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JaHHble METOAUYECKNE PEKOMEHAAUNIK MOTYT BbiTb 40NOAHEHD) NO GaKTY NOCTYNNEHUA YTOUHAIDLLUX
cBeAEeHUN,



Ob11ee onucanue yBEAOMUTEIBHOTO pexuMa paboTsl
yyactHukoB OI' MIC MJIII

B cBasu ¢ nepexozom OI'MIC MIJIIT (MIJII, UC MIJIT], Cucrema) Ha
YBEAOMHUTEINBHBIIN PEXUM, IPU BO3HUKHOBEHUHU MPOGIEM C perucTpauueii cBeieHuit
o6 obopore JIII, yyacTHuKaM JOBOAATCA CAEAYIOUIME METOMMHECKHE
pEKOMEHJaluy 1o HacTpoiike 1 paGoTe COOCTBEHHBIX TOBAPO-YUETHBIX CUCTEM.

YBepomutensHelit pexum paborsl ¢ GITUC MJUJII yyactHukoB oboporta
JIEKapCTBEHHBIX MperapaToB PeriaMeHTUPYETCS U3MCHEHUSIMU B IOCTaHOBICHUN
[IpaBurtensctBa Poccutickoit Oenepaunu Nel556 B yacTu:

AG3ar Tperuii myHkra 32

Ho 1 ¢espaas 2021r., B ciayyac HenonydeHus cyOmeKTOM oOpamieHus
NIEKapCTBEHHBIX CPEACTB KBUTAHIIUY O IpUEMe CBEAECHHH B COOTBETCTBHH ¢ ab3aiem
BTOPBIM HACTOAIIEr0 IMyHKTa @pU NPEACTaBICHUM CBEACHUU B CUCTEMY
MOHHMTOpPUHTa B COOTBETCTBHH C ab3aiieM TpeTbUM MyHKTa 35, myHkTamu 37 - 381,
40,41, 43, 44, 442 u 45 nacrosuiero [lonoxenus B Teuenre 1S MUHYT ¢ MOMEHTA
IpeAcTaBJIeHHs1 CyOBeKT oOpalleHHs JeKapCTBEHHBIX CPEICTB  BIpaBe
OCYIECTBJIATh AajbHeIIde ONepallMy ¢ JICKAPCTBEHHBIMHM NpenapaTtamy, He
JOXUIASICH TIOJyUeHUS] KBHTaHLIUH O TIpHeMe CBeICHHI.

YKazaHHas HOpMa PacipocTpaHseTcs Ha ClyJau:

1. OrcyrcrBus chopmuposannoit ®I'VC MJJIIT kBuTanuuu npu o6paboTke u
pukcauun B OI'YC MU cBeneHuil, NpeacTaBIEHHBIX CyOBEKTOM
obpanieHus JIeKapCTBEHHBIX CPENICTB;

2. ®opmuposanns GI'MC MIJIIT xeutanmu ¢ omnbkoil (Reject) mo uroram
o0paboTKM  CBeleHUIl, NpeACTaBleHHBIX  CyOBexToM  ofpaumeHus
NEKAPCTBEHHBIX CPEACTB;

3. ®opmuposanus O MC MU kBUTaHLMH ¢ YaCTUYHBIM IPUEMOM CBEJIEHUI
(Partial);

4. HewraTtHoii paborel ®I'MIC MJUI, 6nokupyrouieii npueM cBejeHMI OT
cyObeKkTOB oOpallleHHs JIEKapCTBEHHBIX CPEICTB, HOATBEPKICHHOMN
oneparopom ®I'MIC MJUIIT;

5. Hepoctynnocts noprana win API ®I'MIC M.

JleliCTBY€eT B OTHOLIEHUH CIIEAYIOIMX ONepaluii:
e 313 - Perucrpauus B UC MJIII cBenieHni 0 BBIITyCKE MOTOBOH IIPOAYKLIMH;
e 314 - Peructpanuss 8 UC MJUITI cBenenuii 06 oTrpy3ke JieKapCTBEHHBIX
npenapaToB JUIS BRITYCKa FOTOBOM MPOLYKIMH;
e 315 - Peructpauus 8 UC MJIJIII cBenenuit o Bo3BpaTe J1eKapCTBEHHBIX
IpenapaToB KOHTPAKTHOMY [IPOU3BOJUTEITIO;

[aHHble MeToANYECKUE PeKOMERAaUMMU MOTYT BbiTb AONONHEHbI NO GaKTY MOCTYAGHUR YTOHUHAIOMX
csegenui,



e 331 - Perucrpanus 8 UC MJJIIT cBenenuit 06 oTrpysKe JI€KapCTBEHHBIX
npenapatoB B Poccuiickyio Deneparyio;

e 332 - Peructpauus B UC MJUIIT cBemeHuit O BBO3€ JIEKapPCTBEHHBIX
npenapatos B Poccuiickyio denepanutio;

e 333 - Peructpaums B UC MJUJIII cBeneHHWit O BBO3€ JIEKAPCTBEHHBIX
npenaparos B Poccniickyro @enepauuio 63 uMnoprepa;

e 334 - Peructpauusa 8 UC MIJIIT cBenenmii 0 mepeMemieHn# JieKapCTBEHHBIX
[IpenapaToB MEX Iy 30HaMU TaMOXXEHHOT'O KOHTPOJIS,

e 335 - Perncrpanus 8 UC MJUJIIT cBepeHuit 0 pe3ynbTaTax TaMOXKEHHOTO
odopmeHus;

e 336 -Perucrpauus pepxareneM PY (wm ero npeAcTaBUTENIECTBOM)
ceeaeHuit o6 ycnoBuax BBo3a B Poccuiickyio ®enepauuro JIIT,
MapKUpOBaHHBIX HAa TAaMOXXEHHOM ckiiazge, B UC MIJIIT;

e 341 - Peructpauus B UC MU cBepeHuit 0 nprueMKe JEKapCTBEHHBIX
NpenapaToB Ha CKJIaJ UMIIOPTEpa;

e 342 - Peructpauus B UIC MJUUIII ceenennit o BBoae JIII B obopoT Ha
tepputopuu PD;

o 351 - Peructpauns B UC MIJIII cBenenuit o cMeHe COOGCTBEHHMKA
JIEKapCTBEHHBIX NPENaparos;

e 360 - Perumctpamms B MC MJUIII ceBeneHuwit o BBO3e COOCTBEHHBIX
NleKapCTBEHHBIX npenaparos B Poccuiickyro Oeaepaunio us crpad EASC;

e 361 - Peructpanus 8 IC MJUIIT cBeneHuit 06 oTrpy3ke JieKapCTBEHHBIX
npenapatos B Pocceuiickyro ®enepanuio u3 crpad EADC,

e 362 - Peructpauus B UC MJUJIIT ceenennit o BBo3e n3 EADC u npuemke
JIEKapCTBEHHBIX NTPENapaToB Ha CKJIaJ MOKYaTess;

e 363 - Peructpamus B MIC MJUII cBemeHuil 0 BBOAE JNEKapCTBEHHBIX
npenapaTtoB B 060poT Ha Tepputopun Poccuiickoit ®enepauuu;

e 381 - Perucrpauus 8 UC MJUIII cBeneruit 06 OTrpy3ke JEKapCTBEHHBIX
NpenapaToB cOOCTBEHHHUKY;

e 415 - Perucrpamus 8 UC MJUUIIT cBenenuii 06 oTrpyske JIEKapCTBEHHBIX
IIpenapaToB €O CKJ1aja OTIPABUTENS;

e 416 - Peructpammsa B8 UC MIJIIT cBeaeHnit 0 npueMKe JIEKapCTBEHHBIX
IpenapaToB Ha CKJIaJ MOJIydaTeis;

e 417 - Peructpanus B UC MJIJIIT cBeaeHuii 0 BO3BpaTe NPUOCTaHOBIICHHBIX
JIeKapCTBEHHBIX MPENapaTos,;

o 431 - Peructpanus 8 UC MIJII cBefieHN# 0 NepeMelieHH U JIeKapCTBEHHBIX
npenapaToB MEXAY pa3iiuHBIMU aJlpecaMy OCYIECTBIIEHHS JesSTeIbHOCTH;

o 470 - Perucrparms B HMC MJUJIII cBeneHuit o cMeHe Blajensia
JIEKAPCTBEHHBIX NPENaparoB B paMKaX rocy1apCTBEHHOIO JIEKApCTBEHHOTO
obecneueHus,

o 471 - Perucrpauus B HMC MJUJII cBegenu#t 0 CcMEHE Blajenbla
JIEKApCTBEHHBIX NPETIapaToR B paMKaX roCyIapCTBEHHOIO JIEKAPCTBEHHOTO
obecrnieueHus;

[aHHble METOGUYECKME PEKOMEHAALMW MOTYT BbiTb 4ONOAHEHBE N0 GaKTY NOCTYNNEHUA YTOUHAIO WX
cBeaeHuii.




e 472 - Peructpanus 8 UC MJUJIII cBenenuit 06 oTrpyske JiekapCTBEHHBIX
IpenapaToB CO CKJIa/ia OTIPAaBUTENS B paMKaX areHTCKOro JI0TOBOPa;

e 701 - Peructpamus B HMC MJJII noarsepxnaeHus (akuenToBaHHS)
CBEJIEHUH;

o 702 - Perucrpanus 8 UC MIUIII cBenenuit 06 onpuxoa0BaHUHY;

e 703 - Peructpanus 8 UC MJIJIII cBenenmii 06 onpuxonxoBaHNH (MMIIOPT);

o 911 - Peructpanus B UC M/IJIII cBenenuii 06 arperupoBaHMM YIaKOBOK
JIEKapCTBEHHBIX IPENapaToB B TPETUYHYIO (3aBOJACKYIO, TPaHCHOPTHYIO)
YTaKOBKY;

o 912 - Peructpauus B UIC M/IJIIT cBenennii o pachopMUpOBaHHN TPETUUHOM
(3aBOJCKOM, TPaHCIIOPTHOMW ) YIIAaKOBKY JIEKAPCTBEHHBIX IIPENapaToB;

e 913 - Pernctpauus B MC MJUJII creneHuit o6 H3BATHH YNAKOBOK
JIEKapCTBEHHBIX TPeNnaparoB M3 TPeTHdHOH (3aBOACKOHN, TPaHCMOPTHOI)
YIIaKOBKH;

e 914 - Perucrpamus 8 UC MIJIIT cBeneHuii 0 ONOIHUTENBHOM BIIOXKEHUU
YIaKOBOK B TPETUYHYIO (33BOJICKYIO, TPAHCIIOPTHYIO) YIIAKOBKY;

e 915 - Perucrpauus B MC MJJII cBemeHuwii 06 arperupoBaHHM BO
MHOXECTBO TPETHYHBIX (3aBOJCKUX, TPAHCIIOPTHEIX) YIIAKOBOK;

e 916 - Peructpauus 8 IC MJIJIII cBenenuit 0 JONOTHUTENBHOM BIIOXKCHUU
BO MHOJECTBO TPETUYHBIX (3aBOJCKHX, TPAHCIIOPTHAIX) YIIAKOBOK.

IIpu orcytcTBuM BblmeykaszaHHblx cBegeHudl B MIC MJUJIIT cyGbekTs!
oOpalleHus JIEKapCTBCHHBIX CpPEACTB BIOpaBe OCYLIECTBIATL HalibHEHIue
dusuyeckue ornepauyy ¢ JIEKapCTBEHHBIM IPENapaToM.

IIpy 3TOM NOBTOPHOIT OTNIPaBKU IOC/IE OTCYTCTBUA/OMMUOKY KBUTAHLMHU IO
UTOraM HaIpaBJieH!s CBelleHHil He TpeOyeTcs.

C uenpro OCyHIECTBICHUS KOPPEKTHOTO BBHINTYyCKa JIEKAPCTBEHHBIX NpenapaToB
IUISL BHYTPEHHEro mnotpebieHus mnpu umnopre (3a wuckmouyenneM EADC)
HeoOxoxuMo obecrieunTh MpPeACTaBIeHUE U yCHemHylo oOpaboTKy cBeAcHHH 00
arperauyu.

C uenpl0 OCYIIECTBJICHHS KOPPEKTHOrO BBOJA B TpaxJaHCKuil obopor
JIeKapCTBEHHEIX TpernaparoB, BBO3UMBIX ¢ Teppuropun EADC, Heobxomumo
ofecrieynTs TNpeAcTaBlIeHHe U yclelmHylo o0pabGoTKy CBeeHHMH O BBO3e
JIeKapCTBEHHBIX Mpenaparos (iubo ¢ ucnonr3oBanueM onepauuit 360/361/362 nnu
BOCIT0JIB30BaBIIMCH onepanuei 703).

[Mpu HeoOxoaMMOCTH (QUKCALUU AanbHEHIIWX CBEAEHHUH B OTHOLICHUU
JeKapCcTBEHHOr'O0  Impernapara, [Jid  KOTOpPOrO  OTCYTCTBYIOT  YCHENIHO
3aperuCTpUpOBaHHBIE  MNpelplayline  omepauud,  cyObekr  obpaiieHus
JIEKapCTBEHHBEIX CPEACTB MOXET OCYIUECTBUTh OIPHUXOAOBaHHE TaKOro
JISKapCTBEHHOTO Iperapara ¢ ucronp3oBanueM cxem 702 u 703.

JaHHble METOANYECKHE PEKOMEHAAUMKU MOTYT BbITb A0NOAHEHbI NO GaKTY NOCTYNNEHUA YTOUHAIOLUUX
cBeaeHUN.



PekomeHpauuu mo uCroib30BaHUIO
YIPOILIEHHOTO 00paTHOTO aKLENTOBAHUS
(702 cxema — OnpuUX00BaHUE )

B cBasu c mepexomoM MJUIII Ha yBEJOMUTENBHBIM pEXHM, MIpH
BO3HUKHOBEHHH NpobJieM ¢ peructpauueil ceenennii o6 obopore JII1, peanuzoBan
YIOpOWICHHBIH mnpomecc ocyuiectrieHus npuemku JIII He Tpebyromero
noarsepxaAcHue rnpueMku JIIT ot moctaBiuKa.

B menax ycrpaHeHWs TOTECHIUATBHBIX pPa3pblBOB B TOBapONPOBOAALINX
LeMoyKaxX peanu3oBaH MeXaHW3M OINpUXOAOBaHUS W nopaboraHa cxeMa
YIOPOLIEHHOT0 OOpaTHOro akuenroBaHWs (Hajgee IO TeKCTy cxema 702
«Pezucmpayus 6 OI'UC MIJIIT ceedenuii 06 onpuxooosaruuy.

Cxema 702 gocTynHa ¥ MOXKET IPUMEHATHCS BCeMU CyOheKTaMM oOpaleHus,
MMEIOMIMMU

e dapMaleBTUYECKYIO JULEH3UIO;
e MemuUHCKYIO JTULICH3UIO,
e JIMIEH3UIO Ha IPOU3BOACTRO.

CxemMa ynpomieHHOro oOpaTHOrO akLeNTOBaHUSA  MOXET MNPUMEHAThCS
cybbexTtamu ofpalleHus B cilydae, eclid CyOBeKT obpalieHus JeKapCTBEHHOTO
npenapata mo KakuMm jubo mpuyvHaM He nepepan B UC MJUIII ceemenusa o
npueMke/otrpyske JIII wnm akpenrte cBegeHuit o6 ob6OpoTe MapKUpOBaHHOTO
JIEKapCTBEHHOr0 Ipernapara, WM M0 TEXHUYECKVM/MHBIM MpPUYHHAM YKa3aHHbIE
cBefieHus: He Obuiu 3apeructpuposadsi B MJIJITL, nubo mo pemenuto cyGpekra
ofpalneHus.

Cy6next  obpalleHus,  OCyWIECTBUBHINI  (aKTHYECKYyI0  IPUEMKY
MapKHpOBaHHOIO JIEKApCTBEHHOr'O TMpernapara Ha CKaald, i I0C/eXyIOLIero
BBIOBITHA WM JBIKEHUS MapKUpPOBAHHOTO JIEKAPCTBEHHOrO IIpernapara, MOXET
OCYIIECTBUTH ONPUXOA0BAHUE TAKOTO JIEKAPCTBEHHOrO IIpernapara My TeM 3arpy3Ku
cxemsl 702.

AHaNoOru4Ho, cyObeKT oOpalleHns, OCyIIeCTBUBIINN KOPPEKTUPOBKY paHee
HalpaBJI€HHEIX, HO He 3apeructpuposBanHbix B MC MJUIII ceenenuii, mMoxer
BOCITONIB30BaThC cxeMoi 702 juis mociemylomero JBUXEHUS MapKUPOBAHHOIO
JIEKapCTBEHHOIO Mpernapara.

CxeMa yrnpoIIeHHOro 0o6paTHOro akLenToBaHUA He TpeOyeT MOATBEPKACHUI
006 oTrpy3Ke cO CTOPOHBI KOHTpareHTa. MapkupoBaHHKIH JIeKapCTBEHHEIN npenapat
Oyzaer npuHAT Ha OanaHc opraHu3aluy, 3aperucrpuposasmeii 702 onepanuro B UC

MJUIIT.

[JaHHble MeTogndeckue pekomeHAaLun MoryT BbiTb ONONHEHbI MO GAKTY NOCTYNAEHUA YTOUHAIO LMX
cBeAeHUiA.




OrpanyyeHus Mo NPUMEHEHHIO:

1.

Cxema 702 He mnpumeHsercs Ul JIEKApPCTBEHHBIX IPENapaToB TIPyIIIbI
12B3H;

CxeMa OIpux0oJ0BaHus He TpeOyeT MOATBepKAEHHA 00 OTTPy3Ke CO CTOPOHBI
OTIpaBUTEJIS;

B oTHomIeHHH onepalyy ONMPUX0JOBaHNs He IPUMEHUMa ONepalus OTMEHBI
(250-recall.xsd), a Taxoke onepamuy OT3BIBA M OTKa3a OT npueMku (251, 252).

Taxum o6pazoM, npu HeoOXOOMMOCTH NIpPOBEACHUS OOpATHOH JOTUCTHKU
HY>HO IIOBTOPHO BOCIOJB30BaThCs cxemoi 702;

Cxema 702 He BNIMsI€T Ha MPOLIECCHl TPOXOKACHUSA TaMOXEHHBIX IIPOLEaYP,
a TaKKe IpOoLIecchl BBOA JIEKAPCTBEHHOTO IpenapaTa B rpaxaaHcKui 060poT
B cucteme otbopa obpasuos AUC PoczaparHanzopa;

Jins onepauun 702 DOCTYNHO aBTOMaTU4ecKoe U3bATHE yKa3aHHBIX SGTIN
1 SSCC U3 rpynnoBoi ynakoBKH BEPXHETO YPOBHS.

He nonyckaercsa peructpauuu onpuxonosanus no SGTIN Haxozqmuxcs B
SSCC BToporo ypoBHs (najuieTs!).

[aHHbie METOAUYECKNE PEKOMEHAALUN MOTYT B6biTb JOMNONHEHbI NO GAKTY NOCTYRAEHUA YTOYHAIOLLMX
c8eaeHun,
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Pexomenmaunu 11 CyOBbEKTOB 0O pallieHus JIEKapCTBEHHBIX
cpencTB mpu paboTe ¢ MapKUPOBAHHBIMH JIEKAPCTBEHHBIMU
npernapatami B yBEIOMUTEIHHOM PEXKUME PabOThI
OI'’C MJJIIT

ITpu BO3HMKHOBEHHMH MpobIeM y CyOBEKTOB OOpaIleHUs JIEKAPCTBEHHBIX
CPEeACTB ¢ mpolieccoM 0060poTa MapKUPOBAaHHBIX JIEKAPCTBEHHBIX IIPENapaToB Ha
MECTO OCYLIECTBIEHHE AeATEIbHOCTH AJI MEAULIUHCKUX OpPraHU3aluil ¥ alTeYyHbIX
opraHu3auuil ocymecTisioumx ortnyck JIIT (3a UCKITIOYEHUEM JIE€KapCTBEHHBIX
IpenapaToB BKIIOYEHHBIX B nepeueHb 12B3H), peann3oBaH ynpoleHHBIN poLece
He TpeOYIOLHii MOATBEPHACHUS OT KOHTpareHTa.

B ciyyae OTCYTCTBMS NOATBEPXKIEHUsA (aKIenTa) OT KOHTpareHTa Ha
OTIpaBJICHHBI JOKyMEHT, ocymiecTsisomuii mnepememenue JIII Ha 6Gananc
nomyuaresns, gormyckaercs Beieoj JIIT u3 o6opoTta ¢ HCHONBE30BaHUEM KOHTPOIBHO-
KacCOBOM TEXHUKH H yCTPOMCTBA PErUCTPaTOP BEHIOBITHA.

B cnyyae ocymecrsnenus BoiObTHS JIII uepes KKT u PB no 3aBepuieHus
olepalyii Mo perucrpanuu ceeneHuit o6 obopore mapkupoBaHHbX JIIT Ha mMecTo
nesTenbHOCTH ocymiecTBUBIIee BHIBOA JIIT u3 o6opoTa MOXKET OCYIIECTBIATHCS
OTIpaBKa KOPPEKTHOM MOCIE0BATENbHOCTH JOKYMEHTOB 3aBEPILAOLINX JIPOLIECC
obopora.

IIpu oTCcyTCcTBMM NOATBEPXKACHMS OT IOCTaBIUIMKA B YCTAHOBICHHBIE CPOKHU
cornacHo [ITIP® Nel556 unu wmHBIX NpobneM IpU OCYIIECTBIIEHUM oOnepanuit
obopora  MapkupoBaHHbIX JIII, JomyckaeTcs  MCIONB30BaHHUE  CXEMBI
7020cymiecTBsIOMIEH IpUEMKY Ha OajlaHC OpraHU3alyy BHINOIHUBLIEH OTIIPaBKy
JlaHHOM cxeMbl 0e3 MOATBEPKACHUS KOHTpareHTa.

Mexanu3m cxemsl 702 (OnpuxoA0BaHHE) MOXKET MIPUMEHATHECA B TOM YHCIIE B
HesX YCTpaHEHHMs NOTEHLUMAIBHBIX DPa3pbhlBOB B TOBAPONPOBOIAIIEH UEMOYKH
BCEMHM YYaCTHUKAMU TOBapOIPOBOJAILEH LEMH:

e [IpousBoauTensamuy,

o JlucTpubproTOpamHy,

e MenunuHckuMy U papManeBTHYECKUMH OpraHU3alusAMH.

JaHHble METOAUYECKME PEKOMEHAALNN MOTYT BbiTb AONONHEHbI NO $AaKTY NOCTYNNAEHUA YTOHMHAIO WX
cBe/leHUM,



ITocnenoBatenbHOCTS Nepeaadu CBEACHHH B YBEIOMUTENLHOM PEXUME
paboter ®I'MIC MIJIIT npu o6paTHOM nopsike

1. Otnpagka cBenenuii no 416 cxeme c ykazanueM nepeutss SGTIN\SSCC,;

a. o 1 urons 2021 roxa momyckaercst nepexoA K 1.6 (mogadya cBeaeHui
B cxeMe 702);

2. BriBog uepe3 PB\KKT, moctymienne cxembl 10511\10521\10531 B @TUC
MJUIT;

3. IlomyueHrne KBUTAHLMU IO paHee HalpaBIeHHON 416 cxeme B ciyudae
OTCYTCTBHS BO3MOXXHOCTH €€ MOJIy4YeHHUs B I1.1;

4, Tlpu ycrneurHo# KBUTaHLMU [0 Pe3yJIbTaTy BHIIOIHEHUS 1.3 CO CTOPOHEI
Me IUIMHCKOH\anTeqHo OpraHu3alu Heo0X0ANMO HOJy4YUTh
HOATBEPXKACHUE OT MOCTABILUKA;

5. Ilpu oTkaze MNOCTaBINMKA OT IOATBEPXKACHUS IPUEMKU IO Ppe3yJIbTaTy
NOBTOPHO MMOAaTh CBENCHUA UcnpaBUB omMOku B 416 cxeme U OXUIATh
NOJNTBEPKACHUSA OT IOCTABIIUKA;

6. B cimydae OTCYTCTBUS MOATBEPKACHUS OT MOCTABUINKA MOAATh CBEACHHUS 110
702 cxeme B ®TYC MIJIII ¢ ykazanuem nepeunss SGTIN\SSCC, cornacuo
nepeJaHHbIM CBeJIeHUsIM B 416 cxeme;

7. B ciay4ae oty 4eHUs KBUTAHIMU ¢ MHGOpMaLien 00 yCIIeIIHOM 3aBepIICHAN
onepanuu 702 o pe3ynsraTy BhIomHeHHs 1.6 mpuemka JIII co cTopoHB
MeAUIUHCKONH\aITeyH ol OpraHu3aliy 3aBepIieHa.

a. o 1 despana 2021 nns anTeyHBIX U MEIUIMHCKUX OpraHu3alyi
HOCJIe HaMnpaBJIeHUs JOKYMEHTa O NPUEMKE JOIyCKAeTCs COBEPIICHHE
ClieqyIoIuX ornepanuii, 6e3 oXuAaHUA MONYYEHHs KBUTAHLHUU IIO
HanpaBIeHHOMY JOKyMeHTy o npueMke B ®TYIC M/JITL

Baxno!

e Ilo dakty nocryruienus cemenuii 10511\10521\10531 8 MJUIIT pomxna
coOJIIOIaThCS MOCIIENOBATEIBHOCTD, NepelaBacMbIX CBEICHUI O NMpHEeMKe
JI1. [ns onepammii npuemku JII1 3HaueHue B Tere «operation_date» B
OI'MC MIJIT pna SGTIN Haxoasmmxcs B peecTpe OXHUIaHWK Oyaer
paspeleHa mnepenaya CBeJCHUI 6€3 XpOHOMOTHMYECKOro yyera Omnepaunuu
10511\10521\10531(oxxunaercs peanuzaus 8 OI'YUC MUIIT);

¢ 3a UCKIIOYECHHEM JIEKAPCTBEHHBIX IPenapaToB, BKIIOUYEHHBIX B [EPEYCHb
12B3H.

[aHHble meToanYeCcKUe pekomeHAauUKu MoryT BbITb A0NONHEHBI NO GaKTy NOCTYNIEHWUA YTOUHAIOLLMX
cBefeHuit.




IlocnenoBaTrenbHOCTE NEpeAayUd CBEJCHUN B YBEIOMHUTEIBEHOM PEKUME
pabotel ®I'MC MJUJIT npu npsimom nopsiake

1. OtnpaBka cBeCHU 0 MOATBEPXKAEHUM NTpHeMKH 110 701 cxeme;

a. o 1 urons 2021 rona momyckaeTcs nepexof K 1.6 (mogada cBeeHU
B cxeme 702);

2. BeiBog uepe3 PB\KKT, nocrymienue cxemsl 10511\10521\10531 8 ®T'UC
MJUTIT;

3. IlonmyyeHue KBHUTaHUUM IO paHee HampamileHHoW 701 cxemMe B ciyvae
OTCYTCTBHSI BO3MOXHOCTH €€ MOJIy4eHus B I1.1;

4. Tlpn ycnemHoO#l KBUTAHUMHU MO pe3ylbTaTy BHIIOJHEHUS 1.3 NpueMKa
3aBepILCHA;

5. Ilpu momy4yeHuH oOIIMOKM B KBUTAHIUMM HEOOXOAMMO CKOPPEKTHPOBATH
omu6KY U MOBTOPHO HanpasuTh 701 cxemy;

6. B ciyuyae HEeBO3MOXKHOCTH IMPHUEMKH MO pe3yJbTaTy I1.5 NOAaTh CBEAEHU O
npueMke 1o 702 cxeme B ®I'YIC MJIJIIT ¢ ykazanunem nepeurss SGTIN\SSCC,
COrTIacHO MepenaHHbIM cBeieHUsIM B 701 cxeme;

7. B cnydae nosy4yeHUs KBUTaHIMH C MH(OpMaIuei 00 yCIeIHOM 3aBepIIeHUH
onepauuu 702 mo pe3yabTaTy BhINOMHEHUA 1.6 mpuemka JIIT co cTOpoHEI
MeAULMHCKOH\anTeyHol OpraHu3alluy 3aBeplieHa.

a. JJo 1 deBpans 2021 nns anTeyHbIX U MEAMLMHCKUX OpraHU3aLMiA
MocJie HaIpaBiIeHNUs JOKYMEHTa O MPHEMKE AOIYCKAeTCs COBEPLICHHUE
ClleIyIoLUX omnepanuii, 6e3 OXuUAaHUA MOMY4YCHHs KBHUTAHLHUHU IO
HarnpaBJICHHOMY JJOKyMeHTy o npuemke B @TYIC MJIJIIL

Baxuo!

e Ilo c¢axty moctymienus ceeneHuit 10511\10521\10531 8 MJJIIT
JIOJKHA COOJTIOAATHCS MOCTeI0BaTENIEHOCTD, NIepe/laBaéMbIX CBEACHUN
o npuemke JIII. [lna onepanuii npuemku JIII 3HayeHue B Tere
«operation_date» B ®I'MIC MJUIIT mns SGTIN HaxonsImuxcs B peecTpe
oxunaHuit  Oynmer  paspemieHa  Iepefjada  cBeleHUH — 6e3
xpoHosioruyeckoro ydera omepauuu 10511\10521\1053 1(oxunaercs
peanmzauus B OT'IC MUJIIT);

e 3a WCKIIOUYEHHEM JICKAPCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B
nepeyeHs 12B3H.

[aHHble MeToAUYECKUE PEKOMEHAALNUIN MOTYT BbITb A40N0HEHbI NO GaKTy NOCTYNNEHUA YTOUHAIOLLMX
CBeeHUN.




[TocnenoBaTenbHOCTh NEpEAaYU CBEACHUN B YBEAOMUTEIBLHOM peXUMeE
paboter ®I'MIC MIJIIT 15t BoccTaHOBIICHUsI KOHCUCTEHTHOCTH JaHHBIX

(Mpou3BoAUTEND, IUCTPUOHIOTOP)

B cBa3u ¢ BeTymieHHeM B cuiy ab3ana Tpethero IyHkrta 32 ITomoxkeHus o
CHUCTEME MOHUTOPHUHIA ABHKCHHUS JICKAPCTBEHHEIX IIPeNnapaToB I MEIULUHCKOTO
npumeHeHus B penakuuu ot 02.11 2020 npumenenune 702 onepanuu He ABIAETCA
HeOOXOOMMBIM W OCYIIECTBISETCS Ha YCMOTpeHHe CyObexkTa ofpameHus
JIEKapCTBEHHBIX CPEJCTB.

1. Ornpaska
(npousBoauTENneM, AUCTPUOBIOTOPOM);

cBeIeHHl o nocraske 415 cxeMOH = HOCTaBIIMKOM

2. Tlpu ycremHo# KBUTAQHLUU MO Pe3yJIbTaTy BHIIIOJIHEHHA I.1 oTrpyska co
CTOPOHBI ITOCTaBIIMKA 3aBEPIIEHA;

3. KoHTpareHT, BHINIONHAIOMKI MOATBEpXKACHUE IOCTaBKH, HampasiseT 701
CXeMy IMOJATBEP)KICHHUS Olepalul;

4. Tlpu ycHemHOW KBUTAHLUWM IO pPe3ynbTaTy BBIIIOJHEHHs I1.3 IpHEMKa

3aBEPIUCHA,

5. Ilpy nonydyeHun OMMKOKA B KBUTAHIMH 1.3 JOIYCTHUMBI CIIEYIONIHE
BapUaHTHI ICHCTBUI!

BaxHo!

a. BoccTaHoBlIEHUE KOHCUCTEHTHOCTH JAHHBIX CO CTOPOHEI ITOCTABIIWKA.

1.

1.

11

IMocraBmuk ucronb3yeT cxemy 702 (OmpUXOAOBaHMWE) C
nHpopmarmeii u3 cxeMsl 415 ns Bosspara JIIT va Gananc cBoe
OpraHM3alyH.

ITocTaBINMK MOBTOPHO HAIpaBiisieT CBeIeHus: o rmocraBke 415
CXEMOIA.

KOHTpaI‘ CHT BO3BpalllacTCA K BBIITIOJTHEHHIO m.3.

b. BoccTaHoBI€HHE KOHCUCTEHTHOCTU JaHHBIX CO CTOPOHBI KOHTpAarcHTa.

1.

il

1.

KoHTpareHT, 1o COINIaCOBAHUIO C HMOCTaBIIMKOM, (GopMupyeT
cxeMy 702 (onpHxoJ0BaHue);

[Ipy mMONyYeHWH KBUTAHUMK OO YCNEITHOM 3aBEpIICHUU
orepaluy npreMKa Ha 6anaHc KOHTpareHTa 3aBepllcHa;

ITocTaBIMUK YYHMTHIBAET JaHHYIO HMHQOPMALUIO B CBOEH
CHUCTEME.

JleiicTBHE TaHHOTO MEXaHHU3Ma JlomycKaercs fo 1 urons 2021.

JlaHHble METOANHECKME PEKOMEHAAUMN MOTYT BbiTb AoNONHEHbI N0 GaKTy NOCTYNNEHUA YTOUHAIO LLNX

cBeaeHul.




ITons30BaTenbcKue CLICHapuu:

IIpumep 1 — OOpaTHLIH NOPAAOK MOATBEPKICHHS], ONlepaALUs BbIObITHS:

ITone3oBarens HanpaBui 416 cxeMy (0OpaTHBIN MOPSAIOK MOATBEPXKICHNU),
HO He nomy4ui ksutanumoo ot ®I'UC MIUIIT;

ITonwp3oBatens ocymectsun BeiBo JIIT uepes PB\KKT;

Ot PB/KKT nocrynunu cBesenus o BeiBoae JII1 u3z o6opora B ®PTUC MJIJIII.
Cxemsr 10511\10521\10531;

[Monb3oBatens MONYYHST KBUTAHLMIO 00 YCIEIIHOM 3aBEpIIEHUN ONepaluy
416;

IMonp3oBarens mnomyuwn yBegomieHHe 00 YCIEHIHOM IOATBEPXKICHUU
oIepanvy IpUEMKH CO CTOPOHBI KOHTpareHra — yseaomiuenue 607,

Ipn Heo0X0AUMOCTH N0JIb30BaTElNb BBITIOJIHUJT OIepaIHIo
pachopmupoBaHus/uzbaTHA. Cxembl 912\913 (mpu nammumu SGTIN B
SSCC);

[Tpyu HeoOGxoauMOCTH MONB30BaTeNb BBIIOJIHUI mepeMelierue Ha M1, raoe
611 ocymecTBieH BeBoA JIIT u3 o6opoTa ecnu npueMKa ocyLIecTRIANACs Ha
uHoe M/I. Cxema 431 (IlepememieHue).

IIpumep 2 — Onepanys BoIObITHS, 00PaTHBIA NOPAAOK MOATBEPIKIACHHUS:

Ilons3oBarens He otnpaBun 416 cxemy (ofpaTHBIf  NHOpPAAOK
noareepxaeHus) B OI'MC MJUJII;

[Tonb3oBatens ocymectsut BeiBog JIIT uepe3s PB\KKT;

Ot PB/KKT nocrynunu cBepenus o BeiBoae JII1 uz o6opora 8 PI'UC MJIII.
Cxemsl 10511\10521\10531;

ITonwzoBaTens otipaBun 416 cxeMy (06paTHBI MOPANOK MOATBEPKACHUS);
ITone3oBaTenp NOMYyYUT KBUTAHUHMIO 00 YCIEIIHOM 3aBEPLICHUH OIepaluu
416;

[Tonp3oBaTens nody4yw1 YyBeAOMICHHE 00 YCIEMHOM IOATBEPXKASHUU
olnepanyy MpUEMKHU CO CTOPOHBI KOHTpareHTa — yseaomiienue 607;

ITpu HEeoOX0MMOCTH T0JIb30BATEINb BBITTOJIHUIT olepanuio
pacopmupoBanust/uzbaTus. Cxempl 912\913 (nmpu wammuum SGTIN B
SSCC);

[Tpu Heo6xomMMOCTH MONB30BaTeNb BBHIIOJIHWI nepememenue Ha M/I, roe
ObL1 ocymecTsiieH BeIBoA JIIT u3 o6opora ecnu npuemMka oCcyIecTBIAIACh Ha
uHoe M/I. Cxema 431 (IlepemernieHue).

Ilpumep 3 — oOpaTHbI NOPSIAOK NOATBEpIKAEHHMs, ONepalUs BbIOLITHSA,
ONpHX0J0BaHHUE:

ITons3oBaTens Hampasui 416 cxemy (0OpaTHBIM MOPSAAOK MOATBEPXKICHHUSA),
HO He nonyuws kButanumio ot ®I'YMC MUJIIT;

[Tons3oBarens ocymectsun BeiBoA JIIT uepe3 PB\KKT;

Ot PB/KKT noctrynunu ceegenus o BeiBojie JIIT uz o6opora 8 ®I'UC MIJITT.
Cxemser 10511\10521\10531;

[aHHble meToanuecKue peKoMeHAALUMU MOTYT BbITb AONOAHEHbI NO GaKTy NOCTYNAEHUA YTOUHAIOLLMUX
CBeAEHUN.




ITonk3oBaTens MOMyYWd KBUTAHLUHUIO C OMUOKOM mo omepanuu 416 nHe
No3BOJIAOIIEN TpoBecTH rpueMky JIIT;

Ilomp3oBaTens  ocylllecTBMI — MoJady cBeldeHWit 1o 702  cxeme
(ompuxonoBanue) ¢ nHGoOpManuei u3 cxeMsl 416;

ITonp30BaTenb NOMyYMsT KBUTAHLMIO 00 YCTICHIHOM 3aBEpUICHUHN OMEPaIiy
702;

ITpu HeoOxoauMocCTH NONNb30BaTeNb BBITTOJTHUI oInepaLuio
pacopmupoBaHus/uzbaTua. Cxemsl 912\913 (npu wHammumu SGTIN B
SSCC);

IIpy HeoOxoAMMOCTH MONB30BATEND BRITIONHWI HepeMeienne Ha M1, rue
Ob11 ocymecTBieH BIBOA JIIT n3 060poTa ecii npremMKa OCyHIECTRIIAIACH Ha
nHoe M/JI. Cxema 431 (Ilepemenienue).

IIpumep 4 - Ilpsimoii mnopsiioK NOATBEP)KIEHHS, OINEpanHs BbIOLITHS,
ONPHUX0J0OBAHHE:

[TonyuateneM nomydeno Bxonsuiee yBenomnenue 601 (mpsmoif mopsmox
HNOJATBEPYKAEHUS ) OT KOHTPareHTa,

ITomyyarens Hanpasun cxemy 701 (moaTBepxAeHUS, IPIMON MOPAIOK);
IMonyuatens ocymectBuia BeiBog JIIT uepe3 PB\KKT;

Ot PB/KKT nocrynunu ceeaenus o Beieoge JII1 u3 o6opora B ®I'VIC MJJIII.
Cxemnr 10511\10521\10531;

[Tonb3oBarens NOMy4YUT KBUTAHUMIO ¢ ommMOkoil mo omepamuu 701, He
no3BoJiAroLIel nposecty npuemxy JIII;

Ilonp30BaTens  ocymecTBWI oJauy cBedeHud mno 702  cxeme
(onmpuxomoBaHue);

IIpu HEoOXOAUMOCTH NI0J1b30BATEINb BBITIOITHUN OnepaLuio
pachopmupoBanus/u3zbpaTUa. Cxemsl 912\913 (mpu wHamuuuu SGTIN B
SSCC);

ITpy Heo6XOAMMOCTH MONB30BATE/b BEIMIONHWI NepeMmelmienne Ha M/, rue
65611 ocymecTBieH BeIBOJ JIIT u3 060poTa ecimu mpUeMKa OCyIEeCTRIIIACH Ha
uHoe M/I. Cxema 431 (Ilepemerenue).

Ipumep 5 — Ipsimoii nopsiiok MOATBep:KAEHHUS, ONPHX010BaHHe, TOBTOPHAsI
OTNpPaBKa CBe/leHHH NPSIMOIo NopsiAKa:

ITocTtaBmuk HanpasseT cxeMy 415 (psAMoii MOpAIOK MOATBEPIKICHNUA);
ITocTaBIIUK NMOMYYHII KBUTAHLIMIO 00 YCIIEIHOM 3aBEpIICHUH onepauuu 415;
KountparenT Hanpasnser cxeMy 701 (monTeepxaeHue onepanun);
KoHTpareHT nomyuymn kBuTaHIyio ¢ omubkoil mo omepauuu 701, He
no3poJstonesl nposectu npueMky JIIT;

OnuuoHanpHO 1O pelieHH0 CcyOBheKTOB OOpalleHHUs JIEeKapCTBEHHBIX
CPEACTB:

[ToctaBuiuk Hanpasnsger cxeMmy 702 (ompuxonoBanue) ¢ uHopmanueii 415
CXEMBI, HalpaBI€HHON B II.1;

[aHHble meToguyeckue pekomeHAaLMn MoryT Bbitb AO0NONHEHbI N0 $aKTy NOCTYNAEHUA YTOUHAIOWINX
cBeaeHUiA.




- JlocTaBmUK TOy4YaeT KBUTAHLUIO OO0 YCIIEIITHOM 3aBEpIICHHHU OMeparud
702;
Taxum obpasom ToBap BO3BpamaeTcs NOCTaBIIMKY Ha OanaHc.

- IlocraBmuK mMOBTOpHO HampasisieT cxeMy 415 (mpsMoit mopsanok
HOATBEPKIACHUA );

- TlocraBmuyxk nomyuus KBUTaHIMIO 00 YCIEITHOM 3aBeplleHnH onepaiuu 415,

- KoHtparenTt Hanpasnser cxemy 701 (moareep:kaeHue ornepamnuu);

- KoHTpareHT nomyyaer KBUTaHLIMIO 00 YCIIEIIHOM 3aBEpIUEHHH ONEpaIiH
701.

[aHHble MeToauYeCcKMe peKoMeHAaUUKU MOTYT BbiTb 40NONHEHbI N0 PaKTy NOCTYNNEHUA YTOUHAO LLMX
cseAeHui.




PexoMeHanum no ucnonb30BaHUIO
YIPOIIEHHOTO MEXaHU3MAa ONPUXOAOBAHMS UMIIOPTA
(703 cxema — onpuxoI0BaHUE UMITOPTA)

B cBasu ¢ u3MeHeHumeM IIOCTaHOBIEHUs NpaBuUTENbCTBa Nel556, mpu
BO3HMUKHOBEHHM OMIMOOK Ipu perrctpauuy cegennii B MJIJIIT o BBo3e npenapara
B Poccuiickyro  @ejepauyio, pealu3oBaH  MEXaHH3M  KOPPEKTHPOBKU
PErMCTPUPYEMBIX CBEASHHUH O BBO3€ HMITOPTHHIX JIEKAPCTB.

B uemsx ycrpaHeHMs NOTEHUUAIBHBIX Pa3pelBOB B TOBapOIMpPOBOASIINX
LIETIOYKaX peaqn30BaH MEXaHHU3M OINPUXOAOBaHMs [JI UMIOpPTa U paspaborana
HOBas CXeMa, KOTOpas B OQHOCTOPOHHEM IIOpsi[iKe IO3BOJLIET B YIPOIIEHHOM
pexXrMe IIEPEBECTH CTATyC JIEKAPCTBEHHBIX NPENapaToB B « BBe3eH Ha TEPPUTOPHIO
P®» nnsa manpHeliero NeHCTBUS ¢ JIEKapCTBEHHBIMH IIpenaparaMd COTVIACHO
nacrnopram npoueccoB «Cxema 703. Peructpauus B ®I'YMC MIJIIT ceegenmit o6
ONPUXOAOBAHUHU (UMIIOPT)».

Cxema 703 ngocTynHa W MOXET HPUMEHATBhCA  AeprKaTelAMH
PErvCTPallMOHHOIO YAOCTOBEPEHUS — TIpU IPOU3BOACTBE JIEKAPCTBEHHOTO
npernapara BHe TeppuTopuu Poccuiickoit Deaepanuu, WK MpeacTaBUTEIbCTBAMH
UHOCTPaHHO opranu3anuu Ha tepputopuu Poccuiickoil @enepanuu, sBIAOMENACS
aepxareneM Jub0 BNAAeNbIeM pPerucTPalMOHHOTO YJOCTOBEPEHUS, a Tak¥Ke
UMIIOPTEPAaMH  OCYINECTBIAIOMIMMHM  BBO3 JIEKAPCTBCHHOI'O Mpenapata Ha
Tepputopuro Poccuiickoii ®Pepepanyun. Cxema 703 MOXET NpPUMEHATHCA
cyObekTaMu oOpalleHHss B Cilydae, €Cli IO TeXHHYECKUM/HHBIM TNPHYUHAM
yKa3aHHBIe CBefieHHs He Obuin 3apeructpupoBansl B MJIJITL, win Ha ycMoTpeHne
cyObekTa oOpalieHus.

CyOpbext  oOpamieHus,  OCyIIECTBMBIOMII  BBO3  MapKUpOBaHHOIO
JIEKapCTBEHHOTO IIpenapara, Jis [ocIeayoIero BBOAA B IpaxIaHCKUH 060poT unu
TaMOXXEHHOTO O(QOPMIIEHHS, MOXET OCYLIECTBHUTh ONPHUXOJOBaHHE TaKOro
JIEKapCTBEHHOIO Npenapara 1yTeM 3arpy3ku cxeMsl 703,

Cxema yIpOIIEHHOTO MEXaHHW3Ma OIPHXOJOBaHHA HMIOpTa He Tpebyer
NOATBEPXKJACHUS 00 OTrpy3Ke cO CTOpPOHBl KOHTpareHTa. MapKupoBaHHEIH
NeKapcTBEHHBI  mpenapat Oyaer TmNpuHAT Ha OajlaHC — OpraHu3allH,
3apeructpuposasiueil 703 onepauuio B UIC MUJIIL

OFpaHI/I‘ICHI/Iﬂ 0 NPUMCHEHHUIO!

1. Cxema 703 He mpuMeHseTCA [Uis JIGKAPCTBEHHBIX IIPENapaTtoB IPyHIIbl
12B3H;

[aHHble MeToANYEeCKNE PeKOMEHAALMM MOMYT BbiTb AONONHEHBI NO $aKTYy NOCTYNNEHMUA YTOUHAIOLWMX
CBeAEHUN.




2. CxeMa ormpuxo/i0BaHUs He TpeOyeT NOATBEPXKAEHNS 00 OTIPy3KeE CO CTOPOHEI
OTIpaBUTES;

3. Perucrpatus B HWC MJUIIl ceemenuit o6 onpuxonosanuu (703-
posting_import.xsd) nocTymHa:

e JlepxarensiM perucTpalioHHOTO YAOCTOBEPEHUS — IPH IIPOU3BOJCTBE

JIEKapCTBEHHOIO IIpenapara BHe Tepputopun Poccuiickoit denepanuu;

e [lpencraBuTensCTBAM WHOCTPAHHONW OpraHW3alMyd Ha TEPPUTOPUHU
Poccuiickoil @eaepaiyu, ABIAIOLIEICA JepKaTelieM;

e BrnaznenbuaM perucTpallioOHHOTO YIOCTOBEPEHU;

e HMMmnoprepaM, OCyMIECTBIAONMMHA BBO3 JIEKAPCTBEHHOI'O Ipernapara
Ha TeppuTopHio Poccuiickoit denepauuu.

4. Peructpauus B UC MJUIII cBenenuit 06 onpuxoJ0BaHUM JOCTYITHA TOJBKO
IU1sl CIIEAYIOIUX CTAaTYCHBIX NEPEXOO0B:

o Oxupnaer orrpy3ku B PO (released_foreign, nocne onepauun 10319)
— 703 — Baesen Ha TeppuToputo PO (arrived);

e OtrpyxeH B PO (shipped, nocsue onepauuu
331/332/333/360/361/362) — 703 — Bee3en Ha Teppuropuio PO
(arrived);

e Bpeszen Ha Tepputoputo P®D (arrived, mocne omepamuu 701
MOATBEPXKAEHUS  OTrpy3ku/mpuemku) — 703 — BBeseH Ha
tepputoputo PO (arrived),

e 3agexnapupoBaH (declared, mocne omnepamuu 335 TaMOXEHHOE
odopmienne) — 703 — BaeseH Ha Teppurtoputo PO (arrived);
1. He mpumeHseTcs 11 TOBapoB, BBO3UMBIX U3 EAJC,;

e Oxupmaer mnoxaTBepXkIeHUs wumnoprepoM (transferred to_importer,
rociie onepauuu 336) — 703 — BBesen Ha Tepputopuio PO (arrived);

i. He npumensercs asg ToBapoB, BBO3UMBIX U3 EADC;

o [Ipunsr Ha cxiag u3 3TK (declared_warehouse, nocie onepanuu 341)
— 703 — Bgesen Ha Tepputoputo PO (arrived);

i. He npumeHseTcs 111 TOBapoB, BBO3UMBIX U3 EADC;

o Oxupmaer cMmeHBl cobcTBeHHuKa (change owner, mocie omnepanuu
351)— 703 — Bsesen Ha Tepputoputo PO (arrived);

i. He npumensiercs a1 ToBapoB, BBO3UMEIX u3 EASC;

5. B oTHOmEHUM onepaluy ONPUXOJI0BaHNs He IIPUMEHHMA Ollepalys OTMEHEI
(250-recall.xsd), a Tak>ke oneparyii OT35IBa H OTKa3a OT npueMkH (251,
252);

6. UneHTrdukatop MECTOHAXOKAEHNS TOBAapa B 30HE TAMOKEHHOI'O KOHTPOIIA

JaHHble MeToauuecKkne peKoMeHAaunu moryT BbiTb LONOAHEHLI MO GaKTY NOCTYNAEHUA YTOYHAIO LLUX
cBeAeHUA.




o0s3aTeneH K 3aroIHeHUIO VIS JIEKapCTBEHHBIX NTperapaToB, BBE3EHHBIX U3
CTpaH, He Apsomuxcs unenamu EADC);

7. Hns onepauu 703-posting_import.xsd 10CTyITHO aBTOMaTH4€CKOE U3BATHE
yka3aHHbIX SGTIN u SSCC u3 rpynnoBoii yIiakoBKH BEpXHEr0 ypOBHS;

8. B OTHOLIEHNH JIEKapCTBEHHBIX [IPENapaToB, BBE3EHHBIX U3 CTPaH, HE
apisoluxcs yieHamu EADC B nosne CTOMMOCTE €AMHUIIBI TPOIYKIUH (C
y4eTOM Hajiora Ha A00aBIeHHYIO CTOMMOCTB) JOITyCTUMO YKa3aHue
HYyJIEBOW CTOUMOCTH.

[aHHbie METoAWYECKHE PEKOMEHSaUNN MOTYT BbiTb A0N0/HEHbl NO GaKTy NOCTYNNEHUA YTOYHAIOLLMX
cBeAeHun.
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Pexomenpauuu 11st cy6beKkTOB 0O pameHus JIeKapCTBEHHBIX CPECTB
IIpH paboTe C MaPKUPOBAHHBIMU JIEKAPCTBEHHBIMU IpeNapaTaMy B

YBEIOMHUTEILHOM peXuMe paboThl
OI'rC MIJIIT (703 — OnpuxogoBaHHE UMIIOPT)

IIpu BO3HMKHOBeHMM OIIMOOK y CyOBEKTOB OOpallCHHs JIEKAPCTBEHHBIX
CPEJICTB CBA3aHHBIX C PETUCTpALUel CBEAEHNUI 0 BBO3€ JIEKAPCTBEHHOIO Npenapara
B Poccmiickyro @enepauuo (3a HUCKIIOUEHHEM JIEKApPCTBEHHBIX IIpernapaTroB
BKJIOYEHHBIX B nepedeHb 12B3H), peann3zoBaH MeXaHU3M KOPPEKTUPOBKH
PETHCTPUPYEMBIX CBEAECHUI O BBO3€ UMITOPTHEIX JIEKapCTB.

B ciiyyae BO3HUKHOBEHUA 3aTPpY/AHEHUH NIpU NOa4Ye CBEICHUH GUKCHPYFOLIHX
nepeavy JEKapCTBEHHBIX NPENapaToB OT IPOU3BOAUTENA K UMIIOPTEPY B IpoLiecce
WHOCTPaHHOIO  IPOM3BOJACTBA, IIPUMEHJAETCA  ynpomeHHas cxema 703,
II03BOJIAIONIAsl B OMHOCTOPOHHEM NOPSAJKE MEPEBECTH JIEKAPCTBEHHEIE IPENapaThl
Ha craryc «BBe3eH Ha TeppuTopuio POy,

IIpy OoTCYTCTBUM MOATBEPKIACHUA OT IOCTABIIMKA B YCTAHOBJICHHBIE CPOKU
cornacHo IIITP® Nel556 unm uHBIX MpoOJieM IIPU OCYIIECTBICHHH ONepalui
obopora wMmapkupoBanHbIXx JIII, pomyckaercss wucrnonp3oBaHue cxeMber 703
OCYILECTBISIIOIIed MpHEMKy Ha OajlaHC OpraHM3allii BBIIOJHHUBIIEH OTNpAaBKY
JAHHOM cXxeMBbI 0€3 MOATBEPKACHUS KOHTpareHTa.

Mexanusm cxembsl 703 (ONpUXOAOBAaHHUE) MOMKET MPUMEHATHCS U B LEJAX
YCTPaHEHUs TOTeHUHANBHEIX Pa3phIBOB B TOBAPOIPOBOAAIMIEH LENOYKH BCEMH
YYaCTHUKaMH TOBapOIPOBOISIIEH LeNU — MPOU3BOAUTENAMH, JUCTPUOBIOTOPaMH,
MEIUIHHCKUMU U (JapMalleBTHYeCKUMU OpraHu3aLlusiMu.

Cnenyer ob6paTiTh BHUMaHUeE:

o [IpumeHenne cxemsl 703 nOMyCTUMO TOJNBKO AJIS JICKAPCTBEHHBIX IpenapaToB
npolecca WHOCTPAHHOIO IPOM3BOACTBA WIIM HMHOCTPAHHOIO IPOU3BOJCTBA
JIEKapCTBEHHEBIX MpENapaToB U3 rocyaapcts-uieHoB EADC;

e 3a HCKIIOYEHUEM JIEKAPCTBEHHBIX MpPENaparoB, BKIIOYEHHBIX B IEPEYEHb
12B3H.

[aHHbie METOAUUYECKUE PEKOMEHAALNKU MOTYT BbITb AONONHEHBI N0 GAKTY NOCTYNNEHUA YTOYHAIOWNX
cBeaeHui.




[NocnenoBarenbHOCTE Nepenain CBEJICHHH B YBEIOMHUTEILHOM PEXHUME
pab6oter ®I' IC MUIIT npu paboTe ¢ MapKupOBaHHBIMHU
JIEKapCTBEHHBIMU IIpenapaTaMu (ONPUX010BaHUE NMIIOPTA)

Hpumep - 1,
Bgro3s JHI Ha Teppuropuio P®, OnpuxonosaHie HMNOPTA.
1. Ilepenaua cBenenuii o BBo3e/otrpy3ke JIII B PO (331, 332).

a. Mo 1 urons 2021 roga momyckaercs nepexon K 1.5 (ojaua cBeeHu
B cxeme 703);

2. KoHTpareHT oTnpaBnseT noATBep;kaeHne onepamuu (cxema 701).

3. Ecnu NOATBCPKACHUE  NIPOUCXOOHUT  KOPPEKTHO, ornepaunns  BBO3a
JICKaPpCTBCHHEIX [IpernapaToB YCIEUIHO 3aBepIlIcHa.

4. B cnyuae Hanuuus ommOOK NpU Mepenaye cBeleHUi o BBo3e/oTrpyske JIII
WIN [PY ITOATBEPXKACHHUHN ONepanyy MPUEMKH, UMIIOPTEP B OJHOCTOPOHHEM
HOpsiiKe HampapiseT coobienne no cxeme 703.

5. B ciyuae noiy4eHusl KBUTaHIUU C HHGopManuel 06 yCrelHoM 3aBepIleHUN
onepaiu 703, mo pe3ynapTaTy BBINONHEHHWS 1.4, BBO3/0Trpy3ka
JICKApCTBEHHBIX IPENapaTOB YCHEIIHO 3aBeplmicHa. JIeKapcTBEHHBIN
npenapar IpUHUMaeT cTaTyc «BBeseH Ha Teppuropuio POy, nepexoauT Ha
GanaHC KOHTpareHTy, OTHpPaBHBIIEMY CBEACHHS M JOCTYNEH Ul
JabHEHIINX omepauuil.

a. o 1 despans 2021 B cimyyae OTCYTCTBHS OTBETa MpPH INPUEMKE
JNOKyMEHTa WId MH(opManuu o yCrelHOM 3aBepIIeHUs ollepallui B
KBUTAaHIUY 3a TEPUOA, MNPEBHIIAOMMUA 15 MHHYT OT MONBITKH
oTnpaBku JokymeHta B cucremy ®IHYC MJJII, pomyckaercs
JaJbHEHIIee COBEPIIEHUE ONMEpallii C JIEKapCTBEHHBIM NpenapaToM
0e3 NOBTOPHOI OTNIPaBKU CBEACHUI.

[aHHble meToaUUECKME peKoMeHAaLUN MOTYT BbiTb AONONHEHDB! NO GaKTy NOCTYNNEHUA YTOUHRIOLLMX
cBeaeHuN.



MNpunoxxeHue

BnoK-cxembl onucaHuA TMNOBbLIX cLueHapues paboTsl
y4yaCTHMKOB 060poOTa TOBapoOB Npu yBe4OMUTENBHOM PeXkume
byHKUMOHUpoBaHua PrC MAN

(nencreytor go 01.02.2021)

[aHHble meToaMYeCcKME peKOMEHAAUUM MOTYT ObiTb AONOIHEHBI NO GAKTY NOCTYNNEHUA YTOUHAOLIMX
ceeaeHui,
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