosrydareneM cBefaeHuit 00 otrpyske JIII co ckiana

OTIIPABUTCIIA

8. — 9. IloaTBepkaeHue (aKIeNnTOBaHKUE) MOJydaTesieM cBeaeHuid 00 otrpyske JIIT
CO CKJIaJIa OTIPABUTEIIS

[Tepeuenn
nepeaaBaeMbIxX
CBEJICHUU U
BIIAJICIICII
UH(OPMAITMOHHOTO

pecypca

JIns ocylIecTBIEHUs MOJITBEPKICHUS (aKLENTOBAaHUSA) paHEe
3apEerUCTPUPOBAHHBIX OTIPaBUTENIEM CBeleHH 00 oTrpy3ke JIIT
nosydarens odecrieunBaet nepenady B UC MJJII cnemgyrommx
CBEJICHUM!

UACHTU(PUKATOP MeCTa OCYIISCTBICHHUS JIEITEIbHOCTH
IIOJIy4aresisi, Ha KOTopoe ocyuecTsisiercs npuemka JIII;

UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEITeIbHOCTH
MOJIy4aresisi, Ha KOTopoe ocyuiectnisiercs nmpuemka JIII;

JlaTa COBEPIIIEHUS OTIEpalliH;

NOATBEPXKACHUE MPUEMKH MPUOCTAHOBIEHHOTO TOBapa
(yka3pIBaeTcsi B ciyyae, eciii Poc3paBHan30p MNpPUHSII
pellleHue O BPEMEHHOM BbIBoJie u3 oOpamenus JIII
coracHo 1. 7.1 ITacopToB mpoIieccoB);

SGTIN wn/umu SSCC
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10.YBenomiieHHEe OTHpaBUTENS O MOATBEPKIACHUU (aKLENTOBAHUMU) TOJydaTeIeM
ceenennii 00 otrpyske JIII co cknana oTnpaButens

Ilepeuenn VYBenomiieHHe OTIPAaBUTENS O NOJATBEPKIACHUU (AKLIEITOBAHHH )
nepeaBaeMbIX noiayuareneM cBefeHuid o0 orrpyske JIII  gopmupyertcs
CBEJICHUH U HAa OCHOBAaHMM paHee 3aperuCTPUPOBAHHOM  ONEpallUU U
ENEN NS COJIEPIKUT CIEAYIOLINE CBEACHHUS:

MH(OPMAIIMOHHOTO

- I/II[GHTI/ICI)I/IKaTOp MCCTa OCYHICCTBIICHUA JCATCIIBHOCTU

pecypca .
noJrydaressi, Ha KoTopoe ocyiectpisercs npuemka JIIT;

— HI[@HTI/I(bI/IKaTOp MECTa OCYHICCTBJIICHUA OCATCIBHOCTHU
MoJIydareiisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKaA HH,

— JaTa COBCPHICHUSA OIICpAlIUU,

— TIOATBEPXKJCHUE TPUEMKH TMPUOCTAHOBJIECHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciu Poc3npaBHan3op NpuHSII
pelieHre O BpPEMEHHOM BbIBojge u3 oOpamenus JIIT
cornacHo 1. 7.1 [TacnopToB mpoiieccoB)

—  SGTIN w/mmmm SSCC




97

4.2. Otrrpy3ka JIII co cknaga ornpaButessi 1 npuemka JIII Ha ckian moay4dartens
(oOpaTHBI NOPAAOK MOATBEPKICHUSA)

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 21




98

AHHOTAUSA

Peructpauust cBenenuir 06 o6opore JII B HMC MIJII
npeanoiaraeT MOATBEPKACHHE HWH(POPMAIMU O COBEPIICHUHU
orneparu 00euMu CTOPOHAMH.

Opranuzanuu ONTOBOM TOProBiM B paMKax MOJATOTOBKH
K peasmm3anuu JIIT MOryT OoCylIeCTBIATh KOMIUIEKTALUIO 3aKa30B
C MHCIOJIB30BAHMEM CHELUAIN3UPOBAHHOIO  00OPYIOBAHUS.
[Ipu aBTOMaTU3UPOBAaHHOW COOpPKE UACHTU(PUKALMS KaKI0H
BTOpUYHOM (moTpedutenbckoi) ymakoBku JIII gocrarouno
TpyJOE€MKasi MpoueAypa, B CBA3M C ueM, i1 oOecreyeHus
IPOCICKUBAEMOCTH KaXJA0W BTOPUUYHON (MOTPEOUTETHCKOM)
YHaKOBKH  MPEJIONAaraeTcsi BO3MOXKHOCTh  OCYLIECTBICHUS
UACHTU(PUKALUM YNAKOBKM B MOMEHT TMpPUEMKH TOBapa
[IOKYIIaTEJIEM.

[Ipu BBIOOpE 0OpaTHOTO MOpPSAKA MEepeayd U MOATBEPIKICHUS
CBEJICHUN TMOIydYaTeJIeM PETUCTPUPYIOTCS CBEICHUS O MPUEMKE
JIII  mwa  cknan, a  OTOpPAaBUTEIIEM  OCYIIECTBISETCA
MOATBEpXKICHUE cBegeHud o tnpuemke JIII Ha cknan
MOKYTIaTeNsl.

I[J'ISI OCYHmICCTBIICHUA 06paTHOFO nopsAaaka IIOATBCPIKACHHUA
CBGIIGHI/Iﬁ B JIMYHOM KaOWHETE OTIIPABUTCIIA JOJIKCH OBITH
3apCTUCTPHUPOBAH CIIMCOK COOTBCTCTBYIOIIUX Pa3pCHICHHBIX
KOHTPArcHTOB — HOHy‘{aTeﬂeﬁ.

[Tpu npuemke JIIT B paMkax rocy1apcTBEHHOTO JICKAPCTBEHHOTO
obecnieuenuss undopmanms o aswkenun JIII Oyaer mocrymHa
B JIMYHOM KaOWHETE COOTBETCTBYIOIIETO TOCYJIapCTBEHHOTO
opraHa, B MHTEpecax KOTOpPOro ocyiiecTBisieTcs 3akymnka JIIT
3a CUeT CPeICTB (heJIepaTbHOTO MIIM PETHOHAILHOTO O0IKeTA.

Peructpanus 8 UC MIJIIT cBenennit o npuemke JIII B pamkax
roCyaapCTBEHHOTO JIEKapCTBEHHOI O o0OecrieueHust
OCYIIECTBIIIETCA COTJIACHO HacTosimeMmy paszaeny Ilacnopros
MPOLIECCOB TMOJIyYaTeseM, ABIAIOMMUMCS MeCcToM oTmycka JIIIT
WIM TOCTABLIIMKOM JIOTUCTUYECKUX YCIYr Ui JaJIbHEHIIEH
nepenauu JII1 B MmecTa oTirycka

YyacTHUKH
B3aUMOJENCTBUS

— cyOBeKT  oOpamieHusi, OCYIICCTBISIONIUN  MPOIAKY
(oTmipaBUTENB);

— CcyOBeKT  oOpamieHHs, OCYIICCTBISIONUN  TIOKYIKY
(mosry4uareb)

OnucaHue BBIITOTHIEMEBIX JEUCTBUMN

1. TMogroroBka k oTrpy3ke, ynakoBka JIII B TpancriopTHytO Tapy




99

2. OcymectBienue orrpy3ku JIII co cknana oTnpaButens

3. Ilpuemka JIII Ha ckian mosyvarens

4. — 5. [lepenaua 8 UC MJIIT cBenennii o npuemke JII1 Ha ckitan momydartens

Ilepeyens IIpu perucrpaunn B MUC MJUIII pesynsratoB mpuemku JIII
nepeaaBacMbIX Ha CKJIaJl TOJydaresib oOO0ecleuruBaeT TMepeaady CIeayroNux
CBEJICHUU U | CBEJICHHUII:
BJIaJIeNell .

— JlaTa COBEpLICHUS OllepalllH,
MH(OPMAIIMOHHOTO

pecypca - I/I,Z[CHTI/I(I)I/IKaTop MCCTa OCYIICCTBJIICHUA OCATCIBHOCTHU
II0JIy4areis, Ha KOTOPOC OCYHICCTBIICHA IPUCMKA,

— I/II[CHTI/I(bI/IKaTOp MECTa OCYHICCTBJIICHUA OCATCIIBHOCTHU
OTHPABUTEIA, C KOTOPOT'O OCYHICCTBIICHA OTIPY3Ka,

— THII Olepaly NPUEMKH Ha CKiaja (MOCTYIUICHHUE, BO3BPAT
OT TIOKyTaTeJsl);

— HCTOYHHK (bl/IHaHCI/IpOBaHI/IH;
— THII JOT'OBOpa,

— peecTpoBbIii HOMEp KOHTpakTa (B ciaydae mnpuemku JIII
B paMKax roCyJ1JapCTBEHHOTO JIEKapCTBEHHOTO
obecrnieyeHus);

— J1aTta OKyMEHTa OTIPY3KH;

— HOMeEp JOKYMEHTa OTIPYy3KH,

— 1eHa npuobpetenus JIII, py6. (Bxmrouas HJ{C);
— cymMma HJIC (ecnu caenka ob6saraercst HIIC);

— SGTIN w/umu SSCC.

B cnyuae HEOOXOIMMOCTH YKa3aHHS Pa3IUYHBIX IIEH BHYTPH
IPYIIIOBOM YMaKOBKH IOJIy4aTedb COOOIIAET JOMOJHUTEIBHO
cnenyromue ceaenus st SSCC:

—  GTIN;
— HOMEp IPOU3BOACTBEHHOU CepuH;

— 1ena npuobperenus JIII (nns yxazanasix GTIN n HOmepa
cepuu, Bktodass HJ[C);

— cymMma HJIC (ecnu caenka obnaraercst HJC)

6. IIpoBepka BO3MOXHOCTH perucTpanuu omnepanuu npuemku JIIT Ha ckmang
noiyyarenss (Haiuuusg CyObEeKTOB OOpalleHuss B CIUCKE JOBEPEHHBIX
KOHTPAreHTOB)
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7. Otkaz B peructpauuu cBeneHuid o mnpuemke JIII Ha cknag mnosyvarens
(mpu OTCYTCTBUM  MOJyYaTedss B CIUCKE  JIOBEPEHHBIX  KOHTPAreHTOB
OTIIPABUTETIS)

8. YBegomienue otnpasutens 06 ommnbkax B npueMke JIIT Ha cknan nomyuarens

Ilepeuenn VYBenomiienue otnpaButens 00 omwubkax B npuemke JIII
nepeaBaeMbIxX Ha CKJIaJl MOJIyYaTesis COAEPKUT CICIYIOIINE CBECHUS:
CBEJICHUI u )

— J1aTa COBEpIIECHUS OIepaluu;
BJIageer]
MH(POPMAITMOHHOTO — wuJeHTU(]UKATOp MecTa OCYIIECTBICHUS JEATeIbHOCTU
pecypca noJTy4aTesisi, Ha KOTOPO€ OCYIIECTBISETCS MPUEMKA,

— HI[@HTI/I(bI/IKaTOp MECTa OCYHICCTBJIICHUA OCATCIIBHOCTHU
OTHPABUTEIA, C KOTOPOTr0 OCYHICCTBIICHA OTIPY3Ka,

—  KOJ OIIMOKHU;
—  ONHMCaHUE OIIMOKH;

— SGTIN w/wmm SSCC, npueMKy KOTOpPBIX HE YAajoch
3aperucTpUpoOBaTh

9. Peructpamus 8 UC MIJIIT cBenenuii o npuemke JIII Ha ckian momydaTess
(mpu OTCYTCTBMM OCHOBAHUH JIJIsi OTKa3a)

10.YBenomiienue otnpasutens o npuemke JII1 Ha ckiaj momydaresns

IIepeuens YBenomienue ornpasurenst o npueMke JIII Ha ckian
[epe1aBaeMbIX MOJTy4aTeis bopmupyetcs Ha OCHOBaHUU paHee
CBEJICHUI U | 3apErUCTPUPOBAHHON TIOJIy4aTeJIEM OIEpPalii W COJIECPKHUT
BJIaJIeJIe1] CIIEAYIOLINE CBEACHUS:

HH(POPMAITMOHHOTO

— J1aTa COBEpUICHUS OIepaluu;
pecypca
—  WIACHTHU(PUKATOp MeCTa OCYIICCTBICHUS JEATEIHLHOCTU

IIOJIy4aTeid, Ha KOTOPOE€ OCYLICCTBIICHA IPHUEMKA,

—  WACHTHU(PUKATOp MeCTa OCYIISCTBICHUS JEATEIHLHOCTU
OTIPABUTEINS, C KOTOPOr'O OCYIIECTBIICHA OTTPY3Ka;

— THUI OIepary MPUEeMKHA Ha CKJaja (MTOCTYIUICHHE, BO3BpaT
OT TIOKYTIATEJsI);

— HUCTOYHUK (PMHAHCUPOBAHWSI;
— TWI AOTOBOPA;

— peecTpoBbIi HOMEp KOHTpakTa (B cmydae mnpueMku JIIT
B paMKax roCyAapCTBEHHOTO JIEKapCTBEHHOT O
obecrieueHus );
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— J1aTta JOKyMEHTa OTIPY3KH,;

— HOMeEp JOKYMEHTa OTIPYy3KH,

— 1ueHa npuobpetenus JIII, py0. (Bxirouas HJIC);
— cymMma HJIC (ecnu caenka obnaraercst HIIC);

—  SGTIN u/unmu SSCC.

B cinywyae yka3zaHHBIX pa3aMYHBIX IL€H BHYTPU TPYNIOBOMI
YIOAKOBKM B YBEJIOMJICHHH HANpPaBISIOTCA JIOMOJIHUTEIBHO
CJIEIIOIUE CBEICHUS:

—  GTIN;
— HOMEp IPOU3BOACTBEHHOW CEPHH;

— 1ena npuodbperenus JIII (nns yxazanusix GTIN u Homepa
cepun, Bxaovas HJIC);

— cymMma HJIC (ecnu caenka o6maraercs HIC)

11.TIpoBepka otnpaBuresem cBeaeHuit o npuemke JII Ha ckian nmomyvarens

12. — 13. TloaTBepxaeHue (aKlenToOBaHKE) OTIpaBUTENIeM cBeieHu o mpuemke JIIT
Ha CKJIaJ MOJTy4aTes

[Tepeuenn
nepeaaBaeMbIX
CBEICHUI u
BIIaJIETIEI
HH(POPMAITMOHHOTO

pecypca

JIns  OCyWIeCTBIEHHS  TMOATBEPKIACHHUS  (AKUENTOBAHMS)
3apEeruCTpUPOBAHHBIX MOJydaTesneM cBeaeHuid o npuemke JIII
Ha CKJIaJ OTHpaBHUTeNb oOecrieunBaeT nepenady B MC MJUJIIT
CIEIYIOIINUX CBEIICHUI:

— uAeHTU(]UKATOp MecTa OCYIIECTBICHHUS JACATEILHOCTH
OTHpPaBUTENS, C KOTOPOT'O OCYIIIECTBIIEHA OTIPY3Ka,;

— uAeHTU(]UKATOp MecTa OCYIIECTBICHHUS JACATEILHOCTH
MOJy4aTelisl, HA KOTOPOE OCYILECTBJIEHA TPUEMKA;

— JlaTa COBEPIICHMS OIepallvu;

— TOJATBEPXKJACHHUE MPUEMKH MPUOCTAHOBICHHOIO TOBapa
(yka3pIBaeTcsi B ciiydae, eciau Poc3apaBHaa30p MNPUHSII
perieHrne O BpPEMEHHOM BbIBojAe w3 oOpamenus JIIT
coriacHo 1. 7.1 ITacrmopToB mporeccos);

—  SGTIN w/mmmm SSCC

14.YBenomiieHre moiyyartess O MOATBEPKACHUU (AKLIENTOBAHWUHU) OTIPABUTEIEM
ceeneHui o npuemke JII1 Ha cknan nmomyvarens

ITepeuenn
repe1aBaeMbIX
CBEJCHHUHU U

VYBenoMiieHHE MOaydaTessi O MOATBEPKACHUU (AKIIENTOBAHUM)
oTnpaBuTeneM cBeaeHui o npuemke JIII Ha cknag momydarens
dbopMupyeTrcsi Ha OCHOBAaHMM paHee 3aperucTPUPOBAHHOMN
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ENEN NS
MH(OPMAIIMOHHOTO

pecypca

onecpanu U COACPKUT CICAYIOINEC CBECACHUWAA!

UJECHTU(PUKATOP MecTa OCYIIECTBICHUS JACSTEIbHOCTH
OTIIPABUTENS, C KOTOPOTO OCYIIECTBICHA OTIPY3Ka,;

I/II[@HTI/ICI)I/IKaTOp MCCTa OCYHICCTBIICHUA JCATCIIBHOCTU
II0JIy4areisa, Ha KOTOPOC OCYHICCTBIICHA IIPHUCMKA,

JdaTta COBCPIICHUA OIICpalnm;

NOATBEPXKJICHUE MPUEMKH MPUOCTAHOBICHHOTO TOBapa
(ykaspiBaeTcsi B ciydae, eciu PocsnpaBHanzop NpuHSII
pelieHre O BpPEMEHHOM BbIBojAe u3 oOpamenus JIIT
coryacHo 1. 7.1 ITacmopToB mporieccon)

SGTIN wn/umu SSCC
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4.3. Ilepememienue JIII mexay MecTaMu OCYylIeCTBJICHUSA 1eATEJIbHOCTH

4.3. MNepemeLenune JIM mexagy mMectamm OCyLLECTBEHUS AEATENbHOCTH

CybbekTbl 0OpaLLeHus

nC Manri

HeobxoaumocTe
nepemewesns IN mexay

aapecamu ocyllecTenexsus
AEATENLHOCTH

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 22
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AHHOTanusA NC MIJII obecnednBaer BO3MOXHOCTb  PETUCTpPALUU
IIEpEMEIICHUN JIII MEXIY pa3IuYHBIMU MeCTaMu
OCYILIECTBJICHUS JEATENbHOCTU (COTJIACHO JIMIIEH3UM) BHYTPHU
cyOBbeKTa oOpaleHus.

IIpu nepemewmenun JIII B  pamkax rocyaapCTBEHHOIO
JeKapcTBEHHOro obecrnieueHus: uHpopmanus o nBwxkenun JIII
OyJer [OOCTynmHa B JIMYHOM KaOHMHETE€ COOTBETCTBYIOILETO
rOCyJapCTBEHHOIO  Oprasa, B UHTepecax  KOTOpOro
ocymectBisieTcst 3akynka JIII 3a cuer cpencts ¢enepaabHOro
WINA PETUOHATIBHOTO OIOJIKETA.

Peructpauns B8 UC MJJIII cBepenuid o nepemewmenuun JIII
B paMKaX TOCYAAapCTBEHHOI'O JIEKAPCTBEHHOIO OOECIeueHus
OCYILECTBIIACTCS MOCTABUIUKOM JIOTUCTUYECKUX YCIIYT COITIACHO
HacrosleMy paszaeny IlacmoproB mponeccoB B ciydae, €CIH
MectoM ortiycka JIII sBusgercs mnoppasiaeneHue IOCTaBIIMKA
JIOTUCTUYECKUX YCIYT

YyacTHHK — CyOBeKT oOpalieHusi, OCYIICCTBISIONIUNA TepeMeleHre
B3aUMOJICHCTBUS JITT

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. OcymectBienue cyObekToM  oOpamieHust nepememenus JIII — mexmy
Pa3TUYHBIMUA MECTAMU OCYIIECTBICHUS NeATEIbHOCTH

2. — 3. Perucrpanus B MUC MJIJIIT cBenenuit o mepememenun JIII mexmy
Pa3IUYHBIMU aJpecaMy OCYIICCTBICHHUS JICITCIbHOCTH

ITepeuens s peructpanuu B UC MJUIII pezynpraTtoB nepemenienus JIIT
nepeaaBaeMbIxX MEXIY Pa3IMYHBIMH MECTaMH OCYIIECTBICHUS NESITEIbHOCTH
CBEJICHUI 1 cyOBeKkT oOpameHusi obOecreunBaeT Mepenady CiIeayoIux
BJIaJIEJIe1] CBEJICHUU:

UH(OPMAITMOHHOTO

— JlaTa COBEPIICHMS OIEpallvu;

pecypca
—  WACHTHU(PUKATOpP MeCTa OCYIICCTBICHUS JEATEIHLHOCTU

cyObekra oOpaimieHus, C KOTOPOTO  OCYIIECTBICHA
OTIpy3Ka;

—  WACHTH(PUKATOp MeCcTa OCYIICCTBICHHUS JEATEIHLHOCTH
cyObekTa oOpamieHus, Ha KOTOPOE OCYIIECTBIICHA
IPUEMKA,;

— J1aTa JIOKyMEHTa NepeMENICHU;
— HOMEp JOKYMEHTA NEePEeMEIICHUS;

— SGTIN wu/vnu SSCC
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4.4. Obopor JIII npu orcyrcTBMU peructpanuu cyobexkra oopamenus 8 UC MIJIII
WIH OTCYTCTBHH PErucTpalidM MecTa OCYIIEeCTBJIEHHS AeSiTeJIbHOCTH COIJIACHO
Juuen3uu 3aperucrpuposanioro B UC MJUIII cy0obexTa oOpamenus

4.4.1. Orrpy3ka JIII na HezaperucrpuposantHoe B UC MJIJIII mecTo ocymecTBiaeHUust
AeATeJbHOCTH (B TOM u4mcije HesdaperucrpupoBanHomy B MC MJUJIIL cyOomekry
oOpaieHus)

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

CybbekT obpateHus -

OTtnpasutenes ViE NATI

€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

b
3. Nepepnava ceegeHuin 06
otrpy3ke J1I co cknapa Ha 441
He3aperMcTpupoBaHHoe
MECTO AEeATEeNLHOCTU

4. MNpoeepka
—> BO3MOXHOCTH - ——— —— ———
perucTpauyum ceegeHnin

move_unregistered_order.xsd

SGTIN/SSCC

Peructpayus
SBEAEeHUA BO3MOXKHA

Peectp nokymeHroa/Peectp
TOB2POB

5. Peructpauus ceegexuin 06
otrpyake JIr co cknaga Ha
He3aperucTpUpPOBaHHOe
MECTO A8ATeNbHOCTU

B peructpauum caegenuin 06
otrpyake J1 co cknapa Ha

HE3apericTpUpoBaHHoe MecTo |
[EeRTenbHOCTH OTKA3aHo

7. OTka3 B permcTpauuu
cBefeHnin

k.

OTrpy3ka JIMN Ha
He3apermcTpupoBaHHoe |\

MeCTO AeATenbHOCTHU o
ocyuwecTeneHa

6. Buieog J1MN n3 obopota

No NPUHKUHE OTTPY3KK HA

HEe3aperucTpUpoBaHHoe
MECTO AeATeNbHOCTU

Pucynox 23




106

AHHOTaAUg

CyObekT oOpalmieHuss — OTHpaBUTENb MOXKET OCYIIECTBUTH
orrpy3ky JIII na He3apeructpuposanHoe B MMC MJUJIII mecto
OCYILIECTBIICHUS AEATEIBHOCTH COIIACHO JINLIEH3UH B CIIyYasX:

— otcyrctBus peructpauun B MC MU cyObekra
oOpalieHus — noxyyaress;

— orcyrctBua  peructpaimun B MUC MJUJIIT  mecta
OCYILIECTBIICHUSI ~ JEATEIBHOCTH  COIJIaCHO  JIMUEH3UHU
3apeructpupoBanHoro B UC MJIJIIT cyGnekTa obpatieHus
— TIOJTy4aTes);

Otrpyxennsie JII1 B jaHHOM citydae BBIBOASTCS U3 000poOTa.

He nomyckaercst peructpanusi CBEICHUNA COTJIACHO HACTOSIILIEMY
pasneny IlacmoproB  mpoueccoB B orHomeHuu  JIII,
OTIPY>KaeMbIX B pPaMKaxX TOCYIapPCTBEHHOIO JIEKAPCTBEHHOIO
obecrieueHus

YyacTHUKHN
B3aUMOJICHCTBUSI

— cyobekr oOpamienus JIII, ocymiecTBIAIONIUN OTTPY3KY
(oTmpaBuTEIIH)

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. TlonroTtoBka k oTrpy3ke, ynakoska JII1 B TpaHcriopTHYyIO Tapy

2. Ocy1iecTBiieHHE OTIPY3KH JIIT co CKJaaa OTIIPaBUTEIS
Ha HE3apETHUCTPUPOBAHHOE MECTO OCYIIECTBICHUS JACSITEILHOCTH

3. Ilepemaua 8 UC MIJIIT cBenenwmii o6 otrpyske JIII Ha He3aperncTpupoBaHHOE
BMC MJIJIII wMecto OCYIIECTBICHUS JESATEIBHOCTH (B TOM  YHUCIE
HeszapeructpupoBanHoMmy B MC MJIJIIT cyObekTy oOparieHus)

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICII
UH(OPMAITMOHHOTO

pecypca

IIpu peructpamuun B UC MJIJIII onepaumn otrpy3ku JIII
Ha HezapeructpupoBanHoe B UC MJJIIT mecTo ocyuiecTBiaeHus
NEATeNIbHOCTH (B TOM  YHUCJE  HE3apEerUCTPUPOBAHHOMY
B UC MJIJIIT cyObekTy oOpalieHusi) OTMpPaBUTENh COOOIIaeT
CIIEAYIOIINE CBEICHHUS:

— JlaTa COBEpIICHMS OIepallni,

—  WACHTH(PUKATOp MeCcTa OCYIICCTBICHHUS JEATEIHLHOCTH
OTHPABUTENS, C KOTOPOI'O OCYIIECTBISIETCS OTIPY3Ka,;

— HWHH nonyuarens (ecnu mnoiydyareib HE 3aperUCTPUPOBAH
B UC MJUJIIT) wnu perucTpallMOHHBIA HOMEP MOJIydaTesst
B MC MJUJIIT (mpu OTCYTCTBUM pErUCTpallUd MECTa
OCYILIECTBIICHUS AESATEIbHOCTHU MOIyYaTes);

—  THII JIOTOBOPA;
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— J1ata JOKyMEHTa OTIPY3KH,

— HOMeEp JOKYMEHTa OTTPY3KH,

— 1ueHa peanuzanuu JIII, py0. (Bxmrouas H/C);
— cymMma HJIC (ecnu caenka obnaraercst HIIC);
—  SGTIN u/unmu SSCC.

B ciydae HEOOXOAUMOCTH yKa3aHHWS Pa3jIMYHBIX IIEH BHYTPHU
TPYIIIOBOM YITAKOBKHA OTIIPABUTEIh COOOMIAET IOMOTHUTEIBHO
cnenyromue cenenus st SSCC:

—  GTIN;
— HOMEp IPOU3BOACTBEHHOU CEPUH;

— 1ueHa peanuzanuu JIIT (mns ykazanaeix GTIN u HOMepa
cepuu, Bkitodas HIIC);

— cymMma HJIC (ecnu cnenka obnaraercs HJIC)

. IlpoBepka BO3MOXXHOCTH  perucTpanuu  cBefaeHuit o0  orrpyske  JIII
Ha He3apeructpupoBanHoe B UC MJJIIT mecto ocyliecTBieHUs A€ TEIbHOCTH

. Peructpamms cemennit B8 MUC MJIUJIII 06 ortrpy3ke JIII co cknaxa
Ha He3apeructpupoBanHoe B UC MJUJIIT mecTo ocyuiecTBieHus AEATEIbHOCTH
(pu OTCYTCTBUM OCHOBAaHUU ISl OTKa3a)

. BeiBox u3 o6opora JIIT mo npuumne otrpysku JIII Ha HezaperucTpupoBaHHOE
B IC MJIJIIT MecTo ocylecTBIACHUS AEATEIbHOCTH

. Otka3 B peructpanum cBeaeHuit 00 orrpyske JIII Ha He3zaperucTpupoBaHHOE
B IC MJUJIIT mecTto OCyIIeCTBICHUSI AEATEIBHOCTU (NP HAJIWYUU OCHOBAHUM
JUISE OTKa3a)

Ilepedyens — Haymume peructpauuu noiyvarens B MC M/JIII (B ciryqae

OCHOBAHHHU I

orrpy3ku JIII wesapeructpupoBannomy B HWC MJJIII

OTKa3a B cyobekTy oOpareHus u ykazannu MHH monxyuarens);
peructpaitin — OTCyTcTBHME peructpanuu  moayudartens B MC MJUJIIT
R (B ciiyuae  orrpyskd  JIII Ha He3aperMCTPHPOBAHHOE

B UC MJIJIIT mecTto oOCyHIECTBICHHS [AESTEIBHOCTH U
YKa3aHUM  PErUCTPAllMOHHOIO  HOMEpa  MOJIy4aress
B IC MJIJIIT);

MoJy4daresb HE SBISIETCA  PE3uAEHTOM Poccuiickon
denepanuu
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44.2. Tllpuemka Ha ckiaang JIII, paHee OTrpy:eHHBLIX HA He3aperucTPUPOBAHHOE
B UC M/IUIIT  mecT0  ocymiecTBJIeHUSI  JesiTeJbHOCTH (B

TOM  4HCJIe
He3aperucrpuposanHomy B UC M/JIII cy0bekTy 0oOpamieHust)

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

Cyb6bekT obpalleHus - VIC MOSIM Cyb6bekT obpalleHus -
OTnpaBuTens Mony4atensb
[e06Xx0AMMOCTE NpUemky J1
441. paHee OTIPYKEeHHbIX Ha

He3aperucTpupoBaxHoe
MeCTO AeATenLHOCTH

. 4
1. Npuemka NN Ha
He3aperncTpUpoBaHHoe
MECTO AeATEeNnsHOCTU
v
2. Peructpayus mecta
pesitenbHocTW/cybbekTa
obpawenns /M 8 UC
mann
h 4
77777777777 > Bt;:ﬂ%g:ii'% <7-}42—ra:’e.w_ume-ga!ew;:!_u.':!ern’u’ii 3. MNepepaya ceeaeHun o
~ SGTIN / SSCC npuemke NN Ha cknag
PervcTpauun CeBegeHnin

aa BoamoxHa

pemcTpauus
Pesctp AoxymenTos/Peectp cBeaeHun?.
T0BAPOS
h
7.Orkas 8 B perucTpaLim ceeaeHui o
perucTpauumn . [ Npuemke NN, paHee OTrPYXEHHbIX
CBeAeHWi 0 Npuemke "\ Ha HeaapercTppoBaHHOE MecTo
NN Ha cknag, [EATeNbHOCTH, OTKA3aHo
v
5. Peructpauus Ocywecrsnesa npuemxa NN,
£ paHee OTTPYHEeHHbIX He
csegel:um O S HE3apPEerMcTPUPOBAHHOE MECTO
N Ha cknaa [eATENLHOCTH, Ha cknag
A
6. YBeaomnerue o
percTpauni Mecta
fesrensHocTw/cybbexra
obpawenus u npuemke NN Ha
cknan
Qcywectenera npuemka JiN 611-receive_unregistered_notification. xsd
PaHee OTrpyXeHHbIX He SGTIN/ SSCC
HE3aPErCTPUPOBaHHOe e

MECTO AeATeNbHOCTH, Ha
cknan

Pucynox 24
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AHHOTAUSA

Jnst obecnieyenust Bo3MoxkHocTu peructpauuun B MC MUJITT
CBeleHUU O panpHenmmx omnepauuax ¢ JIII, B orHomeHuu
KOTOPBIX paHee 3aperucTpUpPOBAaHbl CBEACHHS 00 OTIpy3Ke
Ha He3apeructpupoBanHoe B UC M/UJIIT MecTo ocyiiecTBiaeHuUs
nesTenbHOCTH (coriacHo pasjaeny 4.4.1. Hacrosmux [lacrioptos
npoiieccoB), noaydatento JIIT Heo6xoaumo:

— ocymectBuTh peructpauuro B MUC MJJIII cornacHo
paszneny 1.1. nacrosiux IlacmopToB mpoiieccoB (B ciayuae
OTCYTCTBHSI peructpaiuu nosydatens 8 UC MJIJII);

— ocymectButh peructpaunro B MC  MJJII wmecra
OCYILIECTBJICHUS  JCATEJIbHOCTH  COIJIACHO  JIMLIEH3HUH,
Ha KOTOopoe ocymiectBieHa npuemka JIII (B ciuyvae
Hanuuus peructpauuun noayyarens B HMC MIJII u
OTCYTCTBUS perucrpauuu B IC MJIJIIT MecTa
OCYIIECTBIICHUS AEATEIIBHOCTH, HA KOTOPOE OCYILECTBJICHA
npuemka JIIT);

— ocymectBuTh peructpammio B UC MJJIHI cBenenuid
onpueMke Ha ckiuang JIII, paHee  OTIpy’>KEHHBIX
Ha He3apeructpupoBannoe B HMC  MJJIT  mecto
OCYIIECTBIICHUS IESITEIBHOCTH

YyacTHUKH
B3aUMOJENCTBUS

— CyOBeKT  OOpaiieHusi, OCYIIECTBISIONIUA  OTIPY3KY
(oTmpaBuTEND);

— CyOBeKT  oOpalieHusi, OCYIICCTBISIOMMUA  MPUEMKY
(momyuaTenp)

OnucaHue BBIIOJHIEMBIX JISHCTBUN

1. Ilpuemxka JIIT Ha HezapeructpupoanHoe B UC MIJIIT mecto ocyuiecTBiieHue
JNEATENBbHOCTH MOJyYaTes

2. Peructpamus nmomygatens B8 UC MJIIT unu peructpanus 8 UC M/JIIT mecra
OCYILIECTBIICHUS] JIEATEIIbHOCTH IOJydaTelis, Ha KOTOpOE OCYIIECTBIEHA
npuemka JIIT (B ciayyae Hamuums peructparun moxyuarens B UC MJIJIIT)

3. Ilepeqaua B UWC MJUIIlI cBemenwit o mnpuemke Ha cxman JIII, panee
OTTPYKEHHBIX Ha HE3APETUCTPUPOBAHHOE MECTO OCYIIECTBICHHUS AEATEIBHOCTH

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH(POPMAIITMOHHOTO

[Ipu peructpaunu B UC MJIIT cBenenuii 0 npremMKe Ha CKIajl
JIII, paHee OTrpy>KEHHBIX Ha HE3aPETUCTPUPOBAHHOE MECTO
OCYILIECTBJIICHUSI  JIEATEIbHOCTH,  MOJydaTelb  CcOoOOmIaeT
CIEAYIOIINE CBEICHHUS:

— JlaTa COBEpIIIECHUS OIEpallnH;
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pecypca =

I/II[GHTI/I(l)I/IKaTOp MCCTa OCYHICCTBIICHUA JCATCIIBHOCTU
I0JIy4aTeisd, Ha KOTOPOE OCYIIECTBICHA IPUECMKA,

— HICHTH(PHUKATOP MeCTa OCYIISCTBICHUS JEATCIBHOCTH
OTIPABUTEIISA, C KOTOPOT'O OCYIIECTBIICHA OTTPY3Ka;

— JaTa JOKyMEHTa OTIPY3KH;
— HOMeEp JOKYMEHTa OTIpYy3KH;

—  SGTIN w/umu SSCC

4. TlpoBepka BO3MOXXHOCTHU PETUCTpallMM CBeJeHUN o mpueMke Ha ckman JIII,

paHeC OTTPYKCHHBIX Ha HC3APCTUCTPUPOBAHHOC
ACATCIIBHOCTHU

MCCTO OCYHICCTBIICHUA

Peructpanus ceenenuin B MC MJIJIII o npuemke Ha ckiax JIII, panee
OTTPYKEHHBIX Ha HE3aPETHMCTPUPOBAHHOE MECTO OCYIIECTBICHUS ACSATEIbHOCTH
(Mpu OTCYTCTBUM OCHOBAHMI JJIsi OTKa3a)

YBegomienue ornpasurenss o peructpaiuu B MC MJUIIT nomyuarenst (mecra
OCYIIECTBJICHUSI JICSITEIBHOCTH TIONYy4YaTelsi) W PErucTpaluy MoJiydaTeaeM
cBeleHMii o  mpuemke Ha  ckiang  JII,  paHee — OTrpyK€HHBIX
Ha HE3apETHUCTPUPOBAHHOE MECTO OCYIIECTBIEHUS IESITEIBHOCTH

[lepeueHn VYBenOMJICHHE OTIPAaBUTENSI O PETHCTpPAllUd MOJydaTeNss |
nepeaBacMbIX npuemke JIII Ha cxmam  momydatenst — GopMUpPYETC
CBEICHHI 1 Ha OCHOBAaHMHM paHEE 3aperuCTPUPOBAHHOW  IOJIydaTeeM
BJIaJIEJICI] OTIEpAIVH U COJICPIKUT CIICIYIOIINE CBEICHHUS:
HH(POPMAITMOHHOTO _

— JlaTa COBEpIIICHUS OTepaIni;
pecypca

— uAeHTU(]UKATOp MecTa OCYIIECCTBICHHUS JACATEILHOCTH
MOJTy4dartesisi, Ha KOTOPOEe OCYIIECTBICHA MMPUEMKA;

—  WACHTU(PUKATOp MeCTa OCYIICCTBICHUS JEATEIHbHOCTU
OTHPABUTENS, C KOTOPOTO OCYLIECTBIIEHA OTIPY3Ka;

— J1aTa JOKYMEHTA OTTPY3KH;

— HOMEp JOKyMEHTa OTIPY3KH;
—  SGTIN w/mmmm SSCC

7. Otka3 B peructpanuu B UC MJIJIIT cBeneHuit o nmpuemMke Ha CKiaj MoJydaTesis
JITI, paHee OTrpy>KEHHBIX HAa HE3aPETUCTPUPOBAHHOE MECTO OCYIIECTBICHUS
NeATeNbHOCTH (MIPU HAJTUYMU OCHOBAHUM JIJIsi OTKAa3a)

ITepeuens — OTCYTCTBME  paHee  3apEerHCTPUPOBAHHOM  OIEpanuu
OCHOBAaHUM JJIS 00 otrpy3ke JIII na neszapeructpupoBannoe 8 UC MJJIIIT
OTKa3a B

perucTpanuu

MCCTO OCYIICCTBJICHUSA ACATCIbHOCTH,
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CBEJICHUM

HECOOTBETCTBUE MOJydYaTessl, YKA3aHHOIO B  paHee
3aperucTpupoBaHHOM  omeparuu o0  otrpyske  JIII
Ha He3apeructpupoBannoe B HMC  MJJII  mecto
OCYILIECTBIICHUS JACSATEIbHOCTH, WICHTU(PUKATOPY MecTa
OCYILIECTBIICHUS JIESITENBHOCTH IOJYy4aTeNs], YKa3aHHOMY
B peructpupyemon onepaunu rnpueMku JII1 Ha cknan
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4.6. BpiBo3z JIII ¢ Teppuropunm Poccumiickoii PDenepanyu Ha TEPPUTOPHIO
rocyaapcrea-aiena 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

Pucynok 25
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AHHOTaAUg

B ciyudae BriBO3a JIII ¢ Tteppuropun Poccuiickonn ®denepauuu
Ha TeppuTtopulo  rocyaapctBa-wieHa EADC  cyObekToM
oOpallleHusl,  OCYIIECTBISIONIMM  BBIBO3, JOJDKHA  OBIThH
3aperucTpupoBaHa cooTBeTcTByIomas onepanus B MC MJJITL.

Otrpyxennsie JIII B 1aHHOM cilydyae BBIBOASTCS W3 000pOTa,
nanpHeni 06opoT nanHbIX JIIT He nomyckaeTcs

YyacTHUKH
B3aUMOICHCTBUSI

— CcyObekT  oOpaleHusi, OCYHICCTBISIONIMN  OTIPY3KY
(oTmpaBuTEINb)

Omnmcanue BBINOJTHACMBIX HeﬁCTBHﬁ

1. TMoaroroBka k oTrpy3ke, yrnakoBka JII1 B TpaHcriOpTHYIO Tapy

2. Ocymectienue otrpy3ku JIII Ha Ttepputopuio rocynapctBa-uieHa EADC
CO CKJIaJla OTIPABUTEIS

3. — 4. Perucrpanus B UC MJJIIT cBenenuit o BbiBo3e JIII Ha Teppuropuio
rocynapcrea-uieHa EADC

[Tepeuenn
nepeaBaeMbIX
CBEECHUN U
BJIaJIEJICI]
UH(OPMAIIMOHHOTO

pecypca

IIpu perucrpaumu B HMC MJIJIII onepanuu BbeiBo3a JIIT
¢ tepputopun  Poccuiickonn ~@Penepauru  Ha  TEPPUTOPHUIO
rocyaapctBa-uieHa EADC oTnpaBuTenb cooOIIaeT cieayromme
CBEJICHHUSL:

— JaTa OCYIICCTBJICHU:A OIICpAlINU,

—  WACHTU(PUKATOpP MeCTa OCYIICCTBICHUS JEATEIbHOCTU
OTHPABUTENS, C KOTOPOrO0 OCYHIECTBIIAETCS OTTPYy3Ka

— KO Hajloromiarenpuka mnonyvarenss JIII B crpane
perucTpauuu;

— KOJ CcTpaHbl peructpauuu nosryyareis JIII;
— JaTa JOKyMEHTa OTIPY3KH;

— HOMEp JOKYMEHTa OTIPY3KHU;

—  TUI JOTOBOPA;

— ueHa peanuzanuu JIII, py0. (Bkmrouas H/C);
— cymma HJIC (eciu mpuMeHUMO);

— SGTIN w/umu SSCC.

B cnyyae HEOOXOIMMOCTH YKa3aHHMS Pa3IUdHBIX IIEH BHYTPH
IPYIIIIOBOM YITAKOBKH OTIIPABHTENIb COOOIIAET JOMOJTHUTEIBHO
cnenyromue ceaenus st SSCC:

- GTIN;
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— HOMeEp IPOU3BOJICTBEHHOW CEpUHU;

— 1ueHa peanuzanuu JIIT (ans ykazanasix GTIN u HOMepa
cepun, Brodas HJ[C), py0.;

— cymma HJIC (eciim npumMeHHMO)

5. BeiBog u3 ob6opota JIII mo mpuumHEe OTrpy3KH JIEKAPCTBEHHBIX IpErapaToB
Ha TEPPUTOPUIO rocyaapcrBa-wieHa EADC
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4.7. Cmena «maageabua» JIII npm ocymecrBienun mnocrasok JIII B pamkax
rocy1apCcTBeHHOI0 JIEKAPCTBEHHOI'0 o0ecrneyeHus c HCII0JIb30BaHHEM
NPOMEKYTOYHBIX CKJIAJA0B MOCTABIIMKOB JJOTMCTHYECKHUX YCIYT

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 26
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AHHOTAUSA

[Ipu OCYILIECTBIICHUU IIOCTaBOK JIIT B paMKax
rOCyJapCTBEHHOIO  JIEKAPCTBEHHOIO0  OOECMEYeHUs]  MOryT
VCIOJIb30BAThCS  MPOMEKYTOUHBIE  CKIIAAbl  IMOCTABLIUKOB
JIOTUCTUYECKUX YCIIYT.

Jna  nmaneHenmen nepemaun JIII B Mecto ormycka JIII,
HE SABJIIIOLIEECS MOAPA3AECICHUEM MOCTABIINKA JIOTUCTUYECKUX
yenyr (1.e. mepeaaun JIII apyromy «Biaaembily»), MOCTABIIUK
JIOTUCTUYECKUX YCIYT JOJKEH SIBISITHCS 3apErMCTPUPOBAHHBIM
moae3oBateieMm MC  MJIJII w wumM  JgobkHA  OBITh
3apeructpupoBana B IC MJIJIIT cooTBeTCTBYIOIIAs ONEpaIIus.

Peructpanus 8 UC MU ceenenuii o nepenaue JIII HOBOMY
BIAQJEbIly  TpearnoyiaraetT MOATBEpXkKAeHUE  WHOOpMaALUU
0 COBEpIICHUM orepanuu odenuMu ctopoHamu. OTmnpaBUTEIEM
peructpupyrtcsi cBeaeHuss o mnepenade JIII momydaremro, a
NOJIy4aTeIeM OCYILIECTBIISIETCS MOJATBEPKICHUE
3apErucTPUPOBAHHBIX OTIPABUTENEM CBeAeHU o nepenaye JIIT.

I[Ipu nepememennn JIII B pamkax rocyIapCTBEHHOrO
JIEKapCTBEHHOTO obecnedeHuss nHpopmarus o aswkeHun JIIT
Oyner HOOoCTynmHa B JIMYHOM KaOWHETE COOTBETCTBYIOIIETO
roCcy1apCTBEHHOTO oprasa, B HMHTEpPECax  KOTOpOIo
ocyuiecTBisieTcs: 3akynka JIII 3a cuer cpencts denepanbHOTO
WIH PErMOHAIILHOTO OI0KeTa

YuacTHUK
B3aMOJICHCTBUS

— CcyOBekT  oOpaiieHusi, OCYIISCTBISIONIMN  OTIPY3KY
(oTmpaBuTENB);

— CyOBEKT  OOpalleHusi, OCYIICCTBISIONIUA  MPUEMKY
(momyuaTenp)

OnucaHue BBIIOJHIEMBIX JTEHUCTBUN

1. TlogroroBka Kk oTrpy3ke, ynakoBka JIII B TpancriopTHytO Tapy

2. Otrpy3ka JIIT co cknaga oTnpaBuTEs

3. — 4. Peructparus 8 UC MJJIIT cBenennit o cmene Biaaensia JIII B pamkax
rOCYJIapCTBEHHOTO JICKAPCTBEHHOTO 00ECTICUCHUS

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH()OPMAIITMOHHOTO

pecypca

Hns peructpauuu B MC MIJIIT cBeaenuit o cMeHe Biajenblia
JITT B paMKax ToCyaapCTBEHHOTO JIEKAPCTBEHHOTO O0ECIeYeHUs
OTIPaBUTEIb 00ECIIEUMBACT Nepelauy CIECAYIOIMNX CBEACHUN:

— JlaTa COBEpPIIICHHS OTepallnH;

— UJSHTU(UKATOP MecTa OCYIIECTBICHUS JAESTEIbHOCTH
OTHPABUTEINS, C KOTOPOI'O OCYIIECTBISETCS OTIPY3Ka;
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- I/II[GHTI/I(l)I/IKaTOp MCCTa OCYIICCTBJIICHUA ACATCIBHOCTU
IIOJIy4aTciidd, Ha KOTOPOC OCYHICCTBIIICTCS ITPUEMKA,

— JaTa INCpBHUYHOIO JOKYMCHTA,
— HOMCP HCPBUYHOIO JOKYMCHTA,

—  SGTIN w/umu SSCC

5. VYBenomienue noaydatens 06 orrpyske JIII co cknanma otmpaBuTesss B paMmKax
cMmeHbl Bnagensna JIT1

IIepeuens
nepe1aBaeMbIX
CBEICHUN U
BJaJieNIel
UH(GOPMAIIIOHHOTO

pecypca

YBenomnenue monmyudarens o6 otrpyske JIII co cknana
OTIPaBUTEINS dbopmupyetcs Ha OCHOBaHUU paHee
3apEruCTPUPOBAHHON OTIPABUTEIEM OMNEPAlUU U COJACPKHUT
CHEAYIOIINE CBEICHHUS:

— JlaTa COBEPIICHUS OIICpaluH,

— I/IJIGHTI/I(i)I/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
OTIIPAaBUTCIIA, C KOTOPOT'O OCYHICCTBIIACTCA OTIPY3Ka,

— I/I)IGHTI/I(i)I/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
MoJIy4daTeiisd, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

— JaTa IICPBUYHOI'O0 JOKYMCHTA,

— HOMCP IMCPBHUYIHOI'O IOKYMCHTA,

—  SGTIN w/mmmm SSCC

6. Ilpuemxka JIII Ha ckiag mosrydaTens

7. Ocy1iecTBieHue

IPOBEPKH  MOJydyaTeJeM pPaHEEe  3aperuCTPUPOBAHHBIX

oTnpaBuTeeM cBeaeHuit 06 orrpyske JIII co ckmama

8. — 9. IlonTBepxkaecHNE (aKIENTOBAaHKE) MOIy4yaTeseM cBeneHuid 00 orrpyske JIIT
CO CKJIaJla OTIPABHUTEIS

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICI
WH(OPMAITMOHHOTO

pecypca

JIns  oCylIecTBIEHHSI  TMOATBEPKIACHUS  (AKUEHNTOBAHMS)
3aperuCTPUPOBAHHBIX OTIpPaBUTEIEM cBeneHuit 00 otrpyske JIII
CO CKJlaja mojy4areib oOecneuuBaeT nepenayy B UC MJIIT
CIEIYIOINUX CBEICHUI:

- I/I,Z[eHTI/I(I)I/IKaTOp MCECTa OCYHICCTBICHUA ACATCIbHOCTHU
MoJay4areciisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

— UJEHTU(UKATOP MecTa OCYIIECTBICHUS JEATEeIbHOCTU
OTHPABUTENS, C KOTOPOI'O OCYILIECTBISETCS OTIPY3Ka;

— JlaTa COBEpPIICHHS OTEpallnH;

— HOOATBCPKACHHUC IIPHUCMKH IIPHOCTAHOBJIICHHOI'O TOBapa
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(ykaspiBaeTcsi B ciydae, ecau PocsnpaBHangzop OpHHSII
perieHue O BpPEMEHHOM BbIBoJie U3 oOpamienus JIII
cornacHo 1. 7.1 ITacopToB mporeccos);

—  SGTIN w/umu SSCC

10.YBenomiieHHe OTIpaBUTENS O MOATBEPKACHUU (AKIENTOBAHUM) TMOJydaTesieM
ceenennii 00 otrpyske JIII co cknana oTnpaButens

ITepeuens
nepeaaBaeMbIX
CBEICHUN U

NEN NS
MH(OPMAIIMOHHOTO

pecypca

VYBenomienue OTIpPABUTENS 0 NOATBEPKACHUU
(akuenToBaHWM) TMoJdyyaTeneMm cBeAaeHuil o0 otrpyske JIII
CO cKJIajJa dopmupyertcs Ha OCHOBAaHHUHU paHee

3apEruCTPUPOBAHHON TMONy4yaTeNeM OMNepauud U COAEPKUT
CJIEIYIOLIUE CBEJCHUS:

— I/I,ZleHTI/I(l)I/IKaTOp MECTa OCYHICCTBJIICHUA OCATCIBHOCTHU
MoJydareiisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPHUCMKA,

— I/IJIGHTI/I(i)I/IKaTOp MCCTa OCYIICCTBIICHUA OCATCIIBHOCTHU
OTIIPAaBUTCIIA, C KOTOPOT'O OCYHICCTBIIACTCA OTIPY3Ka,

— JaTa COBCPUICHUS OIICpAIlhH,

— TIOATBEPKJICHHE TMPUEMKH IPUOCTAHOBIEHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciu PocsnpaBHagzop NpuHSII
pelieHrue O BpeMEHHOM BbiBoJe wu3 oOpamieHus JIII
coryacHo 1. 7.1 ITacrmopToB mpoIecCoB);

—  SGTIN w/mimm SSCC
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5.1. IIponaska JIII B paMkax po3HUYHOM TOProBJIH

5.1.1. lIpona:xka JIII B pamkax po3Hu4HO# TOpros.u ¢ ucnojb3oBanuem KKT (B Tom
yucie ornyck JIII mo sbrorHomy peuenty ¢ 4aCTUYHOM 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

10511-retail_sell_kidt.xsd

SGTIN

[y

MocneagksA a8
ynakoeka?

Verawossa
COOTEATCTEYOWEro craryca
ANR STOPHHHOA YNAKDBKA
nn

1051

6. dukcauvs

npogaxa J1MN e p.

03HWYHOWM TOProBNW

CBEAEHUA O Npoaaxe
NepBU4HOI YNakoBKK

1-retail_sell_kkt xsd

ToRapos

Peectp pokymenroaiPeacrp

e

SGTIN

Pucynox 27
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AHHOTAUSA

AnTeyHas oOpraHu3anusi M[pH  OCYIIECTBICHHUUM  PacyeTOB
¢ rpaxxaaHuHoM mnpu mpomaxe JIII Bwlmaer KaccoBbI Y€K U
OCYIIECTBIIIET  MepeAadyy  COOTBETCTBYIOIIMX  CBEACHUMU
B IC MJUJIIT.

B cmywae wucnonb3oBaHusa anreyHod opranuzanuen KKT

IPEAYCMOTpPEHA BO3MOKHOCTb nepenadn CBEJICHUI
o po3HnuHor mnpogaxe JIII wyepes O®DJ[ B COOTBETCTBUH
¢ OenepanbHBIM 3aKOHOM oT 22.05.2003
No 54-@3.

Ceenenusa o mnpomaxe JIII B pamkax pO3HUYHON TOPTOBIH
nepenatorca B UC MJUJIIT cpeactBamu myTeM B3auMOAEHCTBUS
¢ uHpopMaoHHbIMU cuctemamu OD/JI.

B cooTrBercTBMM €  ACHCTBYIOIIMM  3aKOHOJIATE€IHCTBOM
Poccuiickont @enepanuu nomyckaercss ornyck JIII B nepBuuHOU
(amee — yacTUYHAs MPOJIaXKa) U BTOPUYHOM (MTOTPEOUTETHCKOM )
yIaKOBKaXx.

B cnydae ocymiecTBieHMs YaCTUYHOW MPOJAKW B KacCOBOM
YeKe OTPa)XKaeTcsi KOJIMYECTBO IMPOJIAaBAEMBIX MMEPBUYHBIX
yIaKOBOK M 00Ilee KOJMYECTBO TMEPBUYHBIX YIAaKOBOK
BO BTOPUYHOM  (NMOTpeOUTEIHCKOM)  YIMAKOBKE  COTJIACHO
KOMIUJIEKTHOCTH.

O@ukcamus ceegenuit B UC MJIJIII o monydeHHBIX Yekax
oT O®/] ocyliecTBiIsieTCS B arperMpOBaHHOM BHUJIE Pa3 B CYTKH
0 KaXKJIOMY MECTy OCYIIECTBJICHHS EATEIbHOCTH CyOBheKTa
oOpaireHust (MpyU HAJIMYWHU B YEKE)

YyacTHUKH
B3aUMOJIENCTBUS

— aIllITCHHadA OopraHu3alusi,

— 0D]]

OnucaHue BBIIOJHIEMBIX JTEHUCTBUN

1. OcymectBienne po3HuyHou npoaaxu JIIT

2. Ilepemauda yexoB OD/]

3. — 4. 3arpy3ka cBeaeHuii o po3auuHOuM mpomaxe JIII B UC MJUJIIT
u3 napopmarmoHHsix cucteMm OD]J]

5. OcyuiecTBieHUE MNPOBEPKU KOMIUIEKTHOCTH BTOPUYHOM (MOTPEOUTENHCKOM)

YIIaKOBKHU

ClIyyae OCYUIECTBICHUSI YACTUYHOW Mpojaxu (KOHTPOJb

LIETTOCTHOCTH MO COBOKYITHOCTH YacTe)
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6. @ukcauus cBeneHWd O Tnpojaxe mnepBuyHo ymakoBku JIII (B caywae
OCYUIECTBJICHHS YaCTUYHOM MPOAaXH HE MOCJEIHEN NEPBUYHON YITAaKOBKH)

/. BriBog u3 obopoTta BTOpuuHOM (moTpeOurtenbckoi) ynakoBku JIII (B ciayuae
OpOJaX BTOPUYHOM (MOTPEOUTETHCKON) YMAKOBKH WJIM MPOJAXHU MOCIETHEN
NEePBUYHON yIaKOBKH)

Ilepeuens
nepe1aBaeMbIX
CBEICHUN U
BJIaJIENIEN]
MH(OPMAIIMOHHOTO

pecypca

IIpu peructpaunun B UC MJUJIII pesynbraToB mpopaxu JIII
B paMKaxX pPO3HUYHOM TOProBiu oOecrneunBaeTcs ¢GUKcaus
CJIEIYIOLIMX CBEACHUI, HA OCHOBAaHUM YEKOB, MOJTYYEHHBIX U3
uHpopmanronubix cucrem OD/I:

TUI BbIBOJA M3 obOopoTa (popMmMupyercs aBTOMATHUECKH
cpeacteamu MMC MUJITT);

UICHTU(UKATOP MeECTa OCYIIECTBICHHS JeSTEIbHOCTU
cyObekTa oOpamieHusi WM PErucTPalMOHHBI HOMED
cyobekra oopamenus 8 UC MJIIT;

HNHH npopasua,;

HoMmep (uckanbHOro yeka (ter 1040);

TUT (PUCKAIBHOTO YeKa (YeK MPOJaxKH, YeK KOPPEKIIIH);
Bepcus Gpopmata GpUCKaIbHBIX JaHHBIX (Ter 1209);

JlaTa COBEPUIEHUS ONEpaluu;

Jata JBFOTHOrO perenta (MpU OTIYCKE IO JIbFOTHOMY
pelenTy ¢ 4aCTUYHOM OIIaToi);

HOMEp JIbIOTHOTO penenta (Mpu OTIYCKE MO JBIOTHOMY
pelenTy ¢ Y4aCTUYHOM OIIaToi);

cepusi JbFOTHOTO peuenta (Mpu OTIYCKE IO JIbIOTHOMY
penenTy ¢ YaCTUYHOMW OTUIATOM, P HEOOXOAMMOCTH);

CTOMMOCTH IpeAMeTa pacuera (pO3HUYHAS LIEHA) C yYeTOM
CKHUIOK 1 HareHOK (ter 1079), py0;

cymma HJIC (tex 1200, ecnu cnenka oomaraercs HIC);

CyMMa CKUAKHA (IIpU OTHYCKE IO JIBIOTHOMY pELENTY
C YaCTUYHOMU OIJIaTOM);

KOJIMYECTBO MPOJIaBa€MbIX NMEPBUYHBIX YIAKOBOK M 00IIee
KOJIMYECTBO TMEPBUYHBIX YMAKOBOK BO  BTOPHUYHOMU
(moTpeOuTENbCKOM)  yMmakoBKe (IPU  OCYIIECTBJICHUU
YaCTUYHOM MPOJIaXKU);

SGTIN

Buumanwue!

Haunnbiit pyuakiumonan UC MJUJIIT paGoTaeT B TECTOBOM peKUME




5.1.2. IIpoaa:ka JIII B pamkax po3Hu4Hoii Toprosiu 6e3 ucnojn3oBanus KKT (B Tom
yucie ornyck JIII mo JbrorHomy penenty ¢ 4aCTUYHOM OIJIATOM)
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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

Pucynok 28
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AHHOTaAUg

AnrTeyHass opraHu3anus I[pd  OCYIIECTBICHUM  PacCyETOB
C IrpaXXIaHUHOM npu MpOJIaxe JIIT B ClIy4asx,
IPEAYCMOTPEHHBIX 3aKOHOAATEIBCTBOM, MOXET HE NPHUMEHATH
KKT, BblHaeT nOOKyMEHT, NOATBEPKIAIOUIMN MNpPOAAXKYy, U
OCYILIECTBIIIET  Iepefadyy  COOTBETCTBYIOIIMX  CBEICHUMU
B NC MJIIL.

B cootBercTBMM € JEWCTBYIOIIMM  3aKOHOJATEIILCTBOM
Poccuiickon denepannn nomnyckaercs ornyck JIII B nepsuuHoin
(anmee — yacTUYHAs MPOJIaXka) U BTOPUYHOM (MMOTPEOUTETHCKOMN )
yIaKOBKax.

B caywae ocymectBieHus ~yactuyHoM — npojpaxku  JIII
npu nepenave ceegenuid B MC MJIIT cyOGbexkTom oOparieHus
JIOJDKHO OBITh YKa3aHO KOJIMYECTBO MPOJIaBAEMBIX MEPBUYHBIX
YIOAKOBOK M  O0Iee KOJIMYECTBO TMEPBUYHBIX YMaKOBOK
BO BTOpUYHOM  (MOTpeOUTETBCKOM)  YMAKOBKE  COTJIACHO
KOMIUJIEKTHOCTH

YyacTHUKH
B3aUMO/JENCTBUS

— aIllTCYHasA OpraHu3anus

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. OcymectBienue po3anyHoi nmpogaxu JII1

2. — 3. Perucrpamus 8 UC MJIII ceenenuit o mpogaxe JIII B pamkax po3HUYHOM

TOPrOBIIU
IIepeuens Hnsa peructpauuu B UC MIJII pesynbratoB npopaxu JIIIT
nepeaBaeMbIxX B paMKaxX pO3HUYHOM TOPrOBJIM anTe4yHass OpraHu3alus
CBEECHUI U obecrieurBaeT nepeaady ClIeayonuX CBEICHHI:
BJIaJIEJIe1]
— JlaTa COBEPLICHHMS OIEpaLNH;
UH(OPMAITMOHHOTO
pecypca —  WACHTU(PUKATOp MeCTa OCYIICCTBICHUS JEATEIHbHOCTU

arTeYHOM OpraHu3alnu;

— BUJ JOKyMEHTa (4eK, OJJaHK CTPOTroi OTYETHOCTH, IOTOBOP
u 1p.);

— HaMMEHOBaHUE JOKyMEHTa (IMpU HEOOXOIUMOCTH);
— JaTa JOKyMEHTa;
— HOMEp JOKYMEHTa;

— JlaTa JBIOTHOTO perenta (Ipu OTIYCKE IO JBrOTHOMY
pelenTy ¢ YaCTUYHOM OIIaTOMN);

— HOMEp JIbrOTHOTO perenta (Ipu OTIYCKE MO JbIOTHOMY
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pElEnTy C YaCTUYHOU OIIaTo);

— cepus JbFOTHOTO penenta (Mpu OTIYCKE IO JIbIOTHOMY
pElenTy ¢ YaCTUYHOM OIIaTOM, MPU HEOOXOIUMOCTH);

— poO3HUYHAai IIeHa, pyo.;
— cymMma HJIC (ecau caenka ob6naraercst HIIC);

— CyMMa CKUAKH (IIPH OTITyCKE IO JIBTOTHOMY PEIENTy ¢
YaCTUYHOM OIIaTOM);

— KOJIMYECTBO MPOAABAEMbIX MEPBUYHBIX YIIAKOBOK M 00IIEe
KOJMYECTBO IEPBUYHBIX YIAKOBOK BO  BTOPUYHOU
(moTpeOuTensCcKoi) ymakoBke (IpH  OCYIIECTBIECHUU
YaCTUYHOMN MPOJAXKH);

— SGTIN

4. OcylecTBiIeHUE MPOBEPKH KOMILJIEKTHOCTH BTOPUYHOM (MOTPEOUTEIBCKOM)
YIaKOBKM B Cllydae OCYIIECTBJICHHMS YAaCTUYHOM MPOAaXKHU (KOHTPOJb
LEJIOCTHOCTH MO COBOKYITHOCTH YaCTEM)

5. @ukcanus cBeAeHUW O Tmpoaaxke mnepBuuHou ymnakoBku JIII (B chydae
OCYUIECTBJICHHS YaCTUYHOM MPOAaXKH HE MOCJEeIHEN MePBUYHON YIIaKOBKH)

6. BeiBog u3 obGopora BTOpuuHOU (moTpedbuTennbckoi) ymakoBku JIII (B cimydae
NPOJaKH BTOPUYHON (TIOTPEOUTEIHCKON) YIMAaKOBKH WM TPOJAKH TOCTIETHEH
NIEPBUYHON yYITAKOBKH )




5.2. Ornyck JIII 1o JibroTHOMY penenty
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5.2.1. Ornyck JII no abroraomy peuenty 0e3 ucnonab3opanusa KKT

5.2.1. Otnyck J1IN no nerotHomy peuenTty 6e3 ncnonb3oBanus KKT

AnTeyHble opraHusauuw/MeguunHckne

CYLeCTBNEH OTNYCK

Cepsep amuccum nc Mmann
opraHunsauuu
HeobxoammocTs
otnycka JIM no
NbFOTHOMY peLenTy
v
1. Otnyck J/IN no
NBFOTHOMY peuenTy
2
2. MNepepava
cBefeHnun 06 oTnycke cnonbayeTcs A2 10521-skzkm_recipe xsd
1N no nerotHomy PB? SGTIN
peuenty
HEeT
3. Peructpaums
.| ceeneHnit o6 omycxe NN
21 m«.ﬁ; xsd 7| no neroHoMy peuenty u
- onpegeneHue Tuna

Ornyck
nNepsu4HON
NakoBKu?

h 4 A 4

4. MNpoeepka
KOMMNIMEKTHOCTU
BTOPUYHON YNaKkoBKN

6. BbiBog BTOPUYHON
ynakoekw 13 oGopota

Paacrp poxymentos/Peectp

T0eapoe

A

Mocneaxsas
ynakoska?

Ycranoska
T COOTBETCTBYIOWEro CTaTyca
"y ANA BTOPUYHOA YNAKOBKN
nn
5. dukcauus

cBefeHwn ob otnycke
NepBNYHON YNaKoBKKU

1IN no neroTHOMy
peuenty

Iy

A

Pucynox 29




126

AHHOTaAUg

IIpu ornmycke JIII mo aprotHomy peunenty Bpada pabOTHUK
anNTe4YHOr0 YUYpEXKJEHUs (OpraHu3aluu) JelaeT OTMETKY
Ha perente 00 ortmycke JIII (HauMeHOBaHWE WM HOMED
anNTe4YHOIro YyupexXJaeHHus (opraHu3aliM), HAUMEHOBaHUE W
JO3UPOBKa JIEKapCTBEHHOI'O CpEeACTBa, OTIYIIEHHOE
KOJIMYECTBO, OJNUCH OTIYCTUBILETO U J1aTa OTIYCKa).

IIpu ormycke JIII 1mo nproTHeIM penenrtaM, AEHCTBYHOIIUM
B TCUCHUE OJHOIO TIO0Ja, JBbIOTHBIM pELENT BO3BPAILACTCS
00JIbHOMY C yKa3aHUEM Ha 000pOTe HAaMMEHOBAaHUS UM HOMEpa
anTe4YHOro YyuYpexJAeHHs (OpraHu3aiuu), MOAMNHCH pabOTHUKA
aIllTe4yHOr o YUPEKIACHUS (opranuzanun), KOJINYECTBA
OTHYIIEHHOIO0 IIpernapara v Aarbl ornycka. Ilpum ouepegHom
oOpartieHuu OOJIBHOTO B alTEYHOE yupeKJeHUE (OpraHu3aluio)
YUYUTBIBAKOTCSI OTMETKH O IpeapiaynieM noiayyenuu JII1.

Otnyck JIIT ocymiecTBisieTcsi Tpa)JaaHaM, HWMEIOIUM TIPaBO
Ha O6ecruiatHoe monyyenue JIIT (Oe3 omnaTel) Wi MOMydeHHE
JIIT co ckuakoii (C YaCTUYHOM OIJIATOM).

[Tpu ornycke JIII ¢ vacTuuHOM omuiaToil cyObekTOM OOparieHus
OCYILECTBIIAETCS PETUCTpalUsl COOTBETCTBYIOIIEH Ollepauuu
B UC MJUJII cormacuo paspeny 5.1.1 wnm paspmeny 5.1.2.
HacroAmux [lacrmopros npoueccos

B coorBercTBMM ¢  JACUCTBYIOIIMM  3aKOHOJATEIbCTBOM
Poccuiickoit ®enepanuu nomyckaercs ornyck JIII B mepBuyHOM
(aymee — YaCTUYHBIM OTITYCK) M BTOPUYHOM (TIOTPEOUTEIHCKOM )
yIaKOBKaX.

B cmydae ocymectBieHuss 4actuyHoro —ormycka  JIII
npu nepenave ceenennii B UC MJJIIT cyObekTom oOparieHus
JOJKHO OBITHh YKa3aHO KOJMYECTBO OTITYCKAEMBIX IMEPBUYHBIX
YIaKOBOK M 00IIee KOJIMYEeCTBO TEPBUYHBIX YIAKOBOK BO
BTOPUYHOU (moTpeOUTEenHCKOM) YITAKOBKE COIJIACHO
KOMILIEKTHOCTH.

[Ipu  Hamuuuu  yCTpOMCTBA  pPETUCTpPAIMM  BBIOBITHS,
npeaocrasisiemoro omneparopom HMC MJUIIL, y cyObekra
obpamenus nepenada ceegaeHuii B8 UC MJIJIIT o6 ormycke JITI
0 JILTOTHOMY peuenry MOXKET OCYILIECTBIISITHCS
C UCIIOJIb30BAHMEM  YCTPOWCTBA  PETUCTPALlMM  BBIOBITHSA
B aBTOMATU3UPOBAHHOM PEKUME

YyacTHUKHN
B3aUMOJEUCTBUS

—  anTe4yHas/MEIUIIMHCKas OpraHu3aIus
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OnucaHue BBIITOTHIEMEBIX IEUCTBUHI

1. OcymectBnenue ornycka JIII no 1broTHoMy penenty

2. — 3. Peructpammus B8 UC MIIJIIT cBepenuit o6 ormycke JIII mo nbrotHomy

peuenry
IIepeuens Jnsa peructpaun B UC MJJIIT pesynbraToB otimycka JIIT
[epe1aBaeMbIX [0 JIFOTHOMY  peuenty  0e3  omiatel  OpraHu3alus,
CBEJICHUU U ocymectBisitomast  otnyck  JIII, oOecneunBaer mnepenady
NEN (S CIEAYIOIINX CBEACHUM:
MH(OPMAIIMOHHOTO :

— JlaTa COBEpPILICHUS Olepaluu;

pecypca

— UJeHTU(]UKATOp MecTa OCYIIECTBICHUS JACSTEIbHOCTH
OpraHu3alluu, OCYLIECTBIISIFOIIEN OTITYCK JIII
I10 JIbFTOTHOMY PELEINTY;

— J1aTa JbrOTHOTO PELENTa;
— HOMEp JIbTOTHOT'O PEIICTTa;
— cepus JIbIOTHOTO perenTa (pu HeoOX0IUMOCTH);

— KOJIMYECTBO OTITYyCKA€MBIX MEPBUYHBIX YIAKOBOK M 00IIee
KOJIMYECTBO  MEPBUYHBIX YINAKOBOK BO  BTOPUYHOM
(moTpeOuTensCKor)  ymakoBke (IpU  OCYIIECTBICHUU
YaCTUYHOTO OTITYCKA);

— SGTIN;

— JAaHHBIE UCIOJB3YEMOIO [JIsl PETUCTPAllUd CBEACHUUN
ycTpoiicTBa (IIpu nepeaadye CBEACHUM C HCMOJIb30BAHUEM
YCTPONCTBA PETUCTPAIIMH BBHIOBITHS)

4. OcyIiecTBiIeHNE MPOBEPKH KOMIIEKTHOCTH BTOPHUYHON (MOTPEOUTEITHCKOM)
YIOAKOBKM B CJIyda€ OCYLIECTBICHHUS YaCTUYHOTO OTHOYCKa (KOHTPOJIb
LEJIOCTHOCTH MO COBOKYITHOCTH YaCTEM)

5. @ukcamus cBeneHudd 00 ormycke mnepBuuHOM ymakoBku JIIT (B coyuae
OCYILIECTBIICHUS] YACTUYHOTO OTIYCKa HE MOCIEIHEN MEPBUYHON YITAKOBKH)

6. BriBog m3 obGopoTta BropmuHO# (moTpeOutensckoii) ynakoBku JIII (B ciayuae
OTIyCKa BTOPUYHOM (MOTPEOUTENHCKON) YIIAKOBKH WJIM MOCJIEIHEN NEepBUYHON
YIAKOBKH)

Buumanue! OyHknuoHan — nepemaun  cBegenmd B MC MJIJIII
C HMCTOJIb30BAHUEM YCTPOMCTB PETUCTPAIIMUA BHIOBITHS paboTaeT
B TECTOBOM PEKUME
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5.2.2. Ormyck JIII o JabrorHomy peuenty ¢ ucnosb3opanuem 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 30
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AHHOTaAUg

IIpu ornmycke JIII mo aprotHomy peunenty Bpada pabOTHUK
anNTe4YHOr0 YUYpEXKJEHUs (OpraHu3aluu) JelaeT OTMETKY
Ha perente 00 ortmycke JIII (HauMeHOBaHWE WM HOMED
anNTe4YHOIro YyupexXJaeHHus (opraHu3aliM), HAUMEHOBaHUE W
JO3UPOBKa JIEKapCTBEHHOI'O CpEeACTBa, OTIYIIEHHOE
KOJIMYECTBO, OJNUCH OTIYCTUBILETO U J1aTa OTIYCKa).

IIpu ormycke JIII 1mo nproTHeIM penenrtaM, AEHCTBYHOIIUM
B TCUCHUE OJHOIO TIO0Ja, JBbIOTHBIM pELENT BO3BPAILACTCS
00JIbHOMY C yKa3aHUEM Ha 000pOTe HAaMMEHOBAaHUS UM HOMEpa
anTe4YHOro YyuYpexJAeHHs (OpraHu3aiuu), MOAMNHCH pabOTHUKA
aIllTe4yHOr o YUPEKIACHUS (opranuzanun), KOJINYECTBA
OTHYIIEHHOIO0 IIpernapara v Aarbl ornycka. Ilpum ouepegHom
oOpartieHuu OOJIBHOTO B alTEYHOE yupeKJeHUE (OpraHu3aluio)
YUYUTBIBAKOTCSI OTMETKH O IpeapiaynieM noiayyenuu JII1.

Otnyck JIIT ocymiecTBisieTcsi Tpa)JaaHaM, HWMEIOIUM TIPaBO
Ha O6ecruiatHoe monyyenue JIIT (Oe3 omnaTel) Wi MOMydeHHE
JIIT co ckuakoii (C YaCTUYHOM OIJIATOM).

[Tpu ornycke JIII ¢ vacTuuHOM omuiaToil cyObekTOM OOparieHus
OCYILECTBIIAETCS PETUCTpalUsl COOTBETCTBYIOIIEH Ollepauuu
B UC MJUJII cormacuo paspeny 5.1.1 wnm paspmeny 5.1.2.
Hacrosmux llacmopros mporeccos.

B cmywae wucnomb3oBaHus anteyHor opranuszanuent KKT
IpeyCMOTPEHa BO3MOXKHOCTD Tepefaud CBEJIECHUN 00 OTIyCKe
JIIT o nerotHeiM penentam JIIT uepes OD/I.

Cenenus o6 ormycke JIII mo meroTHeIM perenTaM B JaHHOM
cnyuyae mnepepatorcs B HMC MJJIHI cpenctBamu  mytem
B3auMOIeHCTBHS ¢ nHDOopManMOHHBIMU crucTeMaMu OD/.

B coorBercTBMM €  ACHUCTBYIOIIMM  3aKOHOJATEILCTBOM
Poccuiickonn ®enepanun pomyckaercs ormyck JIII B nepBuuHOiA
(mamee — YaCTUYHBIA OTIYCK) M BTOPUYHOU (MTOTPEOUTEITHCKOI)
yIaKOBKaX.

B caydae ocymectBieHuss 4yactuyHoro —ormycka  JIII
npu nepenade ceenenuidr B MC MJIJIII B cBeneHusx,
nepegaBaembix  uepe3  ODJI, oTpakaeTcss  KOJIUYECTBO
OTIYCKAaE€MbIX MEPBUYHBIX YMAKOBOK MW 00Ilee KOJIMYECTBO
NEPBUYHBIX YINAKOBOK BO BTOPUYHOM (HOTPEOUTEIHCKOI)
YIIAKOBKE COIIACHO KOMIUJIEKTHOCTH.

Quxcanus ceeaenud B UC MJIJIIT o monydeHHBIX CBEICHUSX
oT O®/] ocymiecTBisE€TCS B arperipOBaHHOM BHUJIE pa3 B CyTKH
N0 KaXJOMY MECTY OCYIIECTBIICHHS NIESITEIIbBHOCTH CYOBEKTa
oOpaiteHust (MpyU HAJIMYUHU B YEKE)




130

YyacTHUKH — alTcdHas OpraHu3anusi;

B3aUMOIEUCTBUSA

— 0D]

OnucaHye BBIITOTHIEMEIX IEUCTBUN

Ocymectsienue ormycka JIII mo serortHomy penenty

Ilepenaua cBenenuit 00 ornycke JIII no nbrornomy perenty OdD/]

— 4. 3arpy3ka cBegenuit 00 ormycke JIII nmo aerotnomy peuenty 8 UC MJUJIIT
u3 uHopmanmoHHsix cuctem OD /]

OcymiecTBieHUe TPOBEPKH KOMIUIEKTHOCTH BTOPUYHON (MOTPEOUTEITHCKOMN )
YIOAKOBKA B CJydae OCYHIECTBJICHHS YaCTUYHOM TIpojiaku (KOHTPOJIb
LIEJIOCTHOCTH 10 COBOKYITHOCTH YacTeil)

®dukcarusi cBefeHUd 00 oTmycke TmepBuuHOM ymakoBku JIII (B ciyuae
OCYIIIECTBJICHHUS YACTUYHOTO OTIYCKA HE MOCIICTHEH MEPBUYHOMN YITAKOBKH)

BriBon u3 o6opora BTOpuuHOU (ToTpeOutenbckoit) ymakoBku JIIT (B ciyuae
OTIyCKa BTOPUYHON (MOTPEOUTENHCKOM) yMaKOBKH WJIM OTIYCKa IOCJEIHEN

NEPBUYHON YITAKOBKH )

[Tepeuenn IIpu peructpanun B MUC MIJIII pesynbratroB otmycka JIIT
nepeaaBaeMbIxX 10 JILTOTHOMY pelenTy obecrneunBaeTcs: PUKCALUs CIeAYIOINUX
CBEICHUI U CBEJICHUH, Ha OCHOBaHHUHU CBEJCHUH, TOJTYYEHHBIX
BJIQJICJIEI] u3 uHpopMaIMoHHBIX cucTeM OD/I:

Egg%%ZaHHOHHOFO — TUIl BBIBOAA uU3 o0opoTa ((popMupyeTcs aBTOMATHYECKH

cpeactamu MUC MJIJILT);

—  WIACHTHU(PUKATOpP MeCcTa OCYIICCTBICHUS JEATEIbHOCTU
cyObekTa oOpamieHusi Wi PETHCTPAIlMOHHBIM HOMED
cyowekra oopamenus B UC MJUJIIT;

— HMHH cy06bekTa obpameHus;,

— Homep ¢uckanpHOrO Yeka (ter 1040);

— TN PUCKATBHOTO YeKa (YeK MPOIaKU, YK KOPPEKITHH);
— Bepcus popmara pruckanbHBIX JaHHBIX (Ter 1209);

— J1aTa COBEpIUICHUs ONEepaluu;

— JlaTa JBIOTHOTO perenta (Ipu OTIYCKE IO JBrOTHOMY
pelenTy ¢ YaCTUYHOM OIUIaTON);

— HOMEp JIbIOTHOTO perenta (Mpu OTIYCKE IO JrOTHOMY
pelenTy ¢ YaCTUYHOM OIUIaTON);
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cepusi JMOTHOrO penenta (Mpu OTIHYCKE MO JBIOTHOMY
pElenTy ¢ YaCTUYHOM OIIaTOM, MPU HEOOXOUMOCTH );

KOJIMYECTBO OTIYCKAaeMBbIX MEPBUYHBIX YIIAKOBOK M O0IIee
KOJIMYECTBO  MEPBUYHBIX YHNAKOBOK BO  BTOPUYHOMU
(moTpeOuTENLCKOM)  yMmakoBKe (MpU  OCYIIECTBICHUU
YaCTUYHOTO OTITYCKA);

SGTIN

Baumanue!

Hannsiii pysakiuonan UC MJIIT paGoTtaeT B TECTOBOM pexXHMe
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5.3. Ornyck JII iyt MeAMIMHCKOT0 MPUMEHEeHH st

5.3. OTnyck JIMN ang MeaMumMHCKOro NpUMeHeHust

MeguuuHckas opraHusaums CepBep amuccumn nc mgnn

HeobxogumocTb Bbigaum
NN ans meauUMHCKOro

npUMeHeHus

v

1. Belgaya NN ans
MEAMLMHCKOrO
NpUMEHEeHNs

v
2. MNepepaya cBeaeHumt o
Bbigaye J1MN ans
MEAULIMHCKOTO
npUMeHeHns

10531-skzkm_health_care.xsd

>
WUcnonbayetcs PB? SGTIN

3. Perncrpaums
caeaeHni o Boiaave 1N
531-health_care.xsd" » ana

SGTIN NPUMEHEHNA U
onpesenexne Tvna

Bbigaua
nepBrUYHON
NaKkoBKN?.

4

4. Mpoeepka
KOMMNEKTHOCTH
BTOPUYHOW YNAKOBKU

6. BbiBOA BTOPUYHOIA
ynakoBeku 13 oBopoTa

Peectp pokymentos/Peectp
ToBapos

A

) 4

MocnepHss
ynakoska?

HeT

Yeraoska
COOTBETCTBYIOWErO CTaTyca
v ANA BTOPUYHON YNaKoBKU
an
5. dukcauusa
[ 0 BbIA i

NEPBUYHON YNaKOBKM

OcyuiecTsreHa sbiaava
7N ans MeanumHekoro
NPUMEHEeHns

Pucynox 31
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AHHOTaNMA Beigaua JIII mis MeAMUMHCKOrO NPUMEHEHUS MPOU3BOIAUTCA
HA OCHOBAaHUMU TPEOOBAHUN OTIENEHUN WM COTJACHO WHBIM
JIOKYMEHTaM, NPUHATHIM 3aKOHOJATEIbHO u/niu

YCTAHOBJICHHBIM BHYTPCHHUMH TMpaBUJIAMU  MEIULIUMHCKON
OpraHu3alMy, B paMKaX OKa3aHus MEIUIIMHCKOW TOMOIIH
B aMOyJIaTOPHBIX WJIU CTAIMOHAPHBIX YCIOBUSX B MEAUITMHCKUX
opraHu3anusax J00i GopMbl COOCTBEHHOCTU U BEJOMCTBEHHOM
MPUHAJICKHOCTH.

Onepanun peructpauuu ceeaenuit o Boigaude JII ans oxazanus
MEAMIMHCKOMN MTOMOIIY COTJIaCHO TEKYLIEMY pa3leiny JOCTYIIHbI
g cyObekra  oOpalieHus, UMEIOIIET0  JIMLEH3UI0
Ha (hapMaleBTUYECKYI0/METULIUHCKYIO IESITEIbHOCTb.

Homyckaetcst Bbigada JIII pms MeAMIIMHCKOTO TPUMEHEHUS
B IICPBUYHOW (Jajiee — dYacTWYHAsl BBIJA4a) W BTOPUYHOU
(MOTpeOUTENHCKON) YITaKOBKAX.

B cinywae  ocymectBieHuss  yactuyHOW — Bbigaun - JII
npu nepegave cenenuit B UC MJUJIIT cyGbexkTom oOpatieHus
JOJKHO OBITh YKa3aHO KOJMYECTBO OTITYCKAEMBIX IMEPBUUYHBIX
YyIaKOBOK M 0oOIIee KOJWYECTBO TMEPBUYHBIX  YIAKOBOK
BO BTOPDMYHOM  (HOTPEOUTENbCKOM)  YNMAaKOBKE  COTJIACHO
KOMILUIEKTHOCTH.

[Ipyu  Hamuuuu  ycTpoiicTBa  pEerucTpalud  BBIOBITHS,
npenoctaBisiemoro omeparopom HMC MIJIIL, y cyObekra
obpamenus nepenaya ceeaenuit 8 UC MJIJIIT o6 ormycke JIIT
JUISl METULIMHCKOTO ~ MPUMEHEHUSI MOXKET  OCYIIECTBISATHCS
C UCTIOJIb30BAHMEM  YCTPOMCTBA  PETUCTPAIIMM  BBIOBITUS
B aBTOMAaTU3UPOBAHHOM PEKHUME

YyacTHUKHN —  MEIUIMHCKAs OpraHu3aIus
B3aUMOJIENCTBUS

OnucaHue BBIIOJHIEMBIX JEHUCTBUN

1. OcymectBnenue Boiaaun JIII s Me AMIIUHCKOTO TPUMEHEHUS

2. — 3. Peructpamus 8 UC MIJIII ceepenuit o Beigaue JIII s memummHCKOTO

IIPUMEHEHUS
ITepeuens Hns peructpauun B MUC MJUIID onepamum Beimaun JIII
Mepe1aBaeMbIX JUI. MEAULIMHCKOTO TPUMEHEHHS] MEIUIMHCKAas OpraHu3alus
CBEJICHUU U obOecrnieurBaeT nepeaavy CiaeayoluX CBeICHUI:

BIafCIen, — JlaTa COBEPLICHHMS OINEpalNHy;

MH(POPMAIITMOHHOTO

pecypca — UJEHTU(UKATOP MecTa OCYIIECTBICHUS AESTEIbHOCTH
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MEIUIMHCKON OpraHu3aluy;

— JlaTa JOKyMEHTa, Ha OCHOBaHWU KOTOPOrO OCYIIECTBIICHA
BbIJa4a;

— HOMEpP JOKYMEHTA, HA OCHOBAHUHU KOTOPOT'0 OCYIIECTBIICHA
BbIJIaua;

— KOJMYECTBO BbIJaBa€MbIX NMEPBUYHBIX YIAKOBOK U 00IIIEe
KOJMYECTBO TMEPBUYHBIX YIMAKOBOK BO  BTOPUYHOMU
(MOTpeOUTENLCKOM)  ymakoBKe (MpU  OCYIIECTBICHUU
YaCTUYHOM BBIIAUH);

—  SGTIN;

— JIaHHbIE MCIOJB3YEMOI0 /IS PErucTpalu CBEJICHUU
yCTpoiicTBa (IpU mepejadye CBEACHHU C MCIOJIb30BAHHEM
YCTPONCTBA PETUCTPAIMH BBIOBITHS)

4. OcylecTBieHUE MPOBEPKHM KOMILJIEKTHOCTH BTOPUYHOM (MOTPEOUTEIBCKOM)
YIaKOBKM B  CJy4yae OCYIIECTBJICHUS YAaCTHYHOM BbIauud  (KOHTPOJIb
LEJIOCTHOCTH MO COBOKYITHOCTH YaCTEM)

5. @ukcanus cBeAeHUH o Bbmade TnepBuuHoM ymakoBku JIII (B ciydae
OCYIIECTBJICHHS YaCTUYHOM BBIJIaYM HE MOCTIEAHEN MePBUYHOMN YITaKOBKH)

6. BeiBog u3 obGopora BTOpu4HOU (moTpedbuTennbckoi) ymakoBku JIII (B cimydae
BbIIaYM BTOPUYHOU (TOTPEOUTENIHCKOM) YIMAKOBKH WIJIM MOCJEIHENH MepBUYHON
YIIaKOBKH )

Buumanue! OyHKIIMOHAI nepenadu CBEJICHUU B ncC MJIJIIIT
C UCITOJIb30BAaHUEM YCTPOMCTB PETUCTPAIIMN BBIOBITHS padoTaeT
B TECTOBOM PEXKUME
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5.4. Ilepenaua Ha yHUUYTOXKEeHHEe U yHUUTOKeHHe 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 32
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AHHOTaNMA Heno6pokauecTBeHHbIE, KOHTpadaKTHbIE 151
danscuduupoBanubie JIII momnexxar HU3BATHIO, BBIBO3Y H
YHUYTOXKEHHUIO TI0 PEIICHUI0 UX BIaJelblla, PEIICHUI0
Poc3npaBuanzopa B otHomenun JIII.

Brnangenenmr ~— HenoOpoKayeCTBEHHBIX,  KOHTpa(akTHBIX U
danscupuuupoBannsix JIII, npunsBmwmii pemenue o0 ux
U3BATUH, BBIBO3E M YHUUTOXKEHUU, nepenaeTr ykazanubie JIII
OpraHu3aluu, OCYLIECTBIISAIOLIEH YHUUYTOKEHUE JIII,
Ha OCHOBAHHMU COOTBETCTBYIOUIETO JOTOBOPA.

Opranuzanus, ocyuiectpisitomnas yauuroxenue JII1, cocrtapnser
akT 00 ynuuroxxenuu JIII.

CyObekTsl  oOpameHusi, sBistomuecs Biaaenbuamu  JIIT,
NOJUIeKAIMX YHUYTOKEHUIO, HANpassAloT B Poc3npaBHans3op
akThl 00 yHnuToxxenuu JII1

VYyactHUKH — cyOBeKT obOpalieHus, ocymecTsisatomuil nepegagy JIII Ha
B3aMMO/IEUCTBHUSA YHUYTOXXEHUE

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. Tlepenaua JII1 Ha yHUYTOXKEHHE CYOBEKTOM OOpAIICHHS

2. — 3. Peructpamus B UIC MJIJIIT ceenenuii o nepenaue JIII Ha yHHUUTOXKEHNE

IIepeuens IIpu peructpaumun B UC MJJIIl onepauuii nepemaum JIII
nepeaBaeMbIX HA YHUUYTOXXKEHHE CyOBEKTOM OOpalieHuss OCYUIECTBISIETCS
CBEICHUI U repeaaya ClIeAyIOIMnX CBEACHUM:
BJIAJENel] :

— J1aTa COBEpIUIEHUS ONEpaluu;
HH(POPMAITMOHHOTO
pecypca —  WACHTHU(PUKATOpP MeCTa OCYIICCTBICHUS JEATEIHbHOCTU

cyObekTa oOpamieHusi, C KOTOPOTO OCYIIECTBISETCA
nepenaya JIII Ha yHuyTOXKEHMUE;

— MHH/KIIIT OpraHu3aluu, OCYILIECTBIISIIOLIEH
YHUYTOXECHUE;
— anpec CKIaza OpraHu3allny, OCYIIECTBIISIOIICH

yHuutoxenue (no ®NUAC);
— Jlatra I0roBopa;
— HOMEDP AO0r0BOpa;
— narta akrta o nepenade JIII Ha yHUUYTOXKEHHUE;
— Howmep akrta o nepenaye JIII Ha yHHMUTOXKEHUE;

— npuunHa (ocHoBaHue) nepenauu JII1 Ha yHUUYTOXKEHHUE;
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pexkBu3uThl pemeHus Poc3apaBHanzopa o BeiBoae JIII
u3 00opoTta (IIpu HATUYKH);

SGTIN wn/umu SSCC

4. Tlpuemka JIII Ha

CKJIaJ, OpraHU3allMM, OCYLIECTBIISIONIEH YHUUYTOXEHHE,

AJI1 OCYHICCTBIICHHA ITOCIICAYIOIICTO YHUYTOXCHUSA

5. Vanuroxenune JII1

6. Ilepenaua akra 06 ynuutoxxenuu JII1 cyObekry oOpaiieHusi, ocyuieCTBUBIIEMY
nepenauy JIII Ha yHuuTOXEHUE

7. Tlonyuyenue akra 00 yHuutroxenuu JIIT

8. —9. Perucrpanus 8 UC MJIII cenenuit o gpakre yauuroxenus JII1

ITepeuens
nepeaaBaeMbIX
CBECHUI U
BJIaJI€JIEI]
UH(POPMAIIOHHOTO

pecypca

Peructpanust B8 UIC MJJIIT cBenenuii o ¢dakte yHUUTOXKECHUS
JIIT nmpouzBoautcsi cyOBEeKTOM oOOpalieHusi, KOTOpbIi paHee
ocymectBisul  nepenauy JIII Ha yHuuroxenwe. Ilpu stom
B UC MIJIIT cooOmmiaroTcs ClaeayroIue CBEICHUS:

JaTa COBCPUICHUA OIICPpALIUHU,

I/II[GHTI/I(bI/IKaTOp MCCTa OCYIOCCTBIICHUA OCATCIIBHOCTH

cyObekTa oOpaieHus, ¢ KOTOpPOro OCYIIECTBIISAETCS
nepenayva JII1 Ha yHHUYTOXKEHUE;

Croco0 YHUUTOKCHUS,

MHH/KIIIT OpraHU3aIlvH, OCYIIECTBIIAIONICH
YHUYTOKECHHUE;

JaTa akTa 00 YHHUYTOXKCHHH,

HOMEp aKTa 00 YHUYTOXXEHHH,

SGTIN w/unmu SSCC

10.ABTOMaTHYeCcKass mepenada CBEICHUN U3

«YHUUTOXKEHUE

ncC MJIUJII B TIloacucremy

JICKApCTBCHHBIX CpCaACTB» aBTOMaTHBHpOBaHHOﬁ

nH(pOpMaIMOHHOK cucteMbl Poc3npaBHanzopa

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIAJIETIEI]
MH(POPMAIITMOHHOTO

pecypca

B Iloxcucremy
ABTOMAaTU3UPOBAHHOMN

«YHUYTOXKCHUE JICKAPCTBEHHBIX CPEIICTBY
WH(POPMAITMOHHOM CHUCTEMBI

PocznpaBHagzopa ais peructpamnuu CBeIeHUN 00 YHUUTOKCHIU
JIIT obecnieunBaeTcs nepenayda Caeayonux CBeICHUI:

NHH/KIIII cyobexTa obpalieHus;

JaTa YHHUYTOKCHMUA,
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Croco0 YHUUTOXKECHUS,
GTIN;

NHH/KIIII OpraHu3aluy, OCYILECTBIISIOLIEN
YHUUTOXKEHUE;

aJIpeC MCCTa YHUYITOKCHU A,

PEKBHU3UTHI aKTa 00 YHUUTOKEHHUH (J1aTa U HOMED)
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5.5. Beioa JIII u3 000poTa no pa3jiM4HbIM NPUYMHAM (0TOOP B LEasIX BLIOOPOYHOIO
KOHTPOJISl, HEJ0CTA4YH, TAMOKEHHOI'0 KOHTPOJIA U Ap.)

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

2. MNepepaya ceegeHnit o
BbiBoge J1M u3 obopoTa no - —»-
PasnnyHbLIM NPUHUHaM

Aa

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 33
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AHHOTaNMA BriBon JIIT u3 060poTa MOXKET OCYIIECTBIATHCS CYyOBEKTaMU
oOpallleHHs ¢ Yy4YeTOM pa3JU4YHbIX THUIIOB COBEPIIAEMBbIX
OIepaLvi:
— 0oTOOp 00pa3IoB TaMOKEHHBIMU OpraHaMUu;
— 0oTOOp 00pa3IoB B paMKax BBIOOPOUYHOT'O KOHTPOJIS;
— 0oT1O0p 00pa3IoB B paMKax (efepaibHOro Haa30pa;
— oTOOp o00pa3lmoB Uil  MPOBEICHUS  KIMHUYECKHUX
MCCJIEJOBAHNU;
— 0oTO0p 00pa3ioB Aist hapMalieBTUIECKONU SKCIIEPTHU3HI;
— He;ocTaua;
— Tepeaava JEMOHCTPAIIMOHHBIX 00pa3IoB;
— crucanue 6e3 rnepegayu Ha yHUITOKEHHUE,
— BbIBOA U3 obopora SSCC/SGTIN, HaKOIUIEHHBIX B paMKax
AKCIIEPUMEHTA,
— CcHHUcaHue pa3yKOMIUIEKTOBAHHOW BTOPUYHON YIaKOBKH;
— CHHUCaHHUe MPOU3BOJCTBEHHOIO OpakKa;
— TPOU3BOJCTBO MEAUIIMHCKUX U3EIHH;
— TPOU3BOJICTBO JICKAPCTBEHHBIX MPENapaToB.
[Ipu HAJINYUHU YCTPOMCTBA  PETUCTpaLuU SMUCCHH,
npenoctapiasiemoro omeparopom MC MJUJII, y cyObekra
obpamenust nepenava cBenennii B UC MJIUJIIT o cnucanuwm
Opaka B paMKax TPOU3BOJICTBEHHOTO  IIMKJIAa  MOXET
OCYILIECTBIISITBCSA C HMCIOJB30BAHUEM YCTPOMCTBA pPETUCTPALIUU
SMHUCCHUM B aBTOMATU3UPOBAHHOM PEKHUME
Y4yacTHuku — cyOBekT oOpamieHus, ocymecTBiasomuid  BeiBog  JIII
B3aUMO/ICCTBUSA u3 obopoTa

OnmcaHue BBIIIOIHSIEMBIX JESHCTBUI

1. OcymectBienue cyobekTom oOparmieHusi BeiBoaa JIII u3 obopoTta mo pazaudHbIM

IpUYHHAM

2. — 3. Peructpanus 8 UC MJIJIII cBenennii o BeiBojIe M3 o6opoTa JIII mo paznmuaHbiM

pUYUHAM
[Tepeuens [Tpu peructpanuu 8 UC MJIIT onepauuii BeiBoga U3 000poTa
Mepe1aBaEMbIX JIIT nmo pa3ivyHbIM TpUYUHAM  CYOBEKTOM oOpalieHus
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CBEJICHUU U
ENEN NS
MH(OPMAIIMOHHOTO

pecypca

OCYUIECTBIISIETCS TIepeiaya CIECYIOIIUX CBEICHMIA:

JaTa COBCPUICHHA OIICPpAllM;

pETHCTpAllMOHHBIA HOMEp Jepxkarens PY (wmm  ero
NpPEACTAaBUTEIbCTBA) U UACHTU(PUKATOP MecTa
OCYILECTBJICHUS JEATEIbHOCTH CyObeKTa OOpaleHHS;

THII BBIBOJIA U3 000POTa;
JaTa JOKyMEHTa-OCHOBaHUs (IIpU HEOOXOAUMOCTH);
HOMEp JOKYMEHTa-OCHOBaHUS (MpH HEOOXOIMMOCTH);

SGTIN w/wmmu SSCC  (mns  mepenayn  CBEIEHUU
C UCTIONb30BAaHUEM YCTPONCTBA PETUCTPAIIUU OSMUCCHH —
tosbko SGTIN);

JAHHBIE UCIIOJB3YEMOTr0 Ui PErUCTpallMM  CBEJCHUMN
yCTpoOicTBa (Ipu mepejadye CBEACHHUM C MCIOJIb30BAHUEM
YCTPOWCTBA PETUCTPAIIUN IMHUCCHH)

Baumanue!

®ynkuuoHan — mepemaun  cepnennit B MC MJUIII
C UCIOJIb30BAHUEM YCTPOMCTB PETUCTPAIIMU dMHUCCUM PabOTaeT
B TECTOBOM pEXUME
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6. Paznesn «O01mecTBeHHbIH KOHTPOJIb)

6. OB eCcTBEHHbIV KOHTPOMb

paxgaHuH

nc Mann

Poc3apasHagsop

HeobBxogumocTs

ocyuiecTeneHna
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 OoTBETA

h 4

5. PaccmoTpenue
COO0BLLEHNA 1 NOAroTOBKA
oTBeTa

v

6. Pasameluexue

ocyulecTeneH

MHDOPMALUMK O NPUHATBLIX
peLeHnaX

ST

Oduumanshsil cant
~~——Pocypasransoon —

Pucynox 34
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AHHOTAUSA

B pamkax ocyiiecTBieHus: OOIIECTBEHHOrO KOHTPOJISL TpaXaaHe
Poccuiickon ~ ®enepanuy  IODKHBI  UMEThb  BO3MOXKHOCTH
npoBepuTh NOAIMHHOCTH JIII mpW CUMTBIBAHMM JIBYMEpPHOIO
MITPUXOBOT'O KOJIa HA BTOPUYHOU (MOTPEOUTENHCKON) YIIAKOBKE
C UCIOJIb30BAaHUEM KaMepbl MOOMIIBHOTO YCTPOUCTBA.

B cinywae oOnapyxenuss JIII, TOATMHHOCTE KOTOPOTO
He ycraHoBieHa wunu craryc JIII mo mamaeim WMC MJJIIT
HE COOTBETCTBYET  JCWUCTBUTEIBHOCTH, TPAXKAAHE  HUMEIOT

BO3MOXHOCTb HalpaBUTb COOTBCTCTBYIOIICC COO6IJ_I€HI/I€
B UIC MJUJITI

YyacTHUKH
B3aUMOICHCTBUSI

— rpaxpnane Poccuiickon Penepauny;

— PocsnpaBHaazop

Omnmcanue BBINOJTHAECMBIX ﬂeﬁCTBHﬁ

1. OcymecTBiieHHE TPOBEPKH MMOJJIMHHOCTUA E€IUHUIIBI

TOBapa TrpaxaaHaMu

Poccuiickoit ®enepanuu cpeacreamu MC MJUJITT

[Tepeuenn
uHbOpMaLUK s
rpakJIaHHA

— TOpProBO€ HAUMEHOBAHUE;

—  MEXIyHapoJIHOE HEeMaTeHTOBAaHHOE HAUMEHOBAHUE;
— JIeKapcTBeHHas Gopma, T03UPOBKA;

— HaWMEHOBaHUE MPOU3BOJIUTEIIS;

— HOMEp IPOU3BOJCTBEHHOU CEPHH;

—  CPOK T'OJIHOCTH;

— HaMMEHOBaHHUE MPOJABIIA;

— craryc SGTIN no ganusiv UC MJIIT;

— pata aktyainbHocTu ctatyca SGTIN

2. — 3. Peructpanus 8 UIC MJIIT cooOmienust 06 00HApy>KEHUH €IUHUIIBI TOBApA,
craryc kotoporo o ganHbiM MC MIJIIT otnryaetcst OT AeHCTBUTEIBHOCTH

ITepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI
MH(POPMAIITMOHHOTO

pecypca

Ecmm craryc JIII He COOTBETCTBYET JAEHCTBUTEIBHOCTH,
TPXKJIaHUH PETUCTPUPYET COOOLIEHUE, YyKa3bIBas CIEAYIOIIHE
CBEJICHHSL:

— jaTta oOHapy»KEHHUsI HECOOTBETCTBUS;

— cBemeHus o MectoHaxoxknaenmu JIII  Ha
OCYIIECTBIICHUS TPOBEPKH MOJITUHHOCTH;

MOMCHT

— uH(oOpMalUs 0 HAPYILIUTENE;
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— uHpOpMaLHS O 3asIBUTEIE;
— ToproBoe HaumeHoBaHue JIII,;

— SGTIN (mpu HamU4uMn)

I[louck B HMC MJUJIIl 3aperucTpupoBaHHBIX COOOUIEHUH OT BHELIHUX
1oJIb30BaTesiell U BbIOOP COOOILEHMI 1Sl TOJITOTOBKM OTBETOB

Paccmotpenne Poc3npaBHan30poM BEIOpaHHBIX COOOLIEHUI

NudopmupoBanre o MpUHATHIX pelieHusIX Ha caiite Poc3apaBHaazopa
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/. Pa3znen «BpemeHHbBIIi BLIBOJ U3 00panieHUsD

7.1. Bpemenubiii BoiBoa U3 o0pamenus JIII no nnuuuaruse Poc3apaBHaasopa

7.1. BpemeHHbi BbiBOA 13 06palueHus JI no nHmunatmee Poc3gpaBHagsopa

PosgpaBHaasop nc Mann

HeobxoaumocTb BpeMeHHOoro

BbiBOAa U3 obpauweHus NN

111 pUEATIE poLlIGIMA O OCHOBAHUSA 4N$1 BPEMEHHOMO
HeobxogumocTu BPEMEHHOMNo [&¢—— 8biBOAA M3 OBpaLeHys NN

ebiBoAa 13 obpauienus NN

AWUC PocappasHaniopa

v

2. Peructpauus cBegeHni o

BPEMEHHOM BbLIBOAE U3 >
obpawenwns NN

Peactp npuocranoananex NMNOKypHan

DHHOTO BHAC

Moncy p
NeXaPCTBEHHLIX CPEaCTan

v
3. Mepepaya ceeaeHwin o 4. Peructpauus cBeaeHun o
BpPeMeHHOM BbiBOAE U3 g Bp! {HOM BbiBOAE U3
obpauwenua NN obpawenus NN

v

5. BnokuposaHwe
AancHenwewn peanuaauum JIN

v

6. Unbopmuposanune o
yBEfoMnNeHue pesynsTartax 3aBepuweHvs
onepayum

OcyuecTeneH BpemMeHHbIN
BbiBoA M3 obpawenna NN

Pucynox 35
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AHHOTAUSA

Bpemennbiii BbIBOJ W3 oOpamieHus (IpUOCTaHOBIECHUE
o6opota) JITT MOKEeT OCYIIECTBISIThCA:

— 1O  pe3yinbTaTaM  BBISBICHUS  HECOOTBETCTBUSA
TpeOOBaHUI KayecTBY B paMKax BbIOOPOYHOTO
KOHTPOJII KauecTBa JIEKAPCTBEHHBIX CPEICTB U
denepanpHOoro Hag3opa B cdepe  oOparieHus
JIeKapCTBEHHBIX CPEICTB, OCYUIECTBIISIEMOTO
Poc3apaBHag30poM W €ro  TePPUTOPUATHHBIMH
OpraHaMu;

— 10 WHHUIMATUBE JEPXKATENIS PETUCTPALUOHHOIO
yanocroBepenus JIII.

Bpemennbiii  BbIBOJ M3 000pOoTa  BO3MOXKEH  Kak
B OTHOLLIECHUU BCEU CEPUHU, TaK U B OTHOLIEHUHU OTIEIIbHBIX
naprui JIIT

YyacTHUK
B3aUMOJICHCTBUSI

— Poc3npasnanzop;

OmnucaHue BHITTOJTHIEMBIX I[GﬁCTBI/IfI

1. Tlpunsatue permenus Poc3apaBHAI30poM O BPEMEHHOM BBIBOJE M3 OOpalieHuUs
JITI, B TOM 4mcle MO pe3yibTaTaM BBISBICHHS HECOOTBETCTBHUS TpeOOBaHMIA
Ka4eCcTBY B paMKaxX BBIOOPOYHOTO KOHTPOJISI Ka4ecTBa JICKAPCTBEHHBIX CPEIICTB
u (deneparbHOrO Haja3opa B cdepe oOpalleHHs JICKAPCTBEHHBIX CPEACTB JHUOO
110 MHUITMATHBE JIEPIKATENS PETHCTPAIIMOHHOTO yaocTtoBepeHus JIIT

2. Peructpanms cBeneHuil 0 BpeMeHHOM BhIBOIe M3 obOpamenus JIIT B [logcucreme
«MOHUTOPUHI KauyecTBa JICKAPCTBEHHBIX CPEJICTB» aBTOMATU3UPOBAHHOMU
nH(OpMaIMOHHON cucTeMbl Poc3npaBHam3opa

3. — 4. Amromatnueckas mnepenada cBeaeHuid u3 Ilogcucrembl «MOHHUTOPUHT
KauecTBa JICKAPCTBEHHBIX CPEJICTB» aBTOMATH3MPOBAHHOW HH(OPMAIMOHHOMN
cucreMbl Poc3npaBnanzopa 8 UIC MJJIIT

[Iepeuens nepenaBaeMbIxX
CBEJICHUH U BlIaJeell
UH(OPMAITMOHHOTO

pecypca

4K [loncucrembl «MOHUTOPUHT KayecTBa
JIEKapCTBEHHBIX  cpeacTtB»  mocpeactsom  CMOB
OCYIIECTBIISIETCS TIepeada CBEJICHHUI COTIIaCHO hopMarty
UH(OPMAIIMOHHOTO B3aUMOICHUCTBUS

5. brnokupoBanue ganpHeitmen peanuzanuu JIIT

6. OrtmpaBka yBemomieHusi B Poc3apaBHam30p O pe3ynbTarax 3aBEpIICHUS

onepamuu
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7.2. Bo3BpaTt npuocranoB/jieHHbIX JIII

7.2. BosBpart npuocTaHoBneHHbix J1I1

Cy6bekT obpalleHus — oTnpaBuTenb mc mann Cy6bekT obpalleHuns — nonyyatens

HeobGxogumocTs

HeoBxogumocTs
Bo3Bpara npUemKu
NPUOCTAHOBEHHbIX NPUOCTAHOBMEHHbIX
nn NN Ha cknag

A 4

1. NogroToBka K
OTrpy3ke, ynakoeka
JIN B TpaHcnopTHYO

Tapy
v
. Mpremk:
2. Otrpyska M co | ST
»{ 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_notilication. xsd cBefieHuit 0 Bo3BpaTe
— W > e f— e
NPUOCTaHOBNEHHOTo SGTIN/sscC NPUOCTaHOBNEHHbLIX NPUOCTaHOBNEHHbIX SGTIN / SSCC NPUOCTaHOBAEHHBIX
an n nn
9. P B
. Peructpauma
NIORTBEPKAEHUR 8. I'Ionraepw:lsugle
— ) < 01-accept. 4
Peectp aocymenTor/Peectp cBeAeHuA o Boaepare SGTIN / SSCC n: Eugwm::m:a:z?:}]en
To8apos Np1oCTaKoBNeHHLIX N P!
OcyuiecTeneH 10. Yaepomnenue o OcyuecTaneHa
BO3BpaT 07-accepl_| xsd ?;’E“p o npuemka
SGTIN! SSCC ) Bl
NPUOCTAHOBNEHHBIX caeneHWi 0 B03BpaTe NPUOCTAHOBNEHHBIX
nn NPUOCTaHoBNEHHLIX ST 1N Ha cknag

Pucynox 36



148

AHHOTanusA IIpouenypa Bo3Bpara mnpuoctaHoBieHHBIX JIII pomyckaercs
TOJIBKO I IPUOCTAaHOBIECHHBIX JIII, B OTHOIIEHUMH KOTOPBIX
PocznpaBHan30p ocylecTBIII BPEMEHHBIX BBIBOJ] U3 00palleHus

VYyactHuk — cyOBekT  oOpallleHus,  OCYIIECTBISAIONIMI  BO3BpaT
B3aUMOJIEUCTBUSA npuoctanoBieHHbIX JIIT (oTnpaBuTEH)

— cyOBekT  oOpamieHusi, OCYIIECTBISIOMMN  MPUEMKY
npuoctanoBieHHbIX JIIT (moydaresn)

Omnmcanue BBINOJTHIECMBIX HeﬁCTBHﬁ

1. TMoaroroBka k oTrpy3ke, yrnakoBka JII1 B TpaHcriopTHYIO Tapy

2. OcymiectBienue otrpy3ku JIII co cknaga otrnpaBuTens

3. — 4. Perucrpanus 8 UC MJIJIII cBenenuii o Bo3BpaTe npuoctaHoBieHHbIX JIIT

ITepeuens IIpu peructpauun B HMC MJIJII onepauum Bo3Bpara
nepe1aBaeMbIX npuoctaHoBieHHbIX JIII oTmpaBuTens coobiiaer ciemyronme
CBEJICHUI U CBEJICHMUS:

BIAJICIICH — JlaTa COBEpLICHUS OIlepalliu;

UH(POPMAIIOHHOTO

pecypca - I/II[GHTI/I(bI/IKaTOp MCCTa OCYHCCTBJIICHUA OCATCIbHOCTH
OTIIPAaBUTCIIA, C KOTOPOT'O OCYHICCTBIACTCS OTIPY3Ka,

— UISHTU(]PUKATOP MecCTa OCYIIECTBICHHUS JICATEIBHOCTH
MOJIy4YaTesisi, Ha KOTOPOE OCYIIECTBISETCS IPUEMKA;

—  SGTIN w/mim SSCC

5. YBenomiieHuE MoidydyaTesis O BO3BpaTe NpuocTaHOBIEHHbIX JITT

IIepeuens VYBenomnienne mnomyvatens o Bo3Bpare JIII dopmupyercs
nepeaBaeMbIxX HA OCHOBAaHMU paHEe 3apPErUCTPUPOBAHHON  OTIPABUTEIEM
CBEJICHUI 1 OIEepaliy U CONEPKUT CIEAYIOIINE CBEICHUS:

BIaneien — J1aTa COBEpUIEHUS OINEepaluu;

UH(OPMAITMOHHOTO

pecypca —  WIACHTH(PUKATOpP MECTa OCYIIECTBICHUS JEATCIbHOCTH

OTHPABUTENS, C KOTOPOI'O OCYIIECTBISIETCS OTIPY3Ka;

- I/I,Z[eHTI/I(I)I/IKaTOp MCECTa OCYHICCTBICHHUA  ACATCIBbHOCTH
[MoJay4arciisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

— SGTIN wu/vnu SSCC

6. [Ipuemka nmpuoctanosnenubix JII1 Ha ckiman momydarens

7. OcyI1ecTBieHue MPOBEPKU  IOJIyYaTeJeM  CBEICHUM O  BO3BpaTe
npuocranoBieHHbIX JIII, 3aperucrpupoBansbix otmpasutenem B MC MJJITT
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8. — 9. IloatBepxxneHue (akIeNTOBAHME) IMOJy4yaTeJIeM CBEJICHUM O BO3BpaTe
npuocTaHoBiIeHHbIX JII1

ITepeuens
nepe1aBaeMbIX
CBEJICHUU U

NEN NS
MH(OPMAIIMOHHOTO

pecypca

JUist ocyliecTBIE€HHs] TOJATBEPKACHHS (aKLUENTOBAaHUS) paHee
3apErUCTPUPOBAHHBIX OTIPABUTEIEM CBEACHUI O BO3Bpare
npuoctaHoBieHHbIx JIII momywaTtens oOecneuuBaer mnepenady
B UC MJUJIIT cnexyromux CBEICHUN:

I/II[GHTI/ICI)I/IKaTOp MCCTa OCYHICCTBJICHUA  ACATCILHOCTHU
MoJIydareiisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

HI[@HTI/I(l)I/IKaTOp MECTa OCYIICCTBIICHUA  ACATCIIBHOCTHU
MoJIydaTejisi, Ha KOTOPOC OCYHICCTBIIACTCA IIPUCMKA,

JaTa COBCPUICHUA OIICpAllUN,

MOATBEPKJICHUE TMPUEMKH TMPUOCTAHOBJICHHOTO TOBapa
(yka3piBaeTcsi B ciywae, ecnu Poc3npaBHam30p TPHHSII
pelieHre O BpEMEHHOM BbIBoje u3 oOpamenus JIIT
cornacho 1. 7.1 [lacopToB mpoiieccoB);

SGTIN wu/umu SSCC

10.YBepomiieHHEe OTIpaBUTENS O TMOATBEPKJACHUU (AKIENTOBAHUH) TMOJydaTesieM
CBEJCHUM O BO3BpAaTE MPUOCTAHOBIECHHBIX JII1

[lepeuenn
nepeaBaeMbIxX
CBEICHUI 171
BJIAJENel]
HH(POPMAITMOHHOTO

pecypca

VYBenomiieHne OTIPABUTENS O TIOJITBEPKIACHUU (AKIIEITOBAHUH )
MOJy4YaTeJIeM CBEIICHUWW O BO3Bpare IpUOCTaHOBIEHHBbIX JIII

dbopMupyeTcsi Ha OCHOBaHUM paHEe

3apEruCTPUPOBAHHOM

MOJIy4YaTeJIeM ONEpallii U CONEPKUT CIICAYIOIINE CBEICHUS:

UaeHTU(UKATOP MecTa OCYIIECTBICHHUS JEATCIbHOCTH
MOJIy4aTtesisi, Ha KOTOPOE OCYIIECTBISETCS IPUEMKA;

UACHTU(PUKATOP MECTa OCYIICCTBICHHUS JCSITEIBHOCTH
IIOJIy4aTesisi, Ha KOTOPOe OCYLIECTBISAETCS ITPUEMKA;

JlaTa COBEPIIICHUSI OTIEpalliu;

MOATBEPKJICHUE TPUEMKH IPUOCTAHOBJIECHHOIO ToOBapa
(yka3pIBaeTcsi B cCiydae, ecid PocsnpaBHam30p NPUHSI
pellieHue O BpeMEHHOM BbIBoJie U3 ooOpamieHus JIIT
coryacHo 1. 7.1 ITacmopToB npo1eccoB);

SGTIN w/umu SSCC
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7.3. OT™MeHa BpeMeHHOro BbiBOAa u3 oopamenus JIIT PoczgpaBHaazopom

7.3. OTmMeHa BpemeHHoro Bbisoga 13 obpawexus J1MN PocagpaBHagsopom

PoagpasHagsop nc Mann

HeobxoaumMocTb 0TMEHb!
BPEMEHHOro BbIBOAA W3
obpawenuna NN

v
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 BblBoaa U3 PeecTp | N
obpatenusa N b MOHHOTO
Pocanpashanso|
v
3. Nepepaya ceepennin o6 4, Peructpauma ceegennih ot
OTMEHE BPEMEHHOro BbIBOAA »| OTMEHe BpeMeHHOro BbiBoAa
w3 obpawenns JN n3 obpawenns NN
v
5. MNpegocTtasnexve
BO3MOXHOCTW AanbHEAWen
peanusayum NN
v
OcywecTeneHa otMeHa \ 6. Midopmmposarme o
BPEMEHHOro BbIBOAA U3 < YBEAOMNEHNE pesynbTaTtax 3aBeplieHus
obpauerus NN J onepauuu

Pucynox 37
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AHHOTaAUg

B psne ciydaeB BO3MOKHA OTMEHA paHEE 3aPETMCTPUPOBAHHON
orepanuu «BpemeHHbIN BBIBOJ u3 oOpateHus
(mpuocranoBieHue obopota) JIIT».

Peructpanns onepamuii  «OTMEHa  BPEMEHHOIO  BbIBOJAA
u3 oopamenus» B HWC MJIJIII  BO3MOXHAa  COTpYyIHHUKaMu
Poc3gpaBHagzopa Kak B cilyyae BpPEMEHHOIO  BbIBOJA
u3 oOpaieHuss 1o wuHuUUMaTuBe Poc3npaBHang3opa, Tak U
B CIyya€ BPEMEHHOI'O BBIBOJA M3 OOpalllEHUs MO HHUIMATHBE
cyObeKTa oOpaleHus.

OTMeHa BpPEMEHHOro BbIBOJAa U3 000pOTa BO3MOXKHA Kak
B OTHOLIECHUU BCEU CEPUM, TaK U B OTHOLIEHUU OTIEJIBHBIX
naprui JIIT

YyacTHUK
B3aMOJICHCTBUSI

— PocsnpaBnHanzop;

Omnmcanue BBINOJTHIECMBIX ﬂeﬁCTBHﬁ

1. Ilpunstue pemenus Poc3apaBHam3opoM 00 OTMEHE BPEMEHHOTO BBIBOJA
u3 oopamenus JII1, B TOM uncie Mo HHUIMATUBE JIepKaTells perucTPallMOHHOTO
ynoctoBepenus JIII min cyObexra oOpatieHus

2. Peructpanus cBeiaeHud 00 OTMEHE BPEMEHHOIO BBIBOJA M3 OOpaIIeHUS

JICKAPCTBCHHBIX

IIpCIIapaToB B HOI[CI/ICTGM@ ((MOHI/ITOpI/IHF KaducCTBa

JIEKapCTBEHHBIX CPEJCTB» aBTOMATU3UPOBAHHON HWH()OPMAIIMOHHOM CHCTEMBI
Poc3npaBuaazopa

3. — 4. Amromatuyeckas mnepenaya ceaeHuid u3 Ilogcucrembl «MOHHTOPUHT
KauecTBa JICKAPCTBEHHBIX CPEJCTB» aBTOMATH3UPOBAHHON HHGOOPMAIIMOHHOU
cuctembl Poc3apaBuanzopa B MC MJITIT

IIepeuens
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICI
UH(OPMAITMOHHOTO

pecypca

N3 Tloacuctembl «MOHUTOPHMHI KadyecTBa JIEKAPCTBEHHBIX
cpeacTB» mnocpenctom CMOB ocymiectBisieTcss nepenaya
CBEJICHUI COTJIACHO dbopmary UH(OPMAIIIOHHOTO
B3aUMOJICUCTBUS

5. B0300HOBIEHNE BO3MOXKHOCTH PETHCTPAIMK CBeIcHH 00 o6opoTe JITI

6. OrmpaBka yBemomsieHuss B Poc3mpaBHag3op o0 pe3ylibraTax 3aBepIICHUS

omnepaluu
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8. IlepeynakoBka u nepemapkuponka JIIT

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 38
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AHHOTAUSA

B cnywae, ecnu HapymieHa BTopuyHas (TOTpPeOUTEIIbCKAs)
ynakoBka JII, w©o JIII cooTBeTcTBYyeT TpeOOBaHUSIM
no kauectsy, t1o HMC MJUJIII  nomkHa  obecneyuBath
BO3MOYKHOCTh PETHCTPAllUM CBEICHUN O IEPEyNaKkOBKE H
EPEMApPKUPOBKE.

Poccuiickum mpousBoguTENEM JIEKAPCTBEHHBIX CPEACTB WIIU
JiepKaTeIEM Py (i ero MPEACTAaBUTEIBCTBOM)
OCYILIECTBIISIETCSI TE€HEPUPOBAHWE HOBBIX HWHIWBHUIYaJbHBIX
CEpUUHBIX HOMEpPOB, HAHECEHHWE Ha TYCThle BTOPUYHBIC
(motpeOuTenbckue) ymakoBkd W mepeknanka JIII B HoOBbIE
BTOpPUYHBIC (MOTpEeOUTENIbCKKE) ynakoBKh. [Ipu 3TOM cTapbie
BTOPUYHBIC (MTOTPEOUTENIBLCKUE) YIAKOBKU JOJDKHBI  OBIThH
YHUYTOXKEHBI U BHIBEJICHBI U3 O0OpaIllCHHUS.

[lo wToram perucTtpanu CBEJEHUH O TIEPEYNAaKOBKE U
nepemapkupoBke B UC MIJITT noBomy SGTIN npucBanBaetcs
TUI IMUCCUU: « DMUTUPOBAH B pe3yJIbTaTe MEPEMAPKUPOBKI

YyacTHUK
B3aUMOJENCTBUS

- pOCCHﬁCKHﬁ IIPOU3BOAMTEID JICKAPCTBCHHBIX CPECJCTB,

— gaepxarenb PY wnm mpenctaBUTENBCTBO nepxkarenst PY,
ABJISIIOIIETOCS MHOCTPAHHON OpraHu3aiuen

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. T'enepupoBaHue

VHJWBUIYAJIbHBIX ~ CEPUMHBIX  HOMEPOB  BTOPUYHOMU

(moTpeOHUTENBCKOM) YIIAKOBKH

2. Ilepeymakoska JIIT B HOBYIO BTOPHYHYIO (IIOTPEOUTEIBCKYIO) YIAKOBKY

3. — 4. Peructpamus 8 UC MJUJIII cBenenuii o mepeynakoBKe U MepeMapKUpPOBKE

JIIT
IIepeuens IIpu peructpamuu B MC MJUIIT onepaumii mepemMapKUpOBKHU
[epe1aBaeMbIX JIIT cyOwbexkrom oOpamieHus OCYHIECTBISIETCS — Tepenaya
CBEJCHUH U CIEIYIOIINUX CBEIICHUM:
BJIaJIEJIE1]

— JlaTa OCYIIECTBJICHHS ONEPaLNH;

UH(OPMAITMOHHOTO
pecypca — perucTpallMoHHbBIM HOMep nepxartens PY (uwim ero

NpeACTaBUTENbCTBA) WM UASHTU(UKATOp  MecTa
OCYILIECTBIICHHS NeATEeNbHOCTH POCCHUICKOTO
MPOU3BOJUTENS IEKAPCTBEHHBIX CPEJICTB;

— SGTIN HOBO# BTOPUYHOH (TTOTPEOUTEIIBCKOM) YITAKOBKH;

— SGTIN crapoit BTOpuaHOH (TOTPEOUTETHCKOMN) YIIAKOBKH
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9. ArperupoBanue u TpaHcpopmanusi (u3bsATHE, pachopMHUpOBaHHE, TOKJIAIAKA)

ynakosok JIII

9.1. ArperupoBanue ynakook JIII

9.1. ArperMpOBane YyNakoBOK NNeKapCTBEHHbIX NpenapaTtoB

CybbekT obpalueHus

nc Mmann

Heobxoaumocte
arpernpoBaHna ynakoBok
mn

v

1. M'enepupoBaHue
rPYNNOBBIX KOAOB
TPETUYHOWN YNaKoBKW

v
2. Onpepenexue
KOMMNEKTHOCTU U
KONWYECTBA TPETUYHBIX
YNAaKoBOK

) 4

HeT 3. Ynaxkoska JIMN 8
TPETUYHYIO YNaKOBKY

MuoxecTeo
FRETUHHBIX YNAKOBOK

na 4

4. Nepepava ceegexuii 06
——| arperMpoBaHumn yNakoBoK (——971-unil_pack.xsd——p
nn

5. Peructpauma ceegeHuin

06 arperupoBaHum
ynakosok 1M1

Peectp noxymerroa/Peecrp
TOBapPOB

A 4
7. Mepepava ceeaeruit 0d

6. Ynakoeka J1N eo
A~ .| arperupoBaHum ynakoBok
MHOXECTBO TPETHYHBIX |/ | |
1IN BO MHOXECTBO

ynakoBoOK
TPETU4HLIX YNaKOBOK

——915-muiti_pack.xsd—p

8. Peructpauunn ceepgeHuin ob
arpervposanun ynakosox Jir

BO MHOXECTBO TPeTUYHBIX
YNaxoBOK

OcyulecTBneHo
arperMpoBaHue ynakoBoK

Pucynox 39
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AHHOTaLHs ArperupoBanne — mporecc oObeauHeHHs ymakoBok  JIIT

B TPETUUHYIO0  (TPAaHCIOPTHYI0) YHAKOBKY C  COXpaHEHHEM
uHpOpMAIIMM O B3aUMOCBS3M YHUKAIBHBIX HIECHTU(UKATOPOB
KOKIOM  BIOKeHHOM  ymakoBku  JIII ¢ yHuKanpHBIM
UACHTU(PUKATOPOM CO3/1aBa€MOU TPETUYHOU (TPaHCIOPTHON)
YIAKOBKHU.

ATrperupoBaHue NPEIoiaraeT BO3MOXXHOCTh HAIUYHs JHOOO0TO
YPOBHS BIIO)KEHHOCTH:

— arperupoBaHUE NEPBOTO YPOBHS — 00BEAMHEHNE BTOPUUHBIX
(MOTPeOUTENHCKIX) YIAKOBOK B TPETHUHYIO (TPAHCTIOPTHYIO)
YIaKOBKY;

— arperupoBaHUE BTOPOTO YPOBHS — OOBEIMHEHUE TPETUUHBIX
(TpaHCHOPTHBIX)  YNAKOBOK B  JAPYIYyI0  TPETUYHYIO
(TpaHCHOPTHYIO0)  YNAaKOBKY  BBIIIECTOSAIIETO  YPOBHS
BJIO’KEHHOCTH.

[lpy  HEOOXOAUMOCTH  CYOBEKTOM  OOpamieHHus  MOXKET
OCYIICCTBISITHCS ~ Tiepenada  CBeJACHUH o  (GOPMUPOBAHUH
MHOKECTBA TPETUYHBIX (TPAHCIIOPTHBIX) YIAKOBOK.

ArpeerOBaHHe MOXKCT BBbIIIOJHATHCA CY6T>GKTOM O6paIHeHI/I}I
Ha pa3JIMYHBIX 3TallaX MPOU3BOJACTBCHHOT'O IUKJIA U 060p0T8. JIIT

YyacTHUK - CY6T>€KT 06pameHH;1, OCYIHGCTBJI}IIOHII/II;'I arperupoBaHuc

B3aHMMOJICUCTBUS

ynaxkoBok JIII

Onucanue BBRIMOJIHIEMBIX JEUCTBUM

1. T'enepupoBanue WH/IMBHTy QJIbHBIX CepUMHBIX HOMEpOB TPETUYHBIX
(TpaHCHIOPTHBIX) YITAKOBOK
2. OmnpeneneHre KOMIUIEKTHOCTH W KOJMYECTBA TPETUYHBIX (TPAHCHOPTHBIX)
yHaKOBOK
3. VYmnakoBka JIII B TpeTHuHyI0 (TPaHCTIOPTHYIO) YIAKOBKY
4. —5. Peructpanus B UC MJIJIII cBenenuit o0 arperupoBanuu ynakoBok JIIT
ITepeuenn IIpu peructpauum B HMC MJUJII onepauuid arperupoBaHus
nepe1aBaeMbIX CyOBeKTOM OO0pallleHHsI OCYUIECTBIISIETCS Iepefada CieayoLuX
CBEJICHUU U CBEJICHUN:
BJIa/IeJIel
— JlaTa COBEpLICHUS OIepaluy;
MH(OPMAIIIOHHOTO
pecypca — PErucTpallMOHHBIM HOMep cyObekTa oOpallleHus Wiu
UJECHTU(DUKATOP MeCTa OCYIIECTBICHUS AEATEIbHOCTH
cyOBeKTa oOpalieHus;
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SSCC, B KOTOpYIO OCYIIIECTBICHA arpeTamms;

SGTIN unu SSCC, Bxondiiue B COCTaB TPETUYHON YIaKOBKH

6. Vmakoska JII1 Bo MHOXECTBO TPETUYHBIX (TPAHCIIOPTHBIX) YIIAKOBOK

7. Peructpartus B MC MJIUJIIl cBemenuit 00 arperupoBanuu ymakoBok JIII
BO MHOKE€CTBO TPETUYHBIX (TPAHCTIOPTHBIX) YIIAKOBOK

[Iepeuenn
nepe1aBaeMbIX
CBEJICHUU U
BJaiesell
WH(OPMAIIIOHHOTO

pecypca

IIpu peructpaunum B MC MJUIII onepamuii arperupoBaHUsl BO
MHO>XECTBO TPETHUYHBIX (TPAHCHOPTHBIX) YHNAKOBOK CYOBEKTOM
oOpalieHus OCyIIeCTBISETCS Mepeaada CIeIyONUX CBeICHUN:

JaTa COBCPUICHHA OIICPpallnN;

PETHCTPAIMOHHBI HOMEp CyOBbeKkTa OOpalieHus WiIu
UACHTH(PUKATOP MECTa OCYIISCTBICHHUS JIEITCIbHOCTH
cyObeKTa 00paIeHus;

SSCC, B koTOpHBIC OCYIIIECTBIICHA arperars;

SGTIN wmum SSCC, Bxoafmme B COCTaB TPETUYHBIX
(TpaHCHOPTHBIX) YIIAKOBOK
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9.2. PacpopmupoBanue (YHHYTOKEeHHE) TPeTUYHOI ynakoBku JIIT

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 40
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AHHOTaIMS Onepatu  pachopmMupoBanust  (YHUUTOKEHUSI) TPETUUHOU
(tpancnioptHoi) ymakoBku JIII odopmistoTcss mocpencTBoM
peructpaiiuu B MC MJUJIII camMOCTOSITENIBHBIX —OINEpAIUi,
OCYUIECTBIISIEMBIX CyOBEKTaMH 00pAILIEHNUS .

Omnepanust pachoOpMUPOBAHUS MOXKET MNPUMEHATHCS Kak MpH
pachopMHpOBaHUK HA OAWH YPOBEHb, TaK U JI0 BTOPUYHBIX
(motpedurtenbckux) ynakoBok JIII.

PachopmupoBanue (yHUUYTOXKEHHUE) TPETUUYHBIX ymakoBOK JIIT
MOKET BBINOJHATBCS CYOBEKTOM OOpallleHHs] Ha pa3iIudHbIX
stanax obopota JIIT

Y4acTHUK — cyOBekT oOpalieHusi, OCyIIEeCTBIAIOMNI pacopmMupoBanme

B3aMMO/JIEHCTBHUS yrakoBok JIIT

OnucaHue BBITIOJHAEMBIX JICHCTBHI
1. OcymectBienue pachopMHUpOBaHUs (YHUUTOXKEHUS) TPETHUYHOMN

(TpancnoptHO#) ymakoBku JIIT

2. — 3. Peructparmus 8 UC MJJIII cBenenuit o pachopMUpPOBaHWUU TPETUUHOM
(TpancniopTHO#) ynakoBku JIIT

[Tepeuenn
nepeaaBaeMbIX
CBECHUI U
BJIAJENel]
HH(POPMAITMOHHOTO

pecypca

ITpu peructpamuu B8 UC MJIJIIT onepanuii pachopmupoBaHus
TPETUUYHBIX  (TpaHCHOpPTHBIX) ymnakoBok JIII  cyOGmexkrom
oOpaleHus: OCyIIeCTBISIETCS Tepeiada CIEAYIOINX CBEICHUM:

— J1aTa COBEPIICHUS OIepaIiu;

— PETHCTPAllMOHHBIA HOMEp CyObeKkTa oOpallleHus WIn
WICHTU(UKATOP MeECTa OCYIICCTBICHHS JESATCIHHOCTH
cyOBeKTa oOpaieHus;

— THI omneparuu pachopMupoBaHUs yIIaKOBKH;

— SSCC pacdhopmupoBannoii ynakosku JIIT
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9.3. U3bsaTHe ynakoBok JIII u3 TpeTu4HOii 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 mMmann
eo6X0aUMOCTL M3LATURA
ynakosok /11 n3
TPETUYHOWN YNaKoBKK
v /‘"’ﬁ
1. OcywecTenexue e
U3LATMA ynakosok JIM ua v
TPETUYHOIA YNaKOBKK Peecrp goxymerTos/Peectp
TOBAPDE

3. Peructpauus ceepgeHun
06 wabatuu ynakosok MM
W3 TPETUYHOW YNaKOBKN

Pucynox 41
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AHHOTAUA

Onepaunss  u3pathss  ynakoBok  JIII w3 TpeTtmuynoun
(TpaHCHIOPTHOM)  yMAaKOBKH  O(QOPMIISIOTCA  TOCPEACTBOM
peructpaiiuu B MC MJUJIII camMOCTOSITENIBHBIX —OINEpAIUi,
OCYUIECTBIISIEMBIX CyOBEKTaMH 00pAILIEHNUS .

W3patue ynakoBok JIII w3 TpernuHod (TpaHCIOPTHOM)
YHaKOBKM  MOXET  BBINOJHATHCS CyOBEKTOM  OOparieHus
Ha pa3IMuYHbIX 3Tanax odopota JIII

YyacTHUK
B3aUMOICHCTBUSI

— cyOBeKT oOpalieHust, OCYIIECTBISIONUN U3BSITHE YITAKOBOK
JITT

Omnncanue BBINOJTHACMBIX HeﬁCTBHﬁ

1. OcymectBienne wu3baTHs ynakoBok JIII wu3 TpeTuyHoi (TpaHCHOPTHON)

YIaKOBKHU

2. — 3. Perucrpammms B UC MJUJII cBenenuit o0 wuzbsituu ynakoBok JIIT
U3 TPETUUHOM (TPAHCIIOPTHON) YITAaKOBKH

[lepeuenn
nepeaBaeMbIX
CBEICHUN U
BJIaJICJICI]
UH(OPMAIIMOHHOTO

pecypca

IIpu perucrpanuu B UC MJJIIT onepanuii u3bsATHS YIMaKOBOK
JIIT w3 TpernyHod (TPAaHCHIOPTHOM) YIAKOBKH CYOBEKTOM
oOpaleHus OCyIIeCTBISIETCS Mepeaya CIeAyIONX CBEeICHUN:

— JaTa COBCPHICHUA OIICpAIlHNH,

— PETHCTPAllMOHHBIA HOMEp cyObekTa oOpalieHus Wiu
WICHTU(UKATOP MECTa OCYIICCTBICHHUS EeATCIBHOCTH
cyObeKTa 0OpaIleHHS;

—  SGTIN mm SSCC uzsimaeMbix ymakoBok JITT
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9.4. [lomosHuTeIbHOE BJIOKeHHe YynakoBok JIII B TpeTH4YHYH (TPaHCHIOPTHYIO)
YIAKOBKY

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

TOBAPDE

o
e

A

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 42
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AHHOTAUA

Onepaunyu JONOJHUTENBHOIO BIOXKEHUA ynakoBok JIII B
TPETUUYHYI0  (TPAaHCHOPTHYIO)  YMAaKOBKY  O(OpPMIISIOTCS
nocpeactsom peructpaumu B UC MJJIII camocToATenbHbIX
ornepauuii, OCyIIECTBISIEMBIX CyObEKTaAMH OOpaIlleHHUS .

JlaHHas onepanus IIPUMEHSAETCS KaK B ciydae
JOYKOMILJIEKTOBAaHUSA TPETUYHOW (TPaHCHOPTHOM) YMaKOBKHU
BTOPUYHBIMHU (MOTpeOUTETHCKUMU ) u TPETUYHBIMU
(TpancniopTHbiMU) yriakoBkamu JIII, Tak U B cioydae nmepekiagku
ynakoBok JIIT u3 ogHO# TpeTuuHOU (TpaHCIOPTHON) YMAaKOBKHU
B IIPYTYIO.

JIonOJTHUTENBHOE BIIOKEHHE yNaKOBKHU JIIT MOKET BBINOIHATHCS
cyOBeKTOM 0oOpaleHusl Ha pa3IMuHbIX Tanax odopota JIIT

YyacTHUK
B3aUMOJICHCTBUSI

— CcyOBeKT oOpallleHHs, OCYUIECTBIISIIOIIMN JIONOJHUTEIBHOE

BJIO)KEHME yNakoBOK JIIT

Omnmcanue BBINOJTHAECMBIX ﬂeﬁCTBHﬁ

1. OcymecTBieHHe JOTOJHUTEIBHOTO BIIOKEHMs ynakoBku JIII B TpeTnuHyrO
(TpaHCIIOPTHY10) YIIAaKOBKY

2. — 3. Peructpammus 8 UC MJJIII cBeneHuwii O IOMOJHHUTEIHHOM BJIOKCHUHU
ynakoBoK JIIT B TpeTuuHy10 (TPaHCHIOPTHYIO) YIIAKOBKY

[Tepeuenn
nepeaBaeMbIxX
CBECHUI U
BJIAJENel]
HH(POPMAITMOHHOTO

pecypca

IIpu peructpauun B UC MIJIII onepanuii JONMOJIHUTEIBHOTO
BIIOKEHUsT ymakoBokK JIII B TpeTuuHyro (TpaHCHIOPTHYIO)
YIAKOBKY CyOBEKTOM oOOpalieHusl OCYIIECTBIACTCS Iepeaada
CIEIYIOIINUX CBEIICHUI:

— J1aTa COBEPIICHUS OIepalliu;

— PETHCTpAallMOHHBIA HOMEp CyObeKTa OOpallleHus WU
WICHTU(UKATOP MeECTa OCYIICCTBICHHUS JEATCIBHOCTH
cyOBeKTa oOpaIleHus;

— SSCC ymakoBku JIII, B KOTOpYyHO OCYIIECTBISETCA
JIOTIOJTHUTENIBHOE BIIOKEHHUE;

— SGTIN mm SSCC nmoknmagpiBaeMbIx yrakoBok JIIT
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10.0T™MeHna 3aperucTpUpPOBAHHBIX omepaunuii, oT3bIB cBeleHuil o mepeaauye JIII wu
orka3 ot npuemku JIII

10.1. Ormena cy0ObeKTOM OOpalleHHUsI paHee 3apPerucTPUPOBAHHOM COOCTBEHHOM
onepauun

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 43
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AHHOTAUSA

B cayyae BO3HMKHOBEHHS  HEOOXOAMMOCTH  CYOBEKTOM
oOpamieHusi MOKET OBIThb OCYILECTBJIEHa OTMEHa paHee
3apEruCTPUPOBAHHON UM omnepaunu B oTHoueHuu JIII.

JlanHasi omepaids MOXET OBITh MPUMEHEHA TOJBKO B Cllydae
OTCYTCTBHS Iepexoaa COOCTBEHHOCTH Ha JiekapcTBeHHbIM JIII,
orieparus 1o KOTOPOMY IMOJICKUT OTMEHE, K IPYTOMY CYOBEKTY
oOpallleHus 1 He MOXKET ObITh NMPUMEHEHA B Cilyyae HaJIHYUs
MOCJIEAYIOIINX 3apETUCTPUPOBAHHBIX ONEPALMN 10 JAHHOMY
JIIL.

CyObekT oOpailleHuss MOXKET OCYUIECTBUTh OTMEHY TOJIBKO
COOCTBEHHOM paHee 3aperuCTPUPOBAHHON ONepalun

YyacTHUK
B3aUMOJICHCTBUSI

— cyOBeKT oOpaleHust, OCYIIECTBISIONINI OTMEHY OTepaIiu

Omnmcanue BBINOJTHIECMBIX ﬂeﬁCTBHﬁ

1. - 2

Perucrpauus B

NC MIJII cBenennii 00 oOTMEHE paHee

3aperucTpUpPOBAHHON COOCTBEHHOM ornepanuu

[lepeuyenn JIns  OCyLIECTBIEHHST OTMEHBl paHEE 3apEruCTPUPOBAHHOM
Iepe1aBaeMbIX cooctBennou omepanuu B UC MJJIIT cyObekTom obparieHust
CBEJICHUI U OCYILIECTBIISIETCS Iepeaya CIeAYIOMINX CBECHUMN:
BJIAJENel]
— J1aTa COBEpUIEHUS OIepaluu;
HH(POPMAITMOHHOTO
pecypca — PETHCTPAallMOHHBIA HOMEp cyObekTa oOpalieHus Wiu
UACHTU(PUKATOP MeCTa OCYIIECTBICHUS JESITEIbHOCTH
cyObeKTa 0OpaIleHHS;
—  WACHTUPUKATOP  3apPETHCTPUPOBAHHOU B IC MJIIT
oIeparyu, NoAJIexkKallei OTMEHE;
—  TUIl UCXOJHOU (OTMEHSIEMOI1) OTepalny;
— ONHWCaHHWE TPUYMHBI OTMEHBI  (OT3BIBA)  ONEpaluu
(TIp1 HATTUY UM )
3. — 4. ABToMaruMyeckas TIpOBEepKa BIaJeiblla OTMEHSEMON Omepamuu |

BO3MOXHOCTH OTMCHBI OIICpalikin

5. OTkaz B perucrtpainuvu cBeAeHUW 00 OTMeHe omnepauud (Mpu HATUYHHU

OCHOBaHUM)
[Tepeuenn —  HaJIMYHE MOCICAYIOIIUX 3apETrUCTPUPOBAHHBIX OIMEpPAIlUH B
OCHOBAHMHU IS otHomenuu JIII;
OTKa3a B

perucTpanuu

— HECOOTBETCTBHUE JAHHBIX cyObeKTa oOpaiteHusl,
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CBEJICHUM

PETUCTPUPYIONIETO OTMEHY OIEpalliy, JTaHHBIM CyObeKTa
oOparieHus, 3apETrUCTPUPOBABILIETO OTMEHSEMYIO
OIIEPALUIO

6. OTmeHa panee

3apeTUCTPUPOBAHHON CyOBeKTOM oOpareHus omnepamuu B UC

MJJIIL, B T.4. BHECEHME HM3MEHEHHUHA B CTaTychl ToBapa (IpU OTCYTCTBHUH
OCHOBaHHH /ISl OTKa3a)

Orpannuenus
MIPUMEHECHUS
oreparu

Omnepanisi  OTMEHbI  MOXET OBITb  MPUMEHEHA  TOJIBKO
K CIEAYIOIIHUM paHee 3apEeruCTPUPOBAHHBIM OIEPALIUSIM:

— 3arpy3ka CBEICHMH O BBIIIYCKE TIOTOBOM IPOAYKIUU
POCCHUICKUM IIPOU3BOAUTENIEM JIEKAPCTBEHHBIX CPEICTB

(313);

— 3arpy3ka cBegenud o BBo3e JIII B Pocculickyro
denepanuio 1mo g0roBopy KoncurHaiuu (333);

— 3arpy3ka cBeaeHud o nepememiennu JII  mexnay
Pa3IMYHBIMU 30HAMHU TaMOXXEHHOTO KOHTpOoJIs (334);

— 3arpyska CBQ}IGHI/Iﬁ 0 TaMOXCHHOM JOCKJIapHUPOBAHUU

(335);

— 3arpyska ceneHuii o npuemke JIIT Ha CKJIag UMIIOPTEPOM
MOC/Ie  BBIMMyCKAa C TAMOKEHHOW 30HBI TPH  BBO3€
B Poccuiickyto ®@exneparuio (341);

— 3arpy3ka cBeneHuit o BBojae JIII B obopoT Ha TeppuTOopuU
Poccuiickoii @eneparuu npu Bo3ze JII1 uz EADC (363);

— 3arpy3ka cBeneHuid o 1nepememenun  JIII  mexnay
pa3IMYHBIMU agpecamu MecCT OCYILECTBIICHUS
nestensaoctu (431);

— 3arpy3ka cBeaeHuii o nepenade JII1 Ha yanuroxenue (541)




166

10.2. OT3bIB cy0OBeKTOM oOOpalieHHsl — OTHpaBHTeNeM cBeaeHuil o mepemade JIII
0JIy4aTe 1o

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
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AHHOTaUg

OtnpaBuTeneM MOXET ObITh 3aperucTpupoBaHa ONEPALMS
OT3bIBa CBEICHUI O Mepenade ToBapa (Kak B Clydae BbISBICHUS
pAacXOXIAEHUM  TPU  aHAIU3E  OTIPABUTEIEM  CBEIACHUU
00 otnpasneHHbix co ckinana JIII u ceegenuit o mpuHsATHIX JIIT
[IOJIydaTelieM Ha CKJIaJ, Tak W B CIIy4ae BBIABICHUSA
OTIIPAaBUTEJIEM OIIUOOK B paHEee HAIPABICHHBIX CBEJICHUSIX).

JanHas  omepanusi MOXET ObITh  NPUMEHEHA  TOJBKO
IIPY CIENYIOIMINX YCIOBHSX:

IIpU NIPSAMOM CXEME:

- HaJM4YMe paHee 3aperUCTPUPOBAHHBIX CBEIECHUH 00 OTTpy3Ke
JIII co cknana oTIpaBUTENS, PETUCTPUPYIOLIETO OT3bIB;

- B otHoweHuu JIII, oxxuaaronux noATBEpKIACHUS,
npu 00paTHOM cxeme:
- BrajenbiieM or3biBaembIx JIIT sBasiercss OTnpaBuTeb;

- nepcaava JIIT MMOJIYy4aTCJI0 HC ITOATBCPKACHA OTIIPABUTCIICM

YyacTHUK
B3aUMOJENCTBUS

— CyObekT  oOpaineHus, OCYIIECTBISIOMIUN  Tepenady
(oTmpaBuTENB);

— CyObekT  oOpalleHus, OCYHIICCTBISIONMA  MPUEMKY
(momyuaTenp)

OnucaHue BBIITOJHIEMBIX JE€HCTBUI

1. -2. Peructpamms 8 UC MJIJIIT cBenenmii 060 OT3BIBE OTIPABUTEIIEM CBEIICHHIMA
0 nepenaHHbIxX nosry4darento JIIT

ITepeuenn
nepeaaBacMbIX
CBEJICHUU U
BIIAJICJICII
UH(OPMAITMOHHOTO

pecypca

Jmga  ocymiecTBieHHMsT OT3bIBa CBEACHUW O MEPEIaHHBIX
nonydarento JIII B HWC MIJII cybbektom oOparieHus
OCYIIECTBIIAETCS Nepeaaya CICAYIOMMNX CBEICHUN:

— JlaTa COBEPIICHMS OIepallvu;

— PpETUCTpAllMOHHBI HOMEp CyObeKTa OOpaimieHus WIH
UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEITeITbHOCTH
cyOBbekTa oOpaieHus (OTIpaBUTEs );

— PErucTpallMOHHBIM HOMep cyObekTa oOpallleHus WIH
UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEATCIbHOCTH
cyOBbekTa obpamenus (moryqarens);

— omnucaHue npuyuuHbl 0T361Ba JIIT;

— TOATBEPKIACHUE OT3bIBa MPHOCTAHOBICHHOI'O TOBapa
(yka3piBaeTcsi B ciiydae, eciau Poc3apaBHAa30p MTPUHSII
pellleHue O BPEMEHHOM BbIBOJie u3 oOpamenus JIII
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coryacHo pasneny 7.1 Hacrosmmx ITacmopToB mpoIeccos);
SGTIN u/mnu SSCC otr3siBaeMbIx JITT

3. ABromartuueckasi npoBepka craryca JIII (Hamuuue paHee 3aperucTpupoBaHHON
OTIIpaBUTENEM oOmepaluu no nepenaye otr3biBaeMbix JIII monywarento wnu
IPOBEPKA Ha MPaBO BIAICHUS)

4. Otka3z B peructpauuu cBeneHuit o0 or3eiBe JIII, panee mnepemaHHbIX
noJrydaresnto (Ipy HAJIMYUU OCHOBAHMM JIJISl OTKA3a)

5. OcyuiecTBieHre OT3bIBa cBeleHui 0 nepenanubix JIIT u Bo3BpaT ux Ha OanaHc
oTnpaButens (MpU OTCYTCTBUM OCHOBAaHUM ISl OTKA3a)

Orpannuenus Onepamusa ot3eiBa OtnpasuteneMm nepenanHbix I[lomydaTtento
NPUMCHCHHS JIEKapCTBEHHBIX MPEMapaToB MOXKET OBITh MPUMEHEHA TOJBKO K
ornepanuu CJIEYIOIINM pPaHee 3apEeTUCTPUPOBAHHBIM ONEPAIUSM:

3arpy3ka cBeneHuii 00 otrpyske JIII B Poccuiickyro
Ddeneparuto (331);

3arpy3ka cBeaeHut o BBoze JIII B Poccuiickyro
Ddeneparuto (332);

3arpy3ka CBEJIEHUH O Tmepegade MpaB COOCTBEHHOCTH
Ha JIII, noMemeHHBI 1OJ TaMOXEHHYK MPOUEAYPY
TaMoXeHHoro ckiazaa (351);

3arpy3ka cBeaeHuit 06 ortrpyske JIII B Poccuiickyto
®epnepanuto u3 ctpad EADC (361);

3arpy3ka cBeaeHui o BBoze JIII B Poccuiickyro
®epnepanuto u3z ctpad EADC (362);

3arpy3ka CBEIEHMH O Tiepegavye  JICKapCTBEHHBIX
npemnapatoB coOcTBeHHHKY (381);

3arpy3ka cBefieHnii 00 orrpyske JIII co ckiama cyObekra
obpamenus (415);

3arpy3ka cBenenuii o nmpuemke JIIT Ha cxman (416);

3arpys3ka CBEICHHMH O BO3BpaTe NpUOCTaHOBIEHHBIX JIII
(417);

3arpy3ka cBeieHud o cMeHe Biagenbna JIII B pamkax
rOCyIapCTBEHHOT'O JICKApCTBEHHOTO oOectieueHus (471)

6. YBemomiieHre mosrydatelnisi 00 OT3hIBE OTIPABUTEIIEM CBEICHUN O MEpeTaHHBIX

nony4darento JIIT

[Tepeuens VYBenomiieHne noiiydyaTessi 00 OT3bIBE OTIPABUTENIEM CBEICHUI
Mepe1aBaEMbIX o nepeaanHbpix nonyuarento JIII dbopmupyercs Ha ocHOBaHUU
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CBEJICHUU U
ENEN NS
MH(OPMAIIMOHHOTO

pecypca

paHee 3aperucTPUPOBAHHON  OTHpaBUTENIEM ONEpaluu U
COJIEPIKUT CIEAYIOIINE CBEICHMUS:

JdaTta COBCPIICHUA OIICpalnm,

PErUCTPAIlMOHHBI HOMEp CyObEKTa OOpallleHUs WIH
UJECHTU(DUKATOP MecTa OCYIIECTBICHUS JACSATEIbHOCTH
cyObekTa oOpaiieHust (OTIPABUTEIN);

PETUCTPAIlMOHHBI HOMEp CyOBEKTa OOpallleHUs WIH
UJEHTU(DUKATOP MecTa OCYIIECTBICHUS JACSATEIbHOCTH
cyObekTa obpaieHus (mojayqarens);

OIMMCAaHUC IPUYMHBI OT3bIBA TOBApA,

NOATBEPXKICHUE OT3bIBA IPUOCTAHOBIECHHOTO TOBapa
(yka3piBaeTcsi B ciydae, eciu PocsnpaBHanzop mNpuHSII
pelieHre O BpPEeMEHHOM BbIBojge u3 oOpamenus JIII
corjacHo pasneny 7.1 nacrosuux [lacopToB npoiieccoB);

SGTIN w/mumm SSCC or3eiBaembix JIIT
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10.3. OTka3 cy0bekTa odopameHust — nojy4dares otr 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
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"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 45
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AHHOTaAUg

ITomyuaTesneM MOXET OBITh 3apEerMCTPUPOBAHA ONEpaLUs OTKAa3a
B IIOJYyYEHUU IIEPENAHHOIO TOBApa B Cily4ae BbIABICHUS
HECOOTBETCTBUM  IIpu  npueMke noisydareaem JIII  wu
HEOOXOAMMOCTH OTKa3a OT IPUEMKH IIEPENAHHOTO TOBapA.

JlanHast ~ omepainus  MOXKET OBbITh  NPUMEHEHa  TOJIBKO
B CJIEYIOLIUX CIydasX:

- B CIly4a€ HaJIU4us paHEE 3aperuCTPUPOBAHHBIX CBEACHUI
00 otrpy3ke JIII B aapec momyuarenss u B orHomeHuu JIII,
OXHUIAIOIIMX  TOATBEPXKJICHUS  MOPUEMKH  MOJIy4daTeJIeM
(mpu NpsSIMOM CXeMe aKIeTTOBaHUS );

- B Cllydyae BBISIBJICHHUS TIOoJlydaTeJleM OIIUOOK B paHee
HaIlpaBJIEHHBIX COOCTBEHHBIX CBeAcHUsAXx o npuemke JIIT
Ha ckiajg v B oTHomieHuu JIII, oxuaaromux MOATBEPKACHUS
OTTPYy3KH OTIpaBuTeIeM (TP 0OpATHON CXEeME aKIIeTTOBAHUS )

YyacTHUK
B3aUMOJICHCTBUSI

— cyOBbexkT  oOpamieHusi, OCYHISCTBISIIONIMN  MPUEMKY
(monmyuarenp);

— CyObekT  oOpaineHus, OCYIIECTBISIONIUA  Tepenady
(oTmpaBuTEIND)

OmnucaHue BHITOJTHIEMBIX ,I[eﬁCTBI/Iﬁ

1. — 2. Peructpanus 8 UC MJUJIII cBenenuii 00 oTkaze moyydaresnsi OT MPUEMKU

JIIT
ITepeuenn Jnga  ocymecTBiieHua oOTKaza B IpueMke nepeaanHbix JIII
repeaaBacMbIX B IC MJIJIIT  momywarteneM  OCYUIECTBISIETCS — Iepeaada
CBECHUI U CIEIYIOIINUX CBEIICHUI:
BJIaJIEJIe1]

— JlaTa COBEPLICHUS OIEpalNHu;

UH(OPMAITMOHHOTO
pecypca — PpETUCTpAllMOHHBI HOMEp CyObeKkTa OOpaimleHus WIH

WICHTU(UKATOP MeCTa OCYIICCTBICHHS JEATCIHHOCTH
cyObekTa obpaienus (moxydarens);

— PErucTpallMiOHHBIM HOMep cyObekTa oOpallleHus Wiu
UACHTH(PUKATOP MeCTa OCYIISCTBICHHUS JIEITeIbHOCTH
cyOBbekTa oOpaieHus (OTIpaBUTEs );

— OINHCaHWE NPUYMHBI 0TKa3a oT npuemku JIII;

— TOATBEpKAeHUE 00 0TKa3e B MPUEMKE MPUOCTAHOBICHHOTO
ToBapa (ykasbIBaeTcsi B cllydae, eciu Poc3apaBHan3op
MNPUHSJ pElIEHUEe O BpeMEHHOM BbIBOJIE U3 oOpatieHus JIIT
coracHo pasneny 7.1 Hacrosmmx IlacmopToB mporeccos);
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SGTIN w/unu SSCC, no KOTOpBIM pEruCTpUPYETCS OTKa3
B IIpueMKe Ha ckiaj [loiydarenem

3. ABTtoMaruueckas nposepka cratyca JIII: Hamuume paHee 3aperucTprupoOBaHHOMN
onepauuu no nepenade JIII B axgpec moisyyarens — IpU HPSAMOM IOPSAKE

WIM HAJIMYME paHee 3aperuCTPUPOBAHHON IOIy4aTeIIEM

onepauuu no npueMke JII1 Ha ckiag — npu 0OpaTHOM MOPSAKE AKLENTOBAHUS

AKIICIITOBAaHUA

4. OcymiecTBieHUE
(pu OTCYTCTBUM OCHOBAHUH ISl OTKa3a)

OTKa3a B IIpUEMKE TMepedaHHbix  noayyaremwo  JIIT

Orpannuenus
MIPUMEHECHUS
orepauu

OﬂepaHI/Iﬂ OTKaza IMoJjJydarejicM B IIPHUCMKE MCPCIAHHOTO
OTIIPABUTCJICM TOBapa MOKCET OBITh IMPUMCHCHA TOJIBKO
K CICAYIOUIUM paHCC 3apCTUCTPUPOBAHHBIM OIICpALIUAM:

3arpy3ka cBeneHuid 00 otrpyske JIII B Poccuiickyro
Ddeneparuto (331);

3arpy3ka cBeaeHut o BBoze JIII B Poccuiickyro
Ddeneparuto (332);

3arpy3ka CBEICHMH O Tiepeaade MpaB COOCTBEHHOCTH
Ha JIII, noMemeHHbI T1OJ TAaMOXXEHHYIO MPOUEAYpY
TaMoKeHHOro ckiaza (351);

3arpy3ka cBeaeHuit 06 ortrpy3ke JIII B Poccuiickyto
®enepanuto u3 crpan EASC (361);

3arpy3ka cBeaeHut o BBo3e JIII B Poccuiickyro
®epnepanuto u3z ctpad EADC (362);

3arpy3ka CBEIEHMH O Tiepelave  JICKapCTBEHHBIX
npenapaToB coocTBeHHUKY (381);

3arpyska cBefeHuit 006 orrpyske JIII co ckiama cyObekra
obpamenus (415);

3arpy3ka cenenuii o mpuemke JIIT Ha cxman (416);

3arpys3ka CBEICHHMM O BO3BpaTe NpUOCTaHOBIEHHBIX JIII
(417);

3arpy3ka cBeeHud o cMeHe Biagenbna JIII B pamkax
rOCyJIapCTBEHHOT'O JICKApCTBEHHOTO oOectieueHus (471)

5. YBemomienue otmpaButens 00 oTkaze moiydarens ot npuemkn JIIT

[Tepeuens
nepeaBaeMbIxX
CBEJICHUU U
BIIaJIETIeI]
MH(OPMAIITMOHHOTO

JlaTa COBEPIIIEHUS OTIEpalliH;

PETUCTPAIllMOHHBIII HOMEp CyObEeKTa OOpallleHUs WIH
UJECHTU(PUKATOP MeCTa OCYIIECTBICHUS JAESTEIbHOCTH
cyObekTa oOpaieHus (mojyqaress);
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pecypca

PErUCTPAIIMOHHBIM HOMEp cyObekTa oOpallleHus Wiu
UJECHTU(DUKATOP MecCTa OCYIIECTBICHUS JACSTEIbHOCTH
cyObekTa oOpailieHus (OTIPABUTEIN);

OIMMCAaHUC IIPUYMHBI OTKa3a B IPUEMKE TOBapa,

NOJITBEPAKACHHE 00 OTKa3e B MPUEMKE MPUOCTAHOBICHHOIO
ToBapa (yKa3blBaeTcsi B ciywae, eciau Poc3apaBHan3op
IPUHSUI pelIeHrue 0 BPEMEHHOM BBIBOJIE U3 oOpatuenus JII1
coryacHo pasneny 7.1 Hactosmux [lacnopToB npoieccos);

SGTIN w/unu SSCC, no KOTOpbIM pErucTpUpYyeTCs OTKa3
B IIPUEMKE Ha CKJIaJl MOJIy4aTeIeM

6. Otkaz B perucrtpauuu cBeleHHM 00 oTkasze mnomyyatens B npuemke JIIT
(Mpu HANMYUKU OCHOBAHUH JI OTKa3a)
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Ilepeuennb u3MeHeHM

Bepcus

Cnucok, BHeCEHHBIX M3MeHEeHU M

1.32

Pa3gea 3.1:

- TIpOIleCC JOIOJIHEH IaraMy IOJY4YeHHUS KOJOB MAapKUPOBKH W TIepeladyu
cBeaeHui 00 smuccun koo B MC MJIJIII;

Pa3gea 3.1.1:

- WCTIPaBJICH HOMEP cXeMbl — YBenomiieHne 06 orrpyske JIII cobcTBeHHUKY
(HOBBII HOMED 618);

Pa3zgea 3.2:

- MPOLIECC JOMOJIHEH IIaraMy MOJy4YEHUs KOJO0B MAPKHUPOBKU U MEpenadyu
cBeaeHuii 00 smuccuun kogos B MC MIJIII;

1.31

Pa3gea 3.1:

- paspaboran mporecc BBoga B 000pot JIII, mpou3BeAeHHBIX Ha TEPPUTOPHH
Poccuiickoit Pemepanid KOHTPAKTHBIM IIPOU3BOAMTENEM, COOCTBEHHHKOM
JIIT (Pa3men 3.1.1);

- u3MeHeHa auarpamma B Paszmene 3.1. B cBsA3M C pa3paboTKoOil HOBOTO
nporiecca BBojia B 000pot codctBeHHukom JIII;

Paznen 3.3.1, Pa3nen 3.3.2, Pa3gen 3.3.3, Pa3zgen 3.6.1, Pa3znea 3.6.2.:

- BHECEHO YTOUHEHHE B OTHOILIEHUM IPEIOCTABICHHUS B COCTAaBE CBEICHHUI
uraeHTu(UKaTopa  HMHOCTPAHHOTO  KOHTpareHta —  mpoxaema  JIIT
(Ipu HATTUYHUHN);

Pa3pnen 5.1.1., Pa3znen 5.2.2.:

- u3 cocraBa mnepenaBaembix cBefeHnid oT KKT wuckmroduenbl: (uckaabHBIN
NpU3HAK JIOKyMEHTa U 00pa3 ueka B popmate base64

1.30

Pa3pnen 5.1.2, Paznen 5.2.1 u Pa3nen 5.3:

- BHECEHBI U3MEHEHUs B (OpMaT MepeaBaeMbIX CBEACHUI O JI0JIE€ B paMKax
YaCTHYHOU TPOJaKH/BbIIaun

1.29

Pa3znen 4.2:

- peaJn3oBaHa Iepenada YyBEIOMJICHHS OTIpaBUTEN0 00 omubKax IMpu
peructpauuu npueMku JII1 Ha cknaja mosrydarenem;

Pa3zgen 5.1.1:

- U3MEHEH IMPOLECC PETrUCTPAllMM CBEICHUA O PO3HUYHOM TOPIOBIE
¢ ucnoiab3zoBanuem KKT;

Pa3nen 5.2:
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- paspabotan mpomecc otnycka JIII mo nerotHomy  peuenry
¢ ucnonb3oBanueM KKT (Pa3nen 5.2.2);

- UI3MEHEH HOMep U HanMeHoBaHue Pasnena 5.2.1. Ormyck JIII mo merotHomy
peuenty 6e3 ucnonb3oBanus KKT (panee Paznen 5.2);

Pa3znen 5.5:

- BHECCHBI JIONOJHHUTEIBHBIC JOMYyCTHMBIC THIIBI BBIBOJAA M3 000pOTa
(TPOM3BOACTBO MEIUITMHCKUX M3EIHiA, pon3BoacTBo JIIT);

- HW3MEHEHa 00543aTeJIbHOCTh AaTbl JOKYMCHTA-OCHOBAHUA W HOMCpaA
JOKYMCHTA-OCHOBAHUA

1.28

Pa3zgea 3.2:

- pfajin30BaHa BO3MOKHOCTH IICpcaadun CBGI[eHI/Iﬁ O 3aBCPIICHHU I3Talla
YIIAaKOBKH JIII ¢ ucnoyib30BaHuEM yCTPOfICTBa perucrpan SMHUCCHH,

Pasznen 3.3.3:
- UI3MEHEHO Ha3BaHME MPOIIECCa U CXEMBI,

- U3MEHEH IIepeyeHb IieperaBacMbiX cBeaeHud o BBo3e JIII B Poccuiickyro
®enepanmio 0e3 akienTa;

- HCKITIOYE€HA HEOOXOIUMOCTh Mepeaun cBeAeHuil o cMene cooctBeHHuKka JIIT
B 30HE TaMOXEHHOTr0 KOHTpoJia mpu BBo3e JIII pesmmentom Poccuiickoi
Qenepanuu, SBIAOIUMCA AepxkartenemM PY wumm  npeacTaBUTENbCTBOM
MHOCTPAHHOU OpraHu3aluu;

Pa3gea 3.9:

- o0BeMHEeHbI Mpoliecchl moBTopHOTO BBoAA JIIT B 0oGopot (panee 3.9, 3.10,
4.5);

- BHECCH nepeueHb THoB BeiBoaa JIIT u3 o6opora, mociie KOTOPhIX BO3MOXKEH
noBTopHBI BBOA JIIT B 060pOT;

- U3MEHEH IIepE€UYCHb IEePEHAaBAEMbIX CBEACHUNW O MOBTOpHOM BBOae JIII
B 000pOT;

Pa3pgea 5.3:

- BHECCHbl M3MEHEHHS B IMPOILECC B YaCTH BO3MOKHOCTH PETUCTpaALUU
cBesieHn 0 yacTUuaHOU Bbigade JIII g oxkazaHuss METUIIMHCKON ITOMOIIH

-  UW3MEHEH TepeueHb MepelaBaeMblXx cBeAaeHu o  Bbpgaue  JIII
I MEIUIUHCKOTO NPUMEHEHUS,

Pa3pgea 5.5:

- BHECEHBI JIOMOJHHUTEIBHBIE JIOMYyCTUMbIC THIBI BBIBOJA W3 000pOTa
(cimcanne Pa3yKOMIUICKTOBAHHON YIMAKOBKH, CIIMCAHHUE MPOU3BOJICTBEHHOTO
Opaxa);

- pCain30BaHa BO3MOXXHOCTD nepcaadu CBeI[eHI/Iﬁ 0 CIIMCaHUH
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IIPOM3BOACTBEHHOIO Opaka C MCIONb30BAHUEM YCTPOMCTBA pErucTpanyu
AMUCCUU

1.27

Pa3znen 3.1:

- peanu3oBaHa BO3MOXKHOCTb II€peayd CBEICHMM O 3aBEpLICHUU JTama
ynakoBku JIII ¢ ucnionb3oBaHUEM yCTPOMCTBA PETUCTPALIUA IMUCCUH;

- U3MEHEH TEPEUCHb NIepeaBaeMbIX CBEJICHHM O 3aBEPIIICHUH dTala YIaKkoBKU
JILI;

Pa3pgea 3.2:

- U3MEHEH [IEpPEYEHb IMIEPENABAEMBIX CBEICHUM O BBIIIYCKE TOTOBOM
MPOAYKIMH 32 IIpeaesiamu teppuropun Poccuiickonn denepanuu;

Pa3gea 3.3:

- pazpaboran mpouecc BBo3a JIII B Poccuiickyro ®denepanuio ¢ MpsSMbIM
TIOPSIIKOM TIOATBEPkAeHUS cBenenuit (Pazaen 3.3.1);

- U3MEHEH IIepeueHb IepeaBaeMbiX cBeaeHudd 00 otrpyske JIIT
B Poccuiickyro @enepannto;

- pazpaboran mporecc BBo3a JIII B Poccuiickyro ®enepaiio ¢ oOpaTHBIM
MOPSIKOM TTOATBEpKaAeHUs cBeAeHuit (Pasaen 3.3.2.);

- U3MEHEH IIepeueHb IepenaBaeMbix cBeiacHuM o BBo3e JIII B Poccuiickyro
denepanuio;

- pa3pabotan nporiecc Bro3a JII1 mo goroopy koncurnamuu (Pazgen 3.3.3);
Pa3pnen 3.6:

- pa3pabotan mnporecc BBo3a JIII B Poccmiickyro deneparnio ¢ TEppUTOPUU

rocyaapctBa-ujiecHa EADC ¢ npsMbIM NOPSKOM TOJATBEPKICHUS CBEICHUMN
(Paznen 3.6.1);

- U3MEHEH IIepeYeHb IMepeaaBacMbiX cBefaeHud o0 otrpyske JIII
B Poccuiickyto @enepannio u3 rocygapcrsa-awiena EADC;

- pa3pabotan mpouecc BBo3a JIII B Poccuiickyro ®deaepanuio ¢ TeppUTOPUU

rocyaapctBa-uieHa EADC ¢ oOpaTHBIM MOPSIKOM TOITBEPKACHUS CBEICHUN
(Paznen 3.6.2);

- U3MEHEH IIepeUYeHb IepenaBaeMbix cBeneHurd o BBo3e JIII B Poccuiickyro
®depnepanuto ¢ TeppuTopur rocyaaperpa-uwieHa EADC;

Paszgen S.1: BHeceHbl HM3MEHEHHS B IPOLECC B YACTH BO3MOKHOCTH
peructpanuu cBeneHud 0 yactuuHou npoaaxe JIII m nmpogaxe nprorasix JIII
C YaCTUYHOM OILJIATOM;

Pa3znen 5.2:

- BHECCHBbl M3MEHEHHS B IMPOLECC B YaCTH BO3MOKHOCTH PETUCTpaLUU
CBeZIcHUH 0 yacTuyHOM oTtnycke JIII mo nerotHomy penenty;
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- pealu3oBaHa BO3MOXHOCTh TIepenauud cBefeHuid o0 ormycke JIII
IO JIbTOTHBIM PElENTaM C UCII0JIb30BAHUEM PETUCTPATOPa BHIOBITHS;

Pa3gea 5.3:

- WU3MEHEH [epeYeHb IlepelaBaeMblX cBeaeHud o  Bbigade  JIII
JUI1 MEAULIMHCKOTO IPUMEHEHHUS;

- pealn30oBaHa BO3MOXHOCTb Iiepenauu cBeneHud o Beigaue JIII
JUTSL MEAUIIMHCKOTO IPUMEHEHHS! C UCIIOJIb30BAHUEM PETUCTPATOPa BbIOBITHUS;

Pasgen 10.1: BHeceHbI W3MEHEHHMS B INEPEUYECHb ONEPALUM, IMOIJIECKALINX
OTMEHE

Pasnen 10.2: BHeceHbl HM3MEHEHHUS B TEPEUCHb ONEpallMil, MOJJIEKAIIUX
OT3BIBY

Pasgen 10.3: BHeceHbl HM3MEHEHUsS B TEPEUCHb ONEpallMil, MOJJIEKAIIUX
OTKazy




