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Obmee onucanue yBe 1OMUTEILHOTO pexuma paborsl
y4dacTankoB OI'YC MJJITT

B cBasu ¢ nmepexomom ®I'UC MJUIIT (MJUJTT, YIC MJUII, Cucrema) Ha
YBCIIOMUTEIIBHBIA PEXUM, IPH BOSHUKHOBEH U IIPo0JIeM C perrcTpanueii cBeneHuil
06 obopore JIII, y9acTHUKaM AOBOJATCA  CIIEAYIOIINE METOIUUECKHe
PCKOMEHIAIMH 110 HACTPOIMKE U paboTe COOCTBEHHBIX TOBAPO-YUETHHIX CUCTEM,

YBeIOMUTETBHEII pexumM pabotel ¢ OTUC M yuacTankor obopora
JICKapCTBEHHEIX MPENapaToB PErNIaMEeHTHPYETCsl U3MCHEHHUAME B MOCTAHOBICHNUH
IpasurenscTBa Poccuiickoit eneparnn Nol556 B yacTi:

AG3ar tpeTyit myHkra 32

Ho 1 deBpans 2021r., B Cllydae HeTOJy4eHUS CyOBEKTOM o6pamieHus
JICKAPCTBCHHBIX CPEJICTB KBUTAHIUHY O IPHEME CBEICHHUI B COOTBETCTRIM C abzaueM
BTOPbIM ~ HAaCTOAIIETO MyHKTa IPHU TPEACTABICHUH CBEACHUN B CUCTEMY
MOHHTOPUHIA B COOTBETCTBHY C ab3aleM TPeTbUM MyHKTa 35, nyHkraMmu 37 - 381,
40, 41, 43, 44, 442 u 45 ractosmero IToN0XKe NS B TeyeHHe 15 MHHYT ¢ MOMeHTa
NPEICTABNEHHUA  CYOBeKT — OOpalieHus — JleKapCTBEHHBIX CpeaCTB  BIIpaBe
OCYIIECTBIATE NAaNbHEUIINE ONEPAalMU C JIeKAPCTBEHHBIMH npenaparaMmu, He
AOCKUIAACE HOTYYCHUSI KBUTAHLUHU O IPUEME CBEIEHMI.

YKa3aHHax HOPMa PACTIPOCTPAHAETCS Ha CIy4au;

1. OrcyrerBust chopmuporanmoit GIUC MJUII xButanmun npu obpabotke n
$ukcarun B OTIUC MJUIIT CBEIICHMH, IPENCTABICHHEIX CyGHEeKTOM
00paLleHNs TeKapCTBEHHEIX CPECTB;

2. ®opmupoanus OI'MC MU KBUTaHIIMY ¢ ommnbkoi (Reject) mo wroram
00paboTKH  CBejIeHMIA, MIPEACTABICHHBIX ~ CYOBEKTOM  OOpalneHus
JIEKapCTBEHHBIX CPEJICTR;

3. ®opmuposanns ®I'UC MJJIIT KBUTAHLUH ¢ YACTUYHBIM IPUEMOM CBEIeH Ui
(Partial),

4. HewrarHoit pa6otsr ®IUC MJUJIIT, 6rnokupyromeit npueM cBenenuii ot

CyOBEeKTOB  ofpalieHHs  JeKapCTBEHHBIX CPEACTB, MOATBEPKIAECHHOI
oneparopom OI'MIC MJIJIIT;

5. Henmoctynaocts noprana minu API ®THUC MJUITT.

HefictByer B otHOMIEHUN CHeRYIOMNX onepanuii;
* 313 - Perucrpanus 8 IC MJUITT CBENICHUI O BEIILYCKE TOTOBON NMPOIYKIIHH;
* 314 - Peructpanmus 8 UIC MIUIIT cBeneHuii o6 OTTPY3KE JIEKAPCTBEHHBIX
TIpCHapaTOB /s BBIILY CKa TOTOBON POy KIIHH;
e 315 - Peructpanus s UC MJUIII CBEJIEHMU O BO3BpaTe JIEKAPCTBEHHBIX
pEIIapaToB KOHTPAKTHOMY MPOM3BOAUTEIIO;

HaHHble meToanyeckune PeKOMEHZaUUM MOryT 6bITb 4OMOAHEHBI NO $akTy noctynneHus YTOYHAOWNX
CBeAEHUIA.



e 331 - Peructpauus 8 UIC MJIUJITT cBenenuit 06 oTrpyske JeKapCTBEHHBIX
npenaparos B Poccuiickyto ®enepanmio;

e 332 - Peructpauus B MC MJUIII cBeneHuii 0 BBO3€ JIEKApPCTBEHHBIX
npenapatos B Poccuiickyto denepanmio;

e 333 - Peructpanus B MC MIJIII cBemeHnit o BBO3e JieKapCTBEHHBIX
npenaparoB B Pocculickyro ®enepanyto 0e3 nuMmoprepa;

e 334 - Peructpaunsa 8 UC M/UJIIT ceenenuii o nepeMertieHNN JIeKapCTBEHHEIX
[pEnapaToB MEXKy 30HaAMU TaMOXEHHOT'O KOHTPOJIS;

e 335 - Peructpanus 8 UC MIJIIT cBenenuii o pe3ynbprarax TaMOXEHHOTO
odopMIIeHNUA;

e 336 -Peructpaums gepxateneM PY (wiM ero mnpencTaBUTEILCTBOM)
ceeneHuii 06 ycnoBuAx BBo3a B Poccmiickyro @enepauuito  JIII,
MapKHUPOBAHHBIX HA TaMOXXeHHOM ckiiaae, B UC MJIJIIT;

e 341 - Perucrpauus B UC MJJIII cBepenuit o mpueMke JeKapCTBEHHBIX
IIpemnapaToB Ha CKJIaJ UMIIOPTEpa;

e 342 - Perucrpamusa B MC MJIJIII cenenuii o BBome JIII B oGopoT Ha
Tepputopun PO;

e 351 - Perucrpauus B VUC MUJIIT cBeneHuit o cMeHe COOCTBEHHUKA
JIeKapCTBEHHBIX IPernaparTos;

e 360 - Perucrpamus B NUC MJJII cBegenuii o BBO3e COOCTBEHHBIX
JIEKapCTBEHHBIX IpenaparoB B Poccuiickyto @enepammto usz crpadn EADC;

e 361 - Peructpanua 8 UC MJUJIII cBenennii o6 oTrpyske JeKapCTBEHHBIX
npernapatos B Poccuiickyto ®enepanuto u3 crpan EADC;

e 362 - Peructpauus B IC MJIJIIT cBenenwmii o BBo3e uz EADC u npuemke
JIEKapCTBEHHBIX NPeNaparoB Ha CKIIaJ MOKyIaTes;

o 363 - Perucrpanus B UC MJJIII cBenenuit o BBOAe JNeKapCTBEHHBIX
IpenapaToB B 000poT Ha Tepputopun Poccutickoit degeparun;

o 381 - Perucrpanua 8 IC MJUJIII cBenennii 06 oTrpyske JIeKapCTBEHHBIX
IpenapaToB COOCTBEHHUKY,

e 415 - Peructpauusa B UC MJJIII ceenenuit 06 oTrpyske JeKapcTBEHHEIX
IIpEapaToB CO CKITaJa OTIPaBUTEI;

e 416 - Perucrpamus B UC MJUIII cBenesuit o mpuemMke JEKapCTBEHHBIX
[perapaToB Ha CKJIaj [MOIydaTelis;

e 417 - Peructpauus 8 UC MJJIII cBegennii o Bo3BpaTe MPHUOCTAHOBIIEHHEIX
JIEKapCTBEHHBIX TIPenapaToB,;

e 431 - Peructpanua B UC MJUJIIT cBeieHuit 0 nepeMerieHun JieKapCTBEHHEBIX
IIpenapaToB MeXIY pa3IudHBIMUA aApecaMu OCYIIECTRICHUS AeATENbHOCTH;

e 470 - Peructpanus B HMC MJIUJIII cBemenmit o cMeHe BIIajelbla
JIEKapCTBEHHBIX IIPENapaToB B paMKax rocyapCTBEHHOTO JIEKapCTBEHHOTO
oOecriedeHus;

o 471 - Peructpaums B HMC MJIJIIT cBemeHuii o cMeHe Biageibla
JIEKapCTBEHHBIX [IPENApaToB B paMKax IocyIapCTBEHHOTO JICKAPCTBEHHOrO
obecIievueHus;

[aHHble meToguyeckne pexomeHaauum MoryT 6biTb A0NOAHEHbI MO GaKTy NOCTYNAEHNA YTOMHAOLUX
cBeAeHUN.



* 472 - Peructpauus B YIC MIJIIT cBenenuit o6 oTrpyske JeKapcTBEHHEIX
NPENapaToB CO CKIaja OTIPABUTENS B paMKaX areHTCKOro A0roBopa;

701 - Perucrpaums B MC MJIJII noarBepxieHns (aKLeNTOBAHMA)
CBEJICHNI,

o 702 - Peructpanus B IC MJIJITI cBefeHuit 06 onmpuxog0BaHuM;

e 703 - Peructpanus 8 UC MJIJIIT cBemenit 06 onpuxoq0BaHuy (AMIIOPT);

e 911 - Perucrpanus 8 UIC MJIJIIT ceseHuit 06 arpernpoBaHUM yIaKOBOK
JIEKapCTBEHHBIX IPENaparoB B TPETHYHYIO (3aBOJACKYIO, TPaHCIOPTHYIO)
YIaKOBKY;

e 912 - Perucrpanus 8 UC MJIJIIT cBenennii o pacopMupoBaHUE TPETHUHOM
(3aBOJICKOM, TPAHCIIOPTHOM) YaKOBKH JIEKapCTBEHHEIX IIPENapaToB;

e 913 - Peructpaums B MC MJUIII cBemeHwii 06 H3BATHH YNaKOBOK
JICKApCTBEHHBIX IIpeNnaparoB M3 TPETUYHON (3aBOJACKON, TPaHCHIOPTHOI)
YIIaKOBKW;

e 914 - Peructpanus 8 UIC MIIJIIT cBeeHuMii 0 HOMONTHUTENLHOM BIIOKEHUU
YIaKOBOK B TPETHYHYIO (3aBOJCKYIO, TPAHCTIOPTHYIO) YIIAKOBKY;

* 915 - Peructpauns B MC MJUIII cBepeHuil 06 arperupoBaHHM BO
MHOXECTBO TPETUYHEIX (3aBOJICKUX, TPAHCTIOPTHEIX) YIIAKOBOK;

e 916 - Perucrpanms 8 UC MJIJITI cBeneHUit 0 NOMONMHUTEILHOM BIIOKEHUN
BO MHOXECTBO TPETUYHBIX (3aBOJCKHX, TPAHCIIOPTHEIX ) YIIAKOBOK.

Ipu orcyTcTBUM BEINIEYKa3aHHEIX cBegenuit B MC MJUIIT cyGhekTs
obparenus JI€KapCTBEHHBIX CPeACTB BOPAaBe OCYMIECTBIATh JaibHEHIIME
(usHYEcKne onepauny ¢ TeKapCTBEHHBIM IIPENApaTOM.

[Ipy 3TOM MOBTOPHOM! OTHIpPaBKM MOC/IE OTCYTCTBUS/OMMOKA KBUTAHIAM IO
UTOraM HallpaB/IEHUA CBeAeHull He TpebyeTcs.

C LeTbro OCYIIECTBIIEHN KOPPEKTHOTO BBIITyCKa JIEKAPCTBEHHBIX MPETapaTon
JUlsl  BHYTPEHHETro MOTpeOiieHMs IIpu MMIoOpTe (3a wuckimodenneM EADC)
HEOOX0MMO obecreunTh NpencTaBleHHe U YCIelHyo o0paboTKy cBemeHM o
arperanuu.

C LenBrO0 OCYLIECTBIEHHS KOPPEKTHOTO BBOJA B TPAXAAHCKUH 06OpOT
JIEKAPCTBEHHEIX IIPEHapaToB, BBO3MMEIX ¢ Tepputopun EADC, Heobxommmo
obecrieynTsh MNpeACTaBIeHHE M YCIHCIIHY o6paboTKy CBEIEHHII O BBO3e
JIEKapCTBEHHBIX Mpenaparos (Ji6o ¢ ucnoab3oBaHueM onepanuit 360/361/362 win
BOCTIONB30BABINKCE onepauneit 703).

ITpu HeobxomuMoOCTH (HUKCALMU AANBHEHININX CRENEHWH B OTHOLICHUH
JIEKApCTBEHHOTO  Mpemapara, Ui KOTOPOro  OTCYTCTBYIOT  YCHELIHO
3apEerucTpUPOBAHHbBIE npeabIayIue olepanuu, cyObeKT oOparnieHus
JIEKADCTBEHHBIX ~ CPEJICTB  MOXKET  OCYIIECTBUTH  ONPUXOAOBAHHWE  TaKOTO
JIeKapCTBEHHOTI0 Mpenapara ¢ ucnoib3oBanueM cxem 702 u 703.

flaHHble MeToAMYeCKME PEKOMEHAALMM MOTYT BbITb 4ONOMHEHbI N0 GaKTy NOCTYMAEHUA YTOMHAIOLLUX
cBeaeHu.



PexoMenpanuu mo ucronb30BaHUIO
VIIPOLIEHHOro 00paTHOTO aKIEITOBAHUS
(702 cxema — ONpUXOHMOBAHME)

B cBau ¢ nmepexomom MJJIII Ha yBEeOOMUWTENBHBIA peXuUM, IIpH
BO3HMKHOBEHMH IIPOOJIEM ¢ perucTpauueil ceenennit o6 obopore JIII, peanuzopan
YIPOUICHHEIA IIpollecc ocymiecTsineHus Ipuemku JIII He Tpebyromero
noaTsepxaeHue npuemkn JIIT ot mocTasimka.

B menax ycrpaHeHHs OTEHUMANBHBIX Pa3pbIBOB B TOBAPOIMPOBOMAIIMX
LEeMoYKaX peaju30BaH MEXaHHU3M ONpUXOAOBaHWS U JgopaboTaHa cxeMa
YIPOIIEHHOTO OOpaTHOr0 akKLUEeNTOBaHWUSA (Jaliee 1O Tekery cxema 702
«Pecucmpayus ¢ ®I'HC MIJIII ceedenuii 06 onpuxodo8anuuy.

Cxema 702 1ocTynHa U MOXKET IPUMEHATHCS BceMU CyOBeKTaMi 00palleHus,
UMEIOILVMHU:

o  dapmMaleBTUYECKYIO JUIEHIHIO;
e MeauUUHCKYTO JTUIEH3HIO,
e JlnneHsuro Ha MTPOU3BOJICTRO.

CxeMa yIpOIIEHHOro OOPAaTHOrO AaKLENTOBAHWS  MOXKET NPUMEHATLCS
cyObeKTaMu oOpallleHus B cilydae, eciii CyOBeKT oOpalleHus JeKapcTBEHHOIO
npenapara 0 KakuM JuOo npuumHaMm He nepeman B MIC MIJII cBemeHus o
npuemke/otrpyske JIIT unu axuenrte cBeneHuit o6 0GopoTe MapKUPOBAHHOIO
JIEKAPCTBEHHOrO Ipenapara, WIM 0 TeXHWYECKHM/MHBIM TPUYHUHAM yKa3aHHBIE
CBelleHHs He Obutd 3aperucTpupoBadel B MJUIIL, nmu6o mo pemrennto cyGnhexra
oOparieHus.

CyObekT  ofpamleHus,  OCYIIECTBHBIIMII  (akTHYECKYI0  MPUEMKY
MapKMpPOBAaHHOIO JIEKAPCTBEHHOIO IIpemapara Ha CKIa[, IS IOCIEAYIOMIEro
BBEIOBITHA WM JBYDKEHWs MapKHPOBAHHOT'O JIEKAPCTBEHHOIO Nperapara, MOJKET
OCYILECTBUTH OMPUXOJ0BAHNE TAKOr0 JEKapCTBEHHOTO Mpeapara myTeM 3arpy3Ku
cxemsl 702.

¢ AHaQJIOTHYHO, CyOBEKT obpallleHHs, OCYIIECTBUBIINY KOPPEKTUPOBKY paHEE
HallpaBIEHHBIX, HO He 3apeructpupoBaHHbix B MC MJIJII cBeneHunii, Moxer
BOCIIOJIB30BAThCs cxeMoii 702 i MOCIERYIOMEro ABMKCHUS MapKHPOBAHHOIO
JIEKapCTBEHHOrO Npenapara.

CxeMa ynpoiieHHOro o0paTHOrO aKIEITOBAaHUS He TpeOyeT MOATBEP K ICHNs
00 OTrpy3sKe co CTOPOHBI KOHTpareHTa. MapKupoBaHHEI JIeKapCTBEHHbIN [Ipenapar
Oyner npuHAT Ha OalaHc OpraHu3aluy, 3aperucTpuposasiueit 702 onepanuro B UC
MJJIIL

HaHHble meToagnyeckue peKoMeHaauun MoryT BbiTb ONONHEHBI MO GaKTy NOCTYNAEHUA YTOYHAIOLMUX
caeaeHUi.



Orpagdyesus no HPUMCHCHHIO:

1.

Cxema 702 He mpuMeHsAeTCs i JIEKAPCTBEHHBIX MpEIIapaToB TPYIIIEI
12B3H;

CxeMa orpuxooBanus He TPeOYeT MOATBEPXKAEHHS 06 OTIPY3Ke CO CTOPOHEI
OTIIPaBUTEI,

B oTHOwMmEHNN ONlepanuy ONPUXOZ0BAHMS HEe TIPUMEHUMA OTIePaIlyst OTMEHbI
(250-recall.xsd), a Taxoke omepaiiu OT3EIBa M OTKA3a OT MpHEMKH (251, 252).

Taxum oGpasom, mpu HEOOXOJUMOCTH TPOBEIEHUS OGPATHON JIOTUCTHKY
HYXHO TTOBTOPHO BOCIIOJIB30BaTHCS cXemoit 702;

Cxema 702 He BIUAET Ha MPOIECCH IPOXOKIACHHS TAMOKEHHBIX poLenyp,
a TaKKe POLECCHl BBOJA JIEKAPCTBEHHOT'O [Tperapara B rpaXIaHCKui 06opoT
B cucteMe 0TOopa odpasuos AMC PocsapasHanzopa;

Hns omeparuu 702 1OCTYITHO aBTOMATHYECKOE M3BATHE yKazaHHEIX SGTIN
1 SSCC ¥3 IpyNIoBoif yIlakOBKY BEPXHErO YPOBHS.

He nonyckaercs peructpaunn onpuxompopanus no SGTIN maxomgsmmxes B
SSCC BTOpOrO YpORBHS (MAJIETH).

JaHHble meTogMYeCKNe PeKOMEHAaLMM MOTYT BbiTb A0MOAHEHBI N0 $aKTy NoCTyNAeHUs YTOYHA IOLWMX
cBefeHUi,
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Pexomenanum [yis cyObeKTOR 00palleHusl JIEKapCTREHHbIX
cpencts npu padore ¢ MAPKUPOBAHHBIMU JICKAPCTBECHHBIMU
npenaparamMu B yBeIOMUTENBHOM pPekuMe padoThi
GI'MC MJJITT

Ipw -BO3HUKHOBEHUM NPOOJIEM Yy CYOBEKTOB OOpalieHus JIeKapCTBEHHBIX
CPEACTB C MPOLECCOM 000poTa MapKUPOBAHHEIX JIEKAPCTBEHHBIX IIPENapaToB Ha
MECTO OCYIIECTBICHUE AEATENBHOCTH IJI1 MEANLMHCKIX OPraHU3AIWi U alTeYHEIX
opranuzanui ocymectsiagionmux ornyck JIII (3a uckimoyeHneM JeKapcTBEHHBIX
NpernapaToB BKIIOYEHHbIX B iepedeHs 12B3H), peanu3oBan yupoleHHEIH Iporiece
HE TpeOYIOLINI TOATBEPXKACHHS OT KOHTPareHTa.

B ciyvae oTCyTCTBMA IOATBEpXKACHHUA (aKUenTa) OT KOHTpareHTa Ha
OTIHPABIEHHBIN JIOKYMEHT, ocylecTBiaftomuit mnepemernenne JIII mHa 6GamaHc
nony4arelis, fomyckaercd Beiso JIIT n3 o6opora ¢ ucmonp3oBaHNEM KOHTPOILHO-
KaCCOBOM TEXHUKU U YCTPOICTBA PErucTpaTop BEIOBITHS.

B cmyuae ocymectenenus Bei6eiTus JII1 wepes KKT u PB 1o 3aBepuienus
onepaunii o perucTpauuu cBefieHuil o6 obopore Mapkuposanusix JIII na Mecro
AesTeNbHOCTU ocyinecTBuBIIee BRIBOJ JIII u3 06opoTa MOXKET OCYINEeCTBIATLCS
OTIpaBKa KOPPEKTHOH MOC/IEI0BATENLHOCTH JOKYMEHTOB 3aBEePIIAIONINX MIPOIECC
obopora.

Ilpu OTCYyTCTBUM TOATBEPKJAEHWS OT MOCTABIIUKA B YCTAHOBIEHHEBIE CPOKH
cornacHo ITITP® Nel556 wmyiu MHBIX Tpo6GieM TPH OCYINECTBIEHUH ONepaIUii
obopora  mapkupoBaHHEIX JII[I,  jomyckaercs — HMCIIONB30BaHME  CXEMBI
7020cyuiecTBIIOMEN IPUEMKY Ha 6anaHc OpraHW3aliK BEIIOIHUBIIEH OTIPaBKY
JaHHOH cxeMEl 6e3 MOATBepKIeHNsI KOHTPAreHTa.

Mexanusm cxemsl 702 (OIpUXOA0OBaHNE) MOXKET MPUMEHATHLCS B TOM YHCTIE B
[eNAX yCTpaHEHUWs MOTCHIMAILHEIX pa3pklBOB B TOBAPONPOBOAAIIEH IEMOYKH
BCEMH YYaCTHUKAMU TOBAPONPOBOAAIICH IEITH

o [Ipousroaurensmu,

e JluctpubbroTopamu;

e MeaUIUHCKUMU ¥ (papMalleBTHIECKUMHI OpraHu3alisaMH.

[JaHHble meTogMYeCKMe peKoMeHAaLMU MOTYT BbITb 4ONOAHEHBI N0 GAaKTY NOCTYNNEHUA YTOYHAOLLMX
cBeAEHUIA.



[locnemoBaTeNbHOCTD Mlepelauk CReleHNH B YREIOMUTEILHOM PeKrMe
padoTer ®I'MC MJUJITT npu oOparsoM mops ke

1. Ormpaeka cBenenuii no 416 cxeme ¢ ykasauveMm Iepeuns SGTIN\SSCC;

a. Jlo 1 mronsa 2021 roma nomyckaeTcs mepexof K 11.6 (1ojada cBeeHuil
B cxeme 702);

2. BeBog uepes PB\KKT, mocrymnenue cxemsr 10511\10521\10531 B ®TUC
MJTJIIT;

3. Ilony4eHvie KBUTaHUMM IO paHee HAIpaBICHHOW 416 cxeMe B ciydae
OTCYTCTBUs BO3SMOXKHOCTH €€ MOJTyUeHHS B 1I.1;

4. Ilpu ycrnemHod KBMTaHLMU MO PE3yNbTAaTy BBIIOJHEHHS I1.3 CO CTOPOHEI
MEJIUIIMHCKOM \an TeYH O opranmu3ariu HeoOX0oIuMo HOJTy9HTD
NOATBEPKAEHUE OT MOCTABIIMKA,

5. Ilpu oTKaze NOCTaBIIMKA OT IOATBEPXKICHUS IPUEMKH IO pe3ynbTary
TTOBTOPHO MOJATh CBEACHUSA WUCIPaBUB OIMUOKM B 416 cxeMe U OXUIAThb
MOJTBEPKACHUS OT IOCTABIIUKA;

6. B cny4ae OTCYyTCTBHS MOATBEPXKACHUS OT ITOCTABIINKA TTONATh CBEIEHMUS 10
702 cxeme B ®I'MIC MJJIII ¢ ykazanuem nepeuns SGTIN\SSCC, coriacuo
nepelaHHBIM CBEJIeHUsIM B 416 cxeMe;

7. B ciry4ae moiyueHus KBUTaHIUK ¢ MHQOpMAIei 06 yCIel oM 3apepIIeHIHT
onepanuu 702 1o pesynbTaTy BBIIONHEHUA 1.6 mpuemka JIIT co cTopoHBI
MEIUIMHCKOM\aNTeuHo OpraHu3ayu 3aBepIeHa.

a. Jlo 1 despans 2021 11 anTeyHBIX M MEOUUMHCKUX OPTaHU3aLMi
II0CJI€ HAIIPABJICHUS JOKYMEHTA O NMPUEMKE JOITyCKaeTCs COBEpIIIEHNIE
CAeHyIoWUX onepanuid, 6e3 oXuJaHus MOJIYYEeHUs KBUTAHLUM IO
HallpaBJIeHHOMY JOKYMEHTY o npuemke B GI'AC MJIJIIT.

Baxuo!
o Ilo daxry mocrymnenus cemeruit 10511\10521\10531 B MJIJIII nomxkHa
COOJIIOJIATHCS TIOCTEI0BATENbHOCTD, MEePENaBaeMbIX CBEEHN O MPUEMKe
JII. s omepaumnit mpuemku JIII 3Hadenue B Tere «operation date» B
OI'MC MJUJIIT ans SGTIN Haxomsmuxcs B peecTpe oxupaHuiéi Oymer
paspellieHa Tepejaya cBeleHUH 0e3 XPOHOIOTHMYECKOTro YYeTa OIepalin
10511\10521\1053 1 (oxupaercs peanuzanua B ®IUC MJUJIIT);

* 3a HCKIIIOYCHUEM JIEKAPCTBEHHEIX TIPENapaToB, BKIIOUEHHHBIX B TepPedyeHb
12B3H.

flaHHble meToanYeckne pekoMeHAaUMM MOTYT BbiTb ONONHEHBI N0 GaKTy NOCTYNAEHUA YTOYHAIOLLMX
cBegeHui.



ocnenoparenbnocTs Mepeavu cBencHUH B YBEIOMUTELHOM pexnuMe
pabotrr GI'MC MIJIT npu npsmom nopsike

1. Ormpasxa ceerennii o moxTBepxaetny npuemku 1o 701 cxeme;

a. Mo 1 nrona 2021 roxa moryckaercs nepexof K 1.6 (ogada cBeIeHuit
B cxeme 702);

2. BeiBop uepes PB\KKT, nocrymienue cxemsr 10511\10521\10531 B ®TUC
MAJIT,

3. Ilony4yenue KBMTAaHIMM 1O paHee HampaBieHHOH 701 cxeme B ciyyvae
OTCYTCTBHUS BO3MOKHOCTH €€ TIOJTy4eHrs B 11.1;

4. Ilpn ycremHoi KBUTAHUMM 0O pe3yNbTAaTy BBIONHEHWSA 1.3 npueMKa
3aBeplIeHa;

5. Illpy monmyveHUH OUIMOKM B KBHUTAHLIUH HEOOXOIMMO CKOPPEKTHPOBATH
OUOKH U TIOBTOPHO Hanpasuth 701 cxemy;

6. B ciny4ae HEBO3ZMOXHOCTH IPHEMKH I10 pe3ynpTaTy 1.5 noAaTh CBEIEHUS O
mpuemke 1o 702 cxeme B ®I'MC MIJIII ¢ ykazaruem nepeuns SGTIN\SSCC,
COIacHo MepelaHHbIM cBefeHusIM B 701 cxeMe;

7. B cny4ae nostyqeHus KBUTAHIMH ¢ HHGOpMaIneit 06 ycrnemHom 3aBepLICHUN
onepanuu 702 Mo pesynbTaTy BRIIOJIHEHUS 1.6 mpuemka JIII co CTOPOHBI
MeIUINHCKON\aNTeYHO! OpraHM3alluy 3aBepIIeHa.

a. Jlo 1 despans 2021 ans anTeyHBIX W MeAUIMHCKHX OpraHuzanuit
TIociie HaNpaBIICHHUs IOKYMEHTa O TIPUEMKE JIOITy CKAeTCsl COBEPIICHHE
CIIEMYIOMUX Omepanui, 0e3 OXUAaHWUS IIOIyYeHUs KBUTAHIMH IO
HallpaBJIEHHOMY JOKyMEHTY o npuemke B GI'MIC MJIJITT.

Baxmno!

e Ilo daxry mnocrymnenus ceemenuit 10511\10521\10531 B MJJITI
JOIDKHA COOII0AThCs MOCTe0BATENLHOCTh, epeaBaeMbIX CBEIeHUT
o npuemke JIII. [nsa oneparuit npuemxu JIII 3HaueHme B Tere
«operation_date» 8 ®I'VIC MJIJITI ana SGTIN Haxomsmuxcs B peectpe
OXMIaHWK  OymeT  paspemieHa  mepefada  CBeIeHHIT  6e3
XpoHOJIOruYecKoro y4era omepaiun  10511\10521\10531(oxugaercs
peanmuzanus 8 GI'IC MJJITT);

* 3a WCKIIOYEHWEM JIEKAPCTBEHHBIX IMpPErapaToB, BKIIOUEHHEX B
nepedens 12B3H.

AaHHble meToanYeckue pekoMeHAaLUM MOTYT BbITb 4ONONHEHBI N0 GaKTy NOCTYNJIEHUA YTOYHAIOLIMX
cBEeAeHUA.



[ocnemoBaTeIbHOCTE NepefatTn CBeCHNH B YBENOMUTENLHOM PEXKUME
padorer GTUC MJUITT miist BoccTaHOBNEHNS KOHCUCTEHTHOCTH JAHHBIX

(IpOU3BOANTENE, TUCTPUOBIOTOP)

B cBsi3u ¢ BCTymienueM B culy aG3alia Tpethero mynkTa 32 ITonoskeHus o

CHCTEME MOHUTOPUHTA JBWKEHHUS JIEKAPCTBEHHBIX [IpenapaToB i MeIUIHHCKOTO
npuMeHenus B pegakuuu ot 02.11 2020 npumenenue 702 onepauuu He sBIAeTCA
HEOOXOAUMBIM M  OCYNIECTBIAETCS Ha YCMOTpeHHe CyObeKTa ObpalleHus
JIEKapCTBEHHBIX CPEJICTB.

l. OtnpaBka cBemenuiéi o 1mocraBke 415  cxeMmoii HOCTaBIINKOM
(Tpou3BOAUTETEM, TUCTPUOLIOTOPOM);
2. Ilpy ycmemHo# KBATaHUMM II0 Pe3yNbTaTy BHINONHEHHA 1.1 OTrpy3Ka co
CTOPOHEI MMOCTABIKA 3aBEPIICHA;
3. KoHTpareHT, BBIIONHAIOMMI HOATBEPKIEHUE TOCTAaBKY, Hampapister 701
CXeMy IIOATBEPKACHUSA ONepalluii;
4. Ilpy yCHCUIHOW KBUTAHIUM IO Pe3yNBTATy BHINOJHEHUA IL3 IpHeMKa
3aBepllcHa,
5. llpn monmydeHWH oOmMOKM B KBUTAHIMH 1.3 JOMYCTUMBEI CIETYIOIIIC
BapUaHThl NEWCTBUM:
a. BoccTaHoBIIeHNE KOHCUCTEHTHOCTHU IAHHEIX CO CTOPOHKI MOCTABIIHKA:
i. IlocraBmuk wcnomn3yer cxemy 702 (ompuxoJoBaHue) C
uHbopMaIueil u3 cxeMsl 415 st Bo3Bparta JII1 na 6ananc croeii
OpraHU3aIuu.
ii. TTocTaBIMMK LOBTOPHO HANpPaBIsAeT CBEIEHUS O mocraBke 415
CXEMOH.
iii. KoHTpareHT Bo3BpamiaeTcs K BEIIONTHEHHIO 11.3.
b. BoccTanoBnenne KOHCHCTEHTHOCTU JAHHEIX CO CTOPOHBI KOHTpareHTa.
i. KoHTpareHT, 10 COTIACOBAaHUIO C MOCTABIIUKOM, dopmupyer
cxeMy 702 (onmpuxomoBaHue);
ii. Tlpy mnomy4eHun KBUTaHUMM 06 YCIEIIHOM 3aBEpIICHHUH
OIepaluy IprueMKa Ha 6ajaHc KOHTpareHTa 3aBeplieHa;
iii. TlocraBmuk yuWTHIBaeT JaHHY MHPOPMALMIO B CBOEH
cucTeMe.
Baxuno!

JlelicTBHE TaHHOTO MeXaHU3Ma JonycKaercs 10 1 uroys 2021,

flaHHble MeToANYeCKne PEKOMEHAALIMN MOTYT BbiTb AONONHEHbI N0 GAKTY NOCTYNAEHUS YTOUHSAOLLMX
cBeaeHui.



Ionp3oBarenseckue clieHapuu:

Hpumep 1 — O6paTHbIii NOPATOK NOATBEPKACHHS, ONePALUST BLIGHITHS:

TToib30Batens Hanpasmi 416 cxemy (oGpaTHsI MOPAIOK TMOATBEPKIACHMS),
HO He nojy4dni kButauuuio ot GTUC ML,

IonbzoBarens ocymectsun BeiBoa JIIT yepes PB\KKT;

Ot PB/KKT noctynunu cBesenus o Boisoje JIIT uz o6opora 8 GITIC MIJITT.
Cxemnr 10511\10521\10531;

TlonpzoBatenb NOMyYMI KBUTAHIUIO 00 YCHEIHOM 3aBepIIEHHH ONepaluu
416; ;
llon3oBarens IOMydYnn yBeJOMICHHE 00 YCHENIHOM TOATBEPKICHUM
Ollepallii IPUEMKH CO CTOPOHBI KOHTpArcHTa — yBegomieHne 607,

[Ipu HEeOOXOIUMOCTH IIOJIB30BATEITh BBITIOJTHHJT olIepaIuio
pachopmupoBanus/m3paTus. Cxemsl 912\913 (npm mammumm SGTIN B
SSCC);

IIpu HeOOXOQMMOCTH IONB30BATeNb BEITONHIII TepeMelnenye Ha MJL, rie
O65uT OcyecTBIeH BEIBO JITT 13 060opoTa ecnn mprueMKa OCYIIeCTRIUIACE Ha
uHoe M/I. Cxema 431 (Ilepemermiennue).

IIpumep 2 — Onepauus BLIGHLITHS, 0GPATHBII MOPATOK MOATBEPIKIACHHS:

Ione3oBarens  He ormpaBun 416  cxemy (oOpaTHBIA  HOPAZIOK
noaTrsepxxaeHus) B I'YIC MJJIIT;

ITome3oBarens ocymectsun Beieos JIIT uepes PB\KKT;

Ot PB/KKT noctynunu cenenns o Beisoze JIIT u3 o6opora B GIAC MIIJIIL.
Cxemsl 10511\10521\10531;

Honp3oBarens otnpasusn 416 cxemy (0GpaTHBINM IOPATOK MOATBEPKICHUA);
Tlop30BaTENb MONYYMIT KBUTAHIUIO 06 yCIEIIHOM 3aBEpUICHHH OIepaIii
416;

Ionp3oBaTens HONyYM YBeHOMIEHHE 00 YCHEMHOM MOATBEPKIEHNUHN
onepanuy NPUEMKH CO CTOPOHBI KOHTpareHTa — ysegoMienue 607,

[Tpu HEOOXOIUMOCTH IOJIb30BATEIb BEITTOJTHUIT OlIepaIuIio
pacdopmupoBanna/m3eatua. Cxemsl 912\913 (mpu mammamu SGTIN B
SSCC);

IIpy HeoOXOAMMOCTH TOTE30BATe b BEITONHII TIepeMelieHre Ha MJI, rne
65111 ocymmecTBieH BeBox JITT 13 060poTa eciu MpHeMKa OCyIeCTBISIIACE Ha
nnoe M/JI. Cxema 431 (TTepemetenue).

IIpumep 3 — oGpaTHbIii MOPSJOK MOATBEPKAEHHs, ONepPALHS] BHIGLITHS,
ONpPUXOAOBaAHHUE:

Iome3oBatens Hanpasui 416 cxeMy (0GpaTHEIN MOPANOK MOATBEPIKACHI),
HO He MoJryquy1 KBUuTaHuuto ot GI'MC MJIJIIT;

Iosp30BaTens ocymectun BoiBoj JIIT yepes PB\KKT;

Ot PB/KKT nocrynunu cenenns o Beisoze JIIT us o6opora B GIAC MIJIIL.
Cxemsr 10511\10521\10531;

flaHHble MeToAMYeCcKUe PEKOMEHAALMN MOTYT BbITb AONOAHEHBI MO GaKTy NOCTYNAEHUA YTOYHALAX
cBeAEeHUIA.



Ionb3oBaTens MOMyYUsl KBUTAHLUMIO ¢ OMMOKON 110 omneparun 416 He
TI03BOJIAIOIICH TipoBecTH puemky JITT;

Ione3oBarens  ocymecTBHI nomawy  cegeHudt no 702 cxeMe
(onpuxofoBanue) ¢ MHGOPMAIHEl U3 CXEMBI 416;

Ilonb3oBarens MOMYYMII KBUTAHIMIO 06 yCIEMHOM 3aBEPIIEHUH OMepaliun
702; ,

IIpu HEe0OXO0AUMOCTH MTOJIB30BATENb BEITTOJTHUJ OlIepaIuio
pachopmupoBanus/msbatus. Cxemsr 912\913 (mpu Hamuumu SGTIN B
SSCC);

ITpy HEO6XOAUMOCTH MONIB30BATENb BHIIOIHIIT nepemerenue Ha MJI, roe
0511 OcymecTBieH BeiBo JITT 13 060poTa ecru NpHUEMKA OCYLIECTBIIAIACH Ha
nHoe MJI. Cxema 431 (Ilepememenue).

Ilpamep 4 - TIpsamoii mopsmox NOATBEPKACHNUsI, ONepanusi BbLIGLITHS,
ONpPUX0J0BAHHE:

ITosyuarenieM monydeHo BXomsiee yBenomiieHne 601 (mpsiMoit mopsmox
TOATBEPXKIEHUA) OT KOHTPAreHTa,

Homyuarens Hampasun cxemy 701 (MOATBePXKAEHNS, MPSIMOi ITOPAIOK);
[Monmy4aTens ocyrmectsmn BeBox JII1 yepe3 PB\KKT;

Ot PB/KKT nocrymnmmu ceaenus o Buisone JIIT 3 obopora 8 ®T'UC MJJITT.
Cxemsr 10511V10521\10531;

ITonr3oBarens IIOMYYMJI KBUTAHUMIO ¢ OMMUOKONW 1o ommepauuu 701, He
MO3BOJIAOLICH NMpoBecTH npueMky JIIT;

Ionb3oBaTens  ocymecTB nmomayy  ceemeHud mno 702  cxeme
(ompuxomoBanuie);

ITpu HEOOXOIUMOCTH MOJIB30BAaTENE BEITIOJTHUJT onepanuro
pachopmupoBanus/u3baTud. Cxembl 912\913 (mpu Hanuuuu SGTIN B
SSCC);

Ipr HeOGXOAMMOCTH MONB30BATEND BHITOTHIIT nepemenienne Ha M1, rae
ObL ocymecTsieH BeBos JITT 13 000poTa eciiM IpreMKa OCYIIeCTBIANACH Ha
unoe MJI. Cxema 431 (Ilepemementme).

IIpumep 5 — Mpsvoii nopsaok NOATBepIKAEHUs!, ONPUXOAOBAHHE, IOBTOPHAS
OTIPABKA CBEJeHHMH NPSAMOro MopsKa:

Hocrasmux Hanpasnser cxemy 415 (TIpAMOit mopsgok NOATBEPKACHUS );
[TocTaBIWK MOTyYMT KBUTAHIHIO 00 YCHCIIHOM 3aBepICHUN onepanuu 415;
Kontparent Hanpasser cxemy 701 (moxTBepIKACHME Onepanun);
KoHTpareHT monyuun KeuTaHIMIO ¢ omubKol mHo onepanuun 701, He
TTO3BOJIAIOIIEH MpoBecTH MpueMky JIIT;

OMLMOHANBHO 110  peIeHUMI0  CyGHEKTOB OOpallieHHsi  JIEKapCTBEHHBIX
CPEICTB:

locraBuk Hanpasnser cxemy 702 (ompuxonosanue) ¢ uHGopManmeit 415
CXEMbI, HAaIlIpaBJIEHHOM B 11.1;

fanHble meToanueckue pekomenpauum MOTYT BbITb AONOMHEHBI NO haKTy MOCTYNAEHUA YTOYHAIOLMX
CBEAEHUN.



- TlocraBmUK MOdydYaeT KBUTAHIMIO 00 YCIEINHOM 3aBEpIICHUM Ollepaluu
702;
Takum 06pa3oM ToBap BO3BpalllaeTcss NOCTaBIIMKY Ha OanaHc.

- IlocraBmUK TOBTOPHO Hampapiser cxemy 415 (nmpsAMol NOPSIOK
NOATBEPKAEHNUA);

- TlocTaBmuK MOXYYUI KBUTAHIHIO 00 YCIIEIIHOM 3aBeplleHny onepanuu 415;

- KonTparenTt Hanpasisier cxemy 701 (moaTBep K IeHNE ONIEPALVIN);

- KoHurpareHT moiydyaeT KBUTAHIMIO 00 YCIEITHOM 3aBepIIeHUN Ollepalluy
701.

[NaHHble MeToAuYECKUE PEKOMEHAALUU MOTYT BbITb A0MNOAHEHbI N0 GAKTY MOCTYNAEHUA YTOUHAIOLINX
cBEOeHUA,



PexomMennanuu mo ucrosib30BaHUIO
YIPOLUEHHOTO MEXAHU3MA OTIPUXOINOBAHMS UMIIOPTA
(703 cxema — ONpUXOAOBAHHUE UMITOPTA)

B cBsf3u ¢ u3MEHEHHMEM IIOCTAaHOBIEHMS MpaBUTeaLCTBA Nel556, tpn
BO3HUKHOBEHMH OIIMOOK IIpU peructpauuu cseaenunit B MIJIIT o BBo3e mpemnapara
B Poccmitckyro  depnepanmio,  peanu3oBaH — MeXaHW3M  KOPPEKTHPOBKH
PETUCTPUPYEMEIX CBENCHUN O BBO3€ UMIIOPTHEIX JIEKApCTR.

B memax ycTpaHeHus NOTEHUUANLHEIX pPa3pbiBOB B TOBAPOIIPOBOMAIINX
IEToYKaxX peajr30BaH MEXaHM3M ONPUXOAOBAHMS AJI UMIOpPTa M paspaboraHa
HOBajg CXeMa, KOTOpas B OJHOCTOPOHHEM IOPSAJAKE MO3BOJNAET B YIPOUICHHOM
peXKUME MEPEBECTH CTATYC JIEKAPCTBEHHBIX IIPENAPAaTOB B « BBE3eH HA TEPPUTOPUIO
POy» pns panbHeidmmero AedcTBUS C JICKAPCTBEHHBIMH MperapaTaMy COrIacHO
nacnopram npoueccoB «Cxema 703. Peructpauusa B ®I'MC MIJIII cBegenuit 06
ONMPUXOA0BAHUU (UMTIOPT)».

Cxema 703 pmocTymHa M MOXeT TPUMEHSTHCI  JAepIKAaTelsIMU
PEruCcTPalOHHOIO  YIAOCTOBEPEHUS — MpPU IIPOM3BOJCTBE JIEKAPCTBEHHOIO
npenapaTa BHe TeppuTopun Poccuiickoit Denepaiiuy, WK 1npeacTaBUTEILCTBAMU
WHOCTPaHHOH OpraHu3anuy Ha Tepputopun Poccuiickoii Menepaiun, ABiasromeics
JepxaTesieM JMOO BIANENbIeM pErHCTPAIMOHHOTO YAOCTOBEPEHHS, a TAKKE
UMIIOPTEPAMH  OCYIIECTBIAIOIIMMHA  BBO3  JIEKapCTBEHHOro Mpelapara Ha
Tepputopuio  Poccuiickoit  ®enmepammu. Cxema 703 MOXET NPUMEHATHCSA
cyObeKTamMu oOpameHuss B cilydae, ecld IO TEeXHUYECKUM/WHBIM IIPUUMHAM
yKa3aHHEIE CBeIeHHs He OblIM 3apeructpupoBansl B MJIJIT, nin Ha yecMOTpeHue
cyOBekTa obpamieHus.

CyObexkr  oOpaureHus, OCYIIECTBUBIIMK  BBO3 MapKHUpPOBaHHOTO
JIEKapCTBEHHOTO Mpemapara, JUis MOcIe yIOIEero BBOJIa B TPaX IAHCKUN 060pOT UK
TAMOXKEHHOTO  OQOPMIICHHSA, MOXET OCYIIECTBUTH OINPUXOAOBAHUE TAKOTO
JIEKapCTBEHHOTO IIpelapara myTeM 3arpy3Ku cxemsl 703.

Cxema yNpOIIEHHOIO0 MEXAHU3Ma OIIPUXOMOBAHMS MMIIOpTAa He TpebyeT
MOATBEPKAEHUA 00 OTrpy3Ke CO CTOPOHBl KOHTpareHTa. MapKHpOBaHHEIH
TIEKapCTBEHHBIM  Mpemapar  OyAeT NpUHAT Ha  OanaHc  OpraHM3aliy,
3apeructpuponasieit 703 onepanuto B UC MJJITI.

OrpaHu4eHus 1o IIPUMEHCHUIO:

1. Cxema 703 we mpumeHseTcs M JIEKAPCTBEHHBIX IMPENApaTOR TPYIIEI
12B3H;

[aHHble MeTogMYECKME PEKOMEHAALUMN MOTYT BbiTb ONOAHEHbI N0 GaKTy NOCTYNNEHUA YTOYHAIOLLUX
cBeAeHui,



2. Cxema OIpUXOJ0BaHU He TPeOyeT NOATBEPKASHIs 00 OTTPy3Ke CO CTOPOHBI
OTIIPaBUTELS,

3. Peructpamuss B HNC MJIJIT ceepennit o6 ompuxomoBanuu (703-
posting_import.xsd) gocTymnHa:

o Jlep)xaTelsaM perucTpaiioHHOr0 YO0CTOBEPEHUS — IIPH IIPOU3BOJCTBE

JeKapCTBEHHOIO MpemnapaTa BHe TeppuTopuu Poceuiickoil @enepanuu;

o [lpeacraBuTenscTBaM HHOCTPAHHON OpraHM3aldd Ha TEPPUTOPHUU
Poccuiickoii ®egepanuu, ABIAOLIEHCT AepKATENEM;

e Brnanensiam PErucCTPalluOHHOTO YAOCTOBECPCHUS

e HwmmopTepaM, OCyIIECTBISIIOIIMMY BBO3 JIEKAPCTBEHHOIO IIperapara
Ha Tepputoputo Poccuiickoit Oenepanuu.

4, Peructpauus 8 UC MIUJIII cBeeHuil 06 onpUxon0BaHUU JOCTYITHA TOIBKO
IUTSL CIIEYROIIUX CTaTyCHBIX [IEPEXO0B:

e Oxwupaer orrpysku B P® (released foreign, mocine onepamuu 10319)
— 703 — Bsesen Ha Tepputoputo PO (arrived);

o OtrpyxeH B PO (shipped, mociie - OIepanuu
331/332/333/360/361/362) — 703 — BBezen Ha Teppuropuro PO
(arrived);

e Bpesen Ha Teppuroputo P® (arrived, mocne omnepanun 701
MOATBEPXKICHUST  OTrpy3ku/mpueMkn) — 703 — Bpesen  Ha
tepputoputo PD (arrived);

e 3anmeknmapupoBan (declared, mocne omnepamuu 335 TaMOXeHHOE
ohopmiterue) — 703 — BaeseH Ha Tepputoputo PO (arrived);
i. He mpuMensieTcs Ans TOBapoB, BBO3UMBIX n3 EADC;

e Oxunaer TOATBepXkIcHUs wummopTepoMm (transferred to importer,
nocite onepanuu 336) — 703 — Bresen Ha Tepputoputo PO (arrived);

i. He mpumensieTcs Uit TOBapoB, BBOBUMEIX N3 EADC;

o Tlpunsat Ha cxiran u3 3TK (declared warehouse, nocie onepanun 341)
— 703 — Beesen Ha Tepputopuio PO (arrived);

i. He mpumensiercs s ToBapoB, BBO3UMBIX 13 EADC,

e OxupaeT cMeHbl coOcTBeHHMKa (change owner, Iociie omepaunuu
351)— 703 — Bgsesen Ha Tepputoputo PO (arrived);

i. He mpumensiercs s ToBapoB, BBO3UMBIX 13 EADC;

5. B oTHOIIEHMHU Olepalluy ONPUXOJ0BaHUS He MPUMEHNMA OIEPaLysi OTMEHBI
(250-recall.xsd), a TaxKe olepalun OT3bIBAa U OTKa3a OT MpueMkH (251,
252);

6. UnentudukaTop MECTOHAXOXKAEHUA TOBapa B 30HE TAMOKEHHOT'O KOHTPOJIS

JaHHble MeToLUYECKUE PEKOMEHAALUU MOTYT ObITb A0MOMHEHB! NO GaKTy NOCTYN/IEHUA YTOUHSAIOLLMX
CBEAEHUN.



00s13aTeNeH K 3al0JIHEHUIO VIS JIEKapCTBEHHBIX IIperapaToB, BBE3EHHBIX U3
cTpaH, He sABistownxcd wieHamu EADC);

7. Hus onepaunn 703-posting_import.xsd JOCTyITHO aBTOMATUYECKOE U3BATHE
ykazaHHbIX SGTIN u SSCC 13 rpynmnoBoii ynakoBK{ BEPXHEro ypoBHS;

8. B OTHOIlIEHUN JIEKAPCTBEHHBIX [IPENapaToB, BBE3EHHIX U3 CTpaH, He
asisronuxcs ureHaMu EADC B none CTOMMOCTD €UHUIIBI TPOAYKITHH (C
y4€TOM HaJlora Ha 100aBJIEHHYIO CTOUMOCTE) JIOITyCTUMO YKa3aHue
HYJIEBO CTOUMOCTH.

LaHHble MeToaMyeckne pekomeHaaun MoryT 6biTe J0MNONAHEHBI MO GaKTy NOCTYMAEHUA YTOUHAIOLIMX
cBEAEHWUN,
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Pexomenanun s cyOBeKTOR 00pallleHust JICKapCTREHHBIX CPEJICTR
npy paboTe ¢ MaApKUPOBAHHBIMHU JIEKAPCTBEHHBIMY TIpENTapaTaMu B

YBEIOMUTENHHOM PEKUME PabOTHI
O MC MIJIT (703 — OnpuxogoBanne UMITOPT)

IIpr BO3HMKHOBEHMH OIIMOOK y CyOBEKTOB oOOpalleHus JIeKapCTBEHHBIX
CPEJCTB CBA3aHHEIX C PErHCTpalMel CBeleHnH 0 BBO3€E JIEKapCTBEHHOIO IIpenapara
B Poccuiickyto @enepanuio (3a HUCKIIOUEHHWEM JIEKAPCTBEHHBIX IpPErapaToB
BKJIFOUEHHBIX B nepeueHs 12B3H), peanmzoBan MexaHW3M KOPPEKTHPOBKU
PETUCTPUPYEMBIX CBEJIEHUI O BBO3€ UMIIOPTHBIX JIEKapCTB.

B ciydyae BO3HUKHOBEHUS 3aTpyAHEHUI PY NTo1aue CBeIEHNH PUKCUPYIOINX
nepeady J1eKapCTBEHHBIX IIPENapaToB OT IPON3BOAUTENA K UMITOPTEPY B Mpolecce
WHOCTPAaHHOI'O  IIPOU3BOJICTBA, IPUMEHSETCA  YIpolleHHas cxema 703,
MIO3BOJIAIOIAS B OJHOCTOPOHHEM MOPAJKE MEPEeBECTU JIeKapCTBEHHBIE Tpenaparhl
Ha cTaTyc «BBe3eH Ha Tepputoputo POy».

IIpu OTCYTCTBUM IOATBEPKAEHHMSA OT MOCTABUIIMKA B YCTaHOBJIEHHBIE CPOKH
corniacHo IITTP® Nel556 wim uHEIX npobiieM OpH OCYIISCTBICHWHW OIeparuii
obopora wMapkupoBaHHbIX JIII, pgomyckaeTcs WcIoONb30BaHME CXeMbl 703
OCYIIECTBISIONIE IprueMKy Ha OajaHC OpPraHW3allly BEITIONHUBINEH OTIPaBKY
JaHHOM cXeMBI 03 MOATBEPXKICHU KOHTPAreHTa.

Mexanuszm cxeMbl 703 (onmpuxoJoBaHUE) MOXKET NMPUMEHATHCA U B LEIAX
YCTpaHEHUs [MOTEHIMANBHBLIX pPa3phlBOB B TOBAPONPOBOASIIEH IEMOYKH BCEMMU
Y4aCTHUKAaMU TOBapOIIPOBOIAIIECH LENU — IPOU3BOIUTEIAMU, TUCTPUOBIOTOpAMH,
MEAUIUHCKAMHY U (papMalieBTHYeCKUMHI OpraHu3allisMH,

Cnenyer odpaTuTh BHUMAHUE!

o llpumenenue cxembl 703 DOIyCTMMO TOJIBKO IS JIEKAPCTBEHHBIX IIpeENapaTroB
Imporecca HMHOCTPAaHHOrO IPOU3BOACTBA WJIM HHOCTPAHHOTO IPOU3BOJCTBA
JIEKapCTBEHHBIX IIpenapaToB U3 rocyaapcrs-wieHoB EADC;

e 3a MCKIIYEHHMEM JIEKapCTBEHHBIX IIpenapaToB, BKIIOYEHHBIX B TepedeHb
12B3H.

JaHHble meTogMyYeckue peKOMEHZALUU MOTYT BbiTb AOMOAHEHB! NO (AKTY MOCTYNAEHUA YTOUHAIOLNX
cBeZleHuin.



ITocnenoBarenbHOCTL Nepelaun CREICHUN B YBEIOMUTETBHOM PeEXUMeE
paboTel @I UC MJIIT opu paboTe ¢ MapKkupoOBaAHHBIMUT
JeKapCTBEHHBIMU TTpenapaTamMu (OpUxo0BaHue UMIIOpTa)

Ipumep - 1.
Bro3 JIII Ha TeppuTopuro P®. Onpuxoxosanue UMIOpPTa.
1. Tlepenaya ceemenuii o BBoze/otrpy3ke JIII B PO (331, 332).

a. o 1 uronmsa 2021 roma gomyckaeTcs mepexon K 1.5 (Imojada cBeAeHuid
B cxeme 703);

2. KoHTpareHT oTTpaBiisieT MOATBepXKAeHNe onepaiinu (cxema 701).

3. Ecnmu  TIOATBepXACHWE IPOUCXOAUT KOPPEeKTHO, OIepalus  BBO3a
JeKapCTBEHHBIX MPEnaparoB YCIEIIHO 3aBepIleHa.

4. B cinyuae Hamu4us OIMHMOOK IpH Tepeaade cBedeHuit o BBosze/oTrpyske JII1
WIN TIPYU TIOATBEPKIECHUN ONEPAMK TPUEMKH, UMIIOPTEP B OAHOCTOPOHHEM
nopsJKe HalpaBnsieT coobieHue rno cxeme 703.

5. B cmydae mony4deHust KBUTaHIUU ¢ MHGOpMaLei 00 yCIemHoM 3aBepileHnn
omepariu 703, MmO pe3ynbTaTy BBIIOJIHEHMA 1.4, BBO3/OTrpy3Ka
JEKapCTBEHHEIX IIpernapaToB YCIEIHO 3aBeplieHa. JlekapCTBEHHBIN
npenapar MpuHUMAaeT cTatyc «BBeseH Ha Teppurtoputo PDy», mepexonnut Ha
fallaHC KOHTpareHTy, OTIPaBUBIIEMY CBEJEHUS U JOCTYNEH JJis
JAIBHENIINX OIeparyi.

a. lo 1 ¢espans 2021 B ciayyae OTCYTCTBUS OTBETa IpU IIPUEMKE
NOKYMEHTa UIu MHGOpMalK 00 YCIEeIIHOM 3aBepIleHus ONepannui B
KBUTAaHIMU 3a IMEPUOJ, MPEBHIUAOIUA 15 MUHYT OT TNOINBITKA
oTnpaBkun JokyMeHTa B cucremy OI'MC MJUJIII, nomyckaercs
JajbHelnee coBeplleHe olepalnuil ¢ JIeKapCTBEHHBIM IIpenaparoM
6e3 IIOBTOPHOI! OTIIPaBKM CBEICHUIA.

[aHHble meTogMueckue pekomeHaauumn MoryT ObiTb A0MOAHEHb! MO GAaKTY NOCTYN/IEHUA YTOUYHAIOLWUX
cBeAeHUi.



MpunoxexHue

bBAoK-Cxembl ONUCaHMUA TUMOBbIX CUeHapues paboTh
y4acTHUKOB 060pOTa TOBAPOB NPU YBEAOMUTENBHOM DEXKUME
byHKUMoHNpoBaHna GIrMC MO

(neicTBYOT A0 01.02.2021)

faHHble MeToAMYECKNE PEKOMEHAALUMU MOTYT BbITb A0NOAHEHBI MO GaKTy NOCTYNNeHUA YTOMHAOLWLMX
cBeAeHUN.



"UMHIT'38D XMMOIBHROLA BUH3VUALIOU Aied ou I9HIHYOUOT 91199 LAIOW MUTIRTHIWO0XId SUNDIRMTOLIW SIHHETT

[aHeaodudioniaces
gHaxXed1o oHladdon LHaN/DIoT aIRHT oS,
LA 8 amRHET aHaxedio

enamdasge: misAdirg au LTIN 8 siaHHeY

(3

R T T

N i

examdases eneAdirp

134

4 (smMtEg0LIUBTIR
ciomudis sendyd 8} exshdisy -
AABRHSEI000 LI
unpgadsu sunadaus wsorMyoxgosH udy .
Qe [ilf Avoas .
wanosadie .
0L MMHESTRED 8heT0L|
i
{LLE0L/00E01)
FABOABLA BH ¢ WAHBIBHEH W P
F0AuMg 0 YHITSED BrEYOU BEHIMBLIL W«j,

ouehe ®d
quaintoasnod]]




"UMHDT289 XMMOIBHAhOLA BUHAUUALIOU Avied ou 19HIHLOLOT d119g TAIOW MNeTHIWOMd auNdIhMTOLaW BI9HHET]

5

3055 B nwseecdusadie vioagcdy vaaiTowonad wnhederal o0rds (£ 9 BKHB0SHE ¥ BHHEECCNCRINST OIoHHOAIBIE BELIQORA BIT] «

_a:mmoasabshm%m g
FLHaW/AIDT SI9HTOXD|A
aHuscedio oH LIITAL 8 2i9HHe] m
namdages |jif so8g _

i

E Y

|

% \Haxedio oHiaddon

: LI TN 8 siauHel

m namdasges |1jf 089
F

AMMBAOILIBTNE
nouiedgo ndu Awaxo 10/
wnghdies e grasiexdal

i

St a9HaW

xovsdou yRHiedoO

$d 4 LIy esogs v wisAdiio
wed2ehnodu % awuiiudy

= le = &

r Jvneladie _

J GO BuHaVYaED 918Y0| | |
||||||||| - ——

i
ﬁmwmaw&wm@w
AASOABUA BH (] BUHIDDHEN ¥

ZADAUIGE O YMHITSED BhEFOU SEHMBLIoK

M_ oq.m.mmI

xovsdou yowsdig

£d dvaiexdal
uiaHHedLOoH



"UMHITIED XU OIBHAOLA BUHILUALIOU Aied oU I9HIHKOUOT q11ag 1Alow unemHawoxnad auNIhMTOLIW S19HHE]]

3055 8 munescdnpd:ip moasody knraiFromoned Munsdenisy adeds 15 5 sunaceHs v sunEsodudeyast osonHCdaYE SRi000RE WY ,

upgodndioniades
HHIHINANOT DITHTORD

L mnakedio oHixaddo

1GH@wedlo ar LISTIN 8 almnHeY L LT 8 eRHeT
Hamdagns |3y coug | womdsaes Ly toag

i

!

L

M 8 L1 sEoas v wishduo
wennanody 3 9usulioud; |

G Fmo_wooma D T

Axacseud BH INQ WPHSDIHEH 1

axsAumg o mxmwwwww EhBTOU BEHMSLIDL | Ad qualexdor
| — HHMNONNI00d

T




"UMHIT'38D XUMOIBHKOIA BUHBLUALIOU Aied ou 19HaHIoUOT qL19g LAlow unneHawonad sausd3hMToLaw 19HHETT

BOATSIIGY BIREINONEL BDKYCYOIU 7 SUHFEED 1340335 28 (3] HI4wT ‘SOES KT WMHSKSL B {177 1TH0S0ID 0F vienederuat o MICDCA D) g DOCHEE BY BIASI0 BUEIILAIO SERM0

lgpesodudionindes A
MUMBNASIOT S19HTOXD

L aseReEdio SH LHATIN 8 219HHET

womdoars 0§ 9 Yoay :

wmrowedio oRosdcon
LT @ simsHe?
vomdages 0 & Yoag

[)

ARYQ : S50
ol L
fEiel  'BUOdiHOY OIOHHGXOWEL .
isHOE EU BAEAdILD =
. BMHIWAODO SOHHZKONE

£0/ MORBXD NHHS

BrHaTa9 SLETO!

D%

ey

L mlHsTHsadal wodsenody

au> s geY | Q@..PA.U_OF_—ES




“UMHIT'28D XMMOIBHROLA BUHIVUALIOU Aed ou 19HIHIOLOT 91199 LAIOW MUTIETHIWOMSD SUNIIhMTOLIW JI9HHET]

Beyd seded e wmoreaRpkdy acdtaes sy
HEd DAY @ :0d050 mosticed) @ 9F0RT ¢ BIDULEE UNHDIEBOL CIOHWMBLIA WBME0UDA MAHGIBLEESQT KRISUEAY « D30 edoteraediEiod HenEaeDds DI «

muegcdrdinuniades ;

1aHexedlo
oxixaddoy LW 8 sisruey
Hamdages o) 8 Vosg

e i
SV € sEEERT
Hamdages Q) @ Yoag

+10L '29¢€ o il
> 'LOE '09€ €M YOHTO MM €0/
rownaxs yuualieas ehevol|

-

“ eiMedueadon wosanody
L ez auTOIAFSYD Bralonaly

YEVT daidounp



"UMHIT99D XUMOIBHhOLA BUHAVLALIOU Atved ou I9H3HIOUOT a119g LAJow MUTIETHIWOHd SUHIShMTTOLaW SI9HHET]

ndio
osssoddoy LTI & aHERY
uamdases edesel wewd) s

w (oTly; . MHoXedLo
» AR A 9 o oHaddoy LT & syaEel
h nomdages edesor wand)y wamdages edesol msud]) |
T |

OHMALA Hamdages (z02 w91 5]
WMHaTass vhiWadou aoanod] |

U

eiHaiedlHoy Woosahiody

s anmMoiATsyYD ‘sUgLLUSY | .
i {edeaol wawndu)

doioiagudiouy




igH@xEd10
B U/ 8 3i9dHely
wramidages edesos pusidiig

|

"MMHIT 28I XMTTOIBHhOLA BUHBLUALIOU Aied OU I9HIHIrOUOY 9119g LAlow uufieTHawoNad auNIahUTOLaW aIaHHETT

SN SLESCGEIYOLUDK LR hm;uw.wmﬁmhx.«\/v__ N

ISR RITOU MISONKIORGNIH &3

L
N
el
[t

g

araxedio
aHasddoy § | F & slRHeE
enomdsars vdegol easAding

AEaXedio 2H I FN 8 21908eT
gnamdases pdeeot eneldiig

EsHSTadaaiFoy *

edegcl exeAdiig “ e 5 ;

Trdou wiaredgo

ﬁ woFydon yomu

__

edolosgud DAY BraiyeTy

goivaol axsidilo ou

Am&mma_. eusfdiio)

dolroiagudiowiy



‘UMHDTI9D XMITIOIBHROLA BUHIULALIOU ALied ou I9HIHKYOUOT 41199 LAIoW MMTTeTHaWOX9d 3UHISRMTPOLaW J19HHET

— o Dai/ad | =
. piodogo e Ui Toskg |

vhevsdsu oanodl)

_

wupaTEdasFou #oFedon BRNETInG _

snEEeU0 vxLogedeD 2ieArAeRd 10 MIDONINERE 3HG ,

pdegol exwand]] ﬁ

&

BiHRIEGIHOY WoddEhadl

84 BUTNCIATBYD BUBLONSTT

T

eMaLUy /- don



"UMHIT983 XU OIBHhOLA BUHILUALDOU Ated ou 19HIHIOUOT aL9g 1A1ow nuhe?Hawoxnad suNdahTolow a19HHET

wiredsus ¥RiogRdoD BIRIREAERY 10 VIDOWVDURRE BHY ,

21ERTOg QioHareRo iad ik SroHwredared a1aFedd 13hD B xananuANeSE |7 todogD BEROIMg ,

0L
VIOWBXD BUHSYeED 21evo) |

x¥¢210doQ0 go nuHaTam
uuniedioniad ndu
VDIQWITIO UUAKMHEDY

| BRIV 88D
i SLETO

w210dogo go
EMHaTaad veradal|

elHaiedinoy wodsenedy
| ee suMOIATRYD 'sMaDusy

i - | _ ]

< mb_mah:cw_ft

QIOHHDaLdeFAIC
DUHIHIOUIW



