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OO0111ee onucaHue YBEIOMUTEIBLHOIO peKUMa pabOThI
yyacTHUKOB ®I'MIC MJIJITT

B cBs3u ¢ nepexogom ®I'MIC MIJIT (MIJIIT, UC MJIII, Cucrema) Ha
YBEJIOMUTEIIbHBIN PEKUM, TPU BOSHUKHOBEHUH ITPOOJIEM C PETUCTpaIlMel CBECHUM
00 o6opore JIII, ywyacTHUKaM JOBOASTCS  CIEAYIONIME METOJUYECKUE
PEKOMEHAIMHU 110 HACTPOHKE U paboTe COOCTBEHHBIX TOBAPO-YUETHBIX CUCTEM.

VYBegomutenbHblii pesxkum padotsl ¢ GI'UC MJIIT yuactHukOB 060poTa
JIEKapCTBEHHBIX MPENapaToB perjiaMeHTHPYETCs U3MEHEHUSIMU B IIOCTAHOBIIEHUU
[IpaButenbcTBa Poccuiickoit @enepanuu Nel556 B yactu:

AO3a1 TpeTuii myHKTa 32

o 1 deBpans 2021r., B ciayyae HEMOIy4YEHUS CYOBEKTOM OOpalieHHs
JIEKapCTBEHHBIX CPEACTB KBUTAHIIMH O IIPUEME CBEJICHUI B COOTBETCTBUU € a03a1ieM
BTOPBIM HACTOSIIETO IIyHKTa IIpM MPEJACTABICHUM CBEACHUHA B CHCTEMY
MOHHUTOPHUHIA B COOTBETCTBUU C ab3alleM TpeThUM MyHKTa 35, myHkramu 37 - 381,
40, 41,43, 44, 442 u 45 nactosimiero [lonoxenus B TedeHue 15 MUHYT ¢ MOMEHTA
NpeACcTaBJeHUsA CyObEeKT oOOpallleHHus JIEKApCTBEHHBIX CpEACTB  BIIpaBe
OCYLIECTBJISATh JaJIbHEHIINE ONepaluu ¢ JIEKapCTBEHHbIMU IIpernapaTraMu, He
JOKHUJIAsACh MOJTYYEHUsI KBUTAHIIUU O IPUEME CBEICHUM.

VYkazaHHasg HOpMa pacrpoCTPaHIETCs Ha CIydYau:

1. OrcytctBusa chpopmupoBanHoit @I'MC MJIIT kBuTaHuu ipu 00paboTKe U
¢ukcammm B OI'MMIC MJUJIIl cBenenwmii, mpenCTaBIECHHBIX CYOBEKTOM
oOpallleHus TeKapCTBEHHBIX CPECTB;

2. ®opmupoanust ®I'MC MJJIIT kButaniuu ¢ ommbkoi (Reject) mo uroram
00pabOTKM  CBENEHM, MPEACTAaBICHHBIX  CYOBEKTOM  OOpalieHus
JIEKapCTBEHHBIX CPE/CTB,;

3. ®opmuposanuss GI'MC MJIJIII kBUTaHIIUM C YACTUYHBIM IPUEMOM CBEJICHUIN
(Partial);

4. Hemrrataorr padotet ®I'MC MJUJIII, Omoxupyromiei mpueM CBEAEHUN OT
CyOBEKTOB OOpalieHuss JIEKApCTBEHHBIX CPEICTB, IOATBEPKICHHOM
oneparopom ®I'NC MJUIIT,

5. Henoctynnocts noprana wiu APl ®T'UIC MJIIL.

JIeMCTBYET B OTHOIICHUH CIIEAYIOIUX OTIEPALAM:
e 313 - Peructpanus 8 UC MJIJIII cBeaenuti 0 BeIyCcKe TOTOBOM MPOAYKITHH;
e 314 - Peructpamus 8 UC MJUIIT cBenenuit 06 oTrpy3ke JieKapCTBEHHBIX
IpenapaToB JjIsl BBIITyCKa TOTOBOM ITPOTYKITUH;
e 315 - Perucrpanus B UC MJUJIII cBenenuii o BO3Bpare JE€KAPCTBEHHBIX
penapaToB KOHTPAKTHOMY ITPOU3BOIUTEIO;

[aHHble MeTogMYECKME peKOMEHAAUNM MOTYT BbITb 40MNONHEHBI NO PaKTy NOCTYNAEHUSA YTOUHAKOLMX
cBeZleHUN.



e 331 - Peructparus B UC MJIJIII cBenennii 00 oTrpy3Ke JeKapCTBEHHBIX
npenaparoB B Pocculickyro denepaiuto;

o 332 - Peructpanus B MC MJUJIII cBenenuii 0 BBO3€ JIEKapCTBEHHBIX
npenapaToB B Poccuiickyro @enepanuio;

e 333 - Peructpanus B8 MC MIJIII cBemenmii 0 BBO3€ JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyro denepanuio 6e3 UMIopTepa;

e 334 - Peructpanus B UC MJIJITI cBeneHuit o nepeMerneHnu JeKapCTBEHHBIX
penapaToB MEX,1y 30HaMH TaMOKEHHOTO KOHTPOJIS;

e 335 - Perucrpauus 8 UC MIJIII cBenenuit o pe3yiabrarax TaMOXEHHOTO
oopMIICHUS;

e 336 -Perucrpanus nepxxarenem PY (unm ero mpencTaBUTEIHCTBOM)
cBeneHuit 00 ycmoBusix BBo3a B Poccuiickyro ®enepanmio JIII,
MAapKUPOBAHHBIX HA TaMOKeHHOM ckinajae, B UC MJJIII;

e 341 - Peructpamus B8 UC MJJIII cBenenuit o mpueMke JIeKapCTBEHHBIX
IpenapaToB Ha CKJIaJl UMIIOPTEPa;

o 342 - Peructpamus B8 UC MJIJIII cBenenmit o BBoAe JIII B 06opoT Ha
teppuropuu PO;

e 351 - Peructpammus B MUC MJJIII cBeaenuii o cMeHe COOCTBEHHHKA
JIEKaApCTBEHHBIX IIPENapaToB;

e 360 - Peructparmus B MC MJUJIII cBemeHuit o BBO3€ COOCTBEHHBIX
JIEKapCTBEHHBIX TpenaparoB B Poccuiickyto @eaepanuto u3 crpad EADC;

e 361 - Perucrpanus 8 UC MJUJIII cBenenuii 06 oTrpy3ke JieKapCTBEHHBIX
npenapatoB B Poccuiickyro ®@enepannro u3 ctpan EASC;

e 362 - Perucrpamus 8 UC MJIJIII cBenenuii o BBo3e u3 EADC u npuemke
JIEKApCTBEHHBIX IIPENapaToB Ha CKJIAJl IOKYIATEes;

e 363 - Peructpamus 8 MC MJJIIl cBenenuit o BBOJE JIEKAPCTBEHHBIX
npenapaToB B 000poT Ha Tepputopun Poccuiickoit denepannu;

e 381 - Peructpauus 8 UC MJJIII cBenenunii 06 oTrpy3Ke JIeKapCTBEHHBIX
npenapaToB COOCTBEHHUKY;

e 415 - Peructpamus B8 UC MJUJIII cBenennit 06 oTrpy3Kke J€KapCTBEHHBIX
IpenapaToB CO CKJIaJa OTIPaBUTEIIS,

e 416 - Peructpamus 8 UC MJJIII cBenenuii o mpuemMke JeKapCTBEHHBIX
MpenapaToB Ha CKJaj HOJydaTes;

e 417 - Peructpauus 8 UC MIJIII cBenenuii 0 BO3BpaTe NPUOCTAHOBIEHHBIX
JIEKApCTBEHHBIX IIPENapaToB;

e 431 - Peructpauus B MC M/IJIIT cBenenuii 0 nepeMenieHuu JeKapCTBEHHbBIX
penapaToB MEXIAYy Pa3IMUHbIMU aJIPECAMU OCYILECTBICHUS AEATEIbHOCTY;

e 470 - Perucrpanus B HMC MJUIII cBeneHmii o CMeHe BIiajelbla
JIEKAPCTBEHHBIX IMPENAapaToOB B paMKaxX TOCYJapCTBEHHOIO JIEKAPCTBEHHOTO
oOecrneueHus,

e 471 - Peructpauus B HMC MJUIIl cBeneHuit o cMeHe Biajebla
JIEKAPCTBEHHBIX IMPENapaToB B paMKaX rOCyJapCTBEHHOTO JIEKAPCTBEHHOTO
oOecIrieyeHus;

[aHHble MeTogMYECKME peKOMEHAAUNM MOTYT BbITb 40MNONHEHBI NO PaKTy NOCTYNAEHUSA YTOUHAKOLMX
cBeZleHUN.



o 472 - Peructpamus B8 UC MJIJIIT cBenennit 06 oTrpy3Kke JIeKapCTBEHHBIX
IpenapaToB CO CKJIaja OTIPABUTENS B paMKaxX areHTCKOIro JJOTOBOPA;

e 701 - Perucrpanus B MC MJUJIIl noarBepxaeHusi (aKienToBaHUS)
CBEJCHHUU;

e 702 - Peructpanus 8 UC M/IJIII cBenenuit 00 onmpuxoq0BaHNH;

e 703 - Peructpamus 8 UC MJIJIII cBenenuii 06 onpuxogoBaHUU (MMIIOPT);

e 911 - Peructpamus 8 UC MIJIIT cBeaenuit 06 arperupoBaHud yImaKOBOK
JIEKapCTBEHHBIX MpENnaparoB B TPETHUHYIO (3aBOJCKYIO0, TPAHCIOPTHYIO)
YIaKOBKY;

e 912 - Peructpanus 8 UC MUIII cBenenuii o pacopmMupoBaHUH TPETUIHON
(3aBOJICKOM, TPAHCTIOPTHOM ) YITAKOBKH JIEKAPCTBEHHBIX MPEINaparos;

e 913 - Perucrpaums B MC MJUIII cBeneHuit 00 H3BIATHU YHaKOBOK
JIEKApCTBEHHBIX IMpEnapaToB W3 TPETUYHOHM (3aBOJICKOM, TPaHCIIOPTHOM)
YIaKOBKH,

e 914 - Peructpamus B8 UC MJIJIII cBeneHuii 0 TOMOTHUTEILHOM BIIOKCHHUH
YHaKOBOK B TPETUYHYIO (3aBOJICKYIO, TPAHCIIOPTHYIO) YIIAKOBKY;

e 915 - Perucrpamms B MC MJJIIl cBeneHuit 00 arperupoBaHHHM BO
MHOKECTBO TPETUYHBIX (3aBOJCKUX, TPAHCIIOPTHBIX) YIIAKOBOK;

e 916 - Perucrpanus 8 UC M/IJIIT cBenenwmii 0 TOMMOTHUTEIEHOM BIIOKEHUHU
BO MHOKE€CTBO TPETHYHBIX (3aBOJICKUX, TPAHCTIOPTHBIX) YITAKOBOK.

[Ipu otcyrctBum BbimeykazaHHbix cBenenuin B MMC MJUJIIT cyObexTh
oOpallleHusl JICKAPCTBEHHBIX CPEJACTB BIPaBe OCYLIECTBISATh JaJIbHEHIIINE
dbu3nYecKkue onepalny ¢ JICKapCTBEHHBIM IIpenapaToM.

[Ipu 3TOM MOBTOPHOW OTMPABKHU TOCIE OTCYTCTBHSI/OMMUOKA KBUTAHIIUU IO
UTOTaM HaIlpaBJICHUS CBEJICHUI HE TpeOyeTcs.

C 1enpIo OCYIIECTBICHUS KOPPEKTHOTO BBIMyCKa JIEKAPCTBEHHBIX TPEIIapaToB
JUIi BHYTPEHHETro TnoTpebsienuss npu ummnopre (3a wuckimouenueM EADC)
HE00X0AMMO 00€CTIeUnTh MPEICTABICHUE U YCIENIHYI0 00paboTKy cBeaeHu 00
arperamuu.

C menbro OCYyIIECTBICHHUS KOPPEKTHOTO BBOJAA B TPaXXTAHCKUN 000pOT
JICKapCTBEHHBIX TpenapaToB, BBO3UMbIX C Tepputopun EADC, HeoOxomumo
o0OecreunTh TMpEACTaBICHUE U YCHEHIHY0 00pabOTKy CBEIEHM O BBO3€
JIEKapCTBEHHBIX MpenapaToB (Ju0o ¢ ucnonb3zoBanueM onepauuii 360/361/362 unu
BOCIIOJIb30BaBIINCH onepanueit 703).

[Ipu HeoOXxomuMocTH (UKCAMKM JAJbHEUIINX CBEJCHUA B OTHOIICHUU
JIEKapCTBEHHOr0  Ipemapara, i KOTOPOrO  OTCYTCTBYIOT  YCIEIIHO
3apEruCTPUPOBAHHBIE MpEAbIAYIIIE ornepaunuu, CyOBEKT oOpareHus
JICKApCTBEHHBIX  CPEACTB  MOXET  OCYIIECTBUTH  ONPHUXOJOBAHUE  TaKOTO
JIEKapCTBEHHOTO Mpernapara ¢ ucrnosibzoBanuem cxem 702 u 703.

[aHHble MeTogMYECKME peKOMEHAAUNM MOTYT BbITb 40MNONHEHBI NO PaKTy NOCTYNAEHUSA YTOUHAKOLMX
cBeZleHUN.



Pexomennanmu 1mo nucCrojapr30BaHUIO
YIIPOILIEHHOI0 0OPaTHOTO aKIIENTOBAHUS
(702 cxema — ONPUXOJOBAHHUE)

B cBasu ¢ mepexomom MJUIII Ha yBEOJOMHUTENBHBIA pPEXUM, IpHU
BO3HUKHOBEHHUH IMPoOJIeM ¢ perucrpaiueit ceenenuii o0 odopote JIII, peanuszosan
YOpOUIEHHBIM Tpoluecc ocymectienus npuemku JIII He Tpebyromiero
noaTrsepxkacHue npueMku JIIT or nmocraBmumka.

B mensx ycTpaHeHHs TOTEHIMAIBHBIX Pa3pbIBOB B TOBAPOMPOBOJISIINX
IIEMOYKaX peaJM30BaH MEXaHHW3M OIPUXOJIOBaHHUS W JopaboTaHa cxema
YOPOUIEHHOT0 OOpaTHOTrO akUenToBaHud (mamee 1o Tekecry cxema 702
«Pecucmpayus 6 ®I'UC MJJIII ceedenuti 06 onpuxodosanuu.

Cxema 702 gocTyriHa U MOXET MIPUMEHSATHCS BCeMU CyObeKTaMu oOparieHus,
UMEIOIIUMU:

e  @DapMaleBTUYECKYIO JUIICH3UIO;
e MeIuIMHCKYIO JTUIEH3HUIO;
e JIuueH3uro Ha NPOU3BOJICTRO.

Cxema ynpoOIIEHHOTO OOpaTHOrO AakKUENTOBAaHUS  MOXKET IPUMEHSTHCS
cyObeKTamMu oOpalleHuss B Cilydae, e€Clu CyOBeKT oOpalleHus JeKapCTBEHHOIO
npenapara no kakum Jmbo npuuumHaMm He nepenan B UC MJUJIIT cBexenus o
npuemke/otrpy3ke JIII unu akuente cBeiaeHuit o0 000poT€ MapKUPOBAHHOTO
JICKApCTBEHHOT'O TIperapara, WM M0 TeXHHMYCCKHMM/MHBIM MPUYMHAM YKa3aHHBIC
cBeneHus He Obutn 3apeructpupoBanbl B MJUIIL, nubo mo pemenuto cyobekTa
oOpareHus.

CyOBekT oOpaiieHus, OCYILECTBUBILIUI (haKTHYECKYIO MIPUEMKY
MAapKHUPOBAHHOTO JIEKAPCTBEHHOIO IIpernapara Ha CKJIad, IS IOCJIEAYIOLIETO
BBIOBITHS WJIM JIBFDKCHHSI MAapKHUPOBAHHOTO JICKAPCTBEHHOTO Tperapara, MOXKET
OCYIIIECTBUTH OMPUXOJOBAHUE TAKOIO JIEKAPCTBCHHOTO IIpernapara myTeM 3arpy3Ku
cxemsbl 702.

AHaJIOTUYHO, CYOBEKT OOpalleHus, OCYIIECTBUBIINN KOPPEKTUPOBKY paHee
HaIlpaBJIEHHbIX, HO He 3apeructpupoBaHHbix B MC MJUIIT cBemeHuii, mMoxker
BOCITOJIb30BaThCA cxeMoM 702 1isi MOCJIEIyIOLIET0 JBHXKEHUS MapKHUPOBAHHOTO
JIEKAPCTBEHHOTI'O MPEMAapara.

Cxema ynpoIIeHHOTO OOpaTHOTO aKIENTOBAaHUS HE TPeOyeT MOATBEPKIACHUS
00 OTrpy3Ke CO CTOPOHBI KOHTpareHTa. MapKkupoBaHHBIN JIEKAPCTBEHHBIN Mpenapar
OyJleT NpUHAT Ha OanaHc opraHu3aluy, 3apeructpuponasiueid 702 onepanuto B UC
MJUJIIL.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



Ol"paHI/ILICHI/Iﬂ 110 npnmeHeHmo:

1.

Cxema 702 He mnpuMeHSAETCS JIs JICKAPCTBEHHBIX IPEMApaToB TPYIIIHI
12B3H;

CxeMa onpuxofoBaHus He TPeOyeT MOATBEPKIAEHUS 00 OTTPY3KE CO CTOPOHBI
OTIIPaBUTEIIS;

B oTHoOIIICHUH Oleparyy OMPUXO0I0BaHUs HE IIPUMEHUMA OIepalisi OTMEHbI
(250-recall.xsd), a Takke ornepamyu OT36IBa U OTKa3a OT MpUeMKH (251, 252).

Takum o0OpazoM, mpu HEOOXOAUMOCTH TMPOBEACHUS OOpPATHOU JIOTUCTUKU
HY>KHO MOBTOPHO BOCIIOJIb30BaThcs cxemoit 702;

Cxema 702 He BIMAET HA MPOLIECCH MPOXOKICHUS TAMOXECHHBIX MPOLEIYD,
a TaKk)Ke TPOIIECChl BBOJIA JIEKAPCTBEHHOTO Mpemnapara B rpakIaHCKuil 000poT
B cucteme otbopa obpasioB AVC Poc3npaBHanzopa;

Ins onepanuu 702 10CTYNHO aBTOMaTUYECKOE M3bsATUE yKa3zaHHbIX SGTIN
1 SSCC u3 rpynnoBoi yIakOBKH BEPXHETO YPOBHS.

He nmomyckaercs perucrpanum onpuxogoBanus no SGTIN mHaxoxasmuxcs B
SSCC Broporo ypoBHsi (TaJlI€ThI).

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



Mpumep nmnonb3oBaHuAa cxembl 702 Ana onpmMxo40BaHMA TOBapa

‘ Havano ‘

Aa lMNepeaan ceegeHna Npu Het
perucTpauum ceegenunii ob
o6opote?

MopaTe cBEAEHMA

Het BO3HMKAW OLLIKUGKM Aa
npu perncTpauuu
ceefleHWid 06 obopoTe? l

MoaaTh CBeAeHUA CXeMOKH

h

702
Het
MNpouecc nepemMeLleHuUA MNpouecc nepemereHuna JN
JIMN Ha cooTeeTcTBYyIOLEE Ha cooTBeTcTBYOLEee M/
MJ 3asepwieH? Aa 3aBeplueH
(vcnewrelii akyenm) l

OcyuiecTBaeHne ganbHenwmx
aencrenia ¢ 1N

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.



PexoMeHnanuu ajisi CyoObeKTOB 0OpaIlieHUs JIEKapCTBEHHBIX
CPEACTB MpHU paboTe ¢ MAPKUPOBAHHBIMU JIEKAPCTBEHHBIMU

npernaparaMy B yBEIOMUTEILHOM PEKUME pabOThI
OI'MC MIJITT

[Ipy BO3HUKHOBEHHH MPOOJieM y CyOBEKTOB OOpallieHus JIEKapCTBEHHBIX
CPEICTB C MPOLECCOM 000pOTa MAPKUPOBAHHBIX JIEKAPCTBEHHBIX IMpEnapaToB Ha
MECTO OCYILECTBICHUE ACATEIbHOCTH JJISI MEIUIIMHCKUX OPTaHU3alNi U alTeYHBIX
opranu3zanuii ocymectistomux ormyck JIIT (3a HCKItOUYEHHEM JIEKapCTBEHHBIX
npenapaTroB BKIIOYEHHBIX B iepeueHb 12B3H), peanu3oBan ynpoIleHHbINH Mpoiece
He TpeOyIoIUi MOATBEPKIACHUS OT KOHTPAreHTa.

B ciydae orcyTcTBUS TOATBEpXKICHHS (aKIenTa) OT KOHTpareHTra Ha
OTMPABIICHHBIN JTOKYMEHT, ocylecTBiswomuii nepememenne JIII Ha Oamanc
noJtyvarens, nomyckaercst BbisoA JIIT u3 06opoTa ¢ ucnoiab30BaHuEeM KOHTPOJIbHO-
KacCOBOM TEXHUKHU U YCTPONCTBA PETUCTPATOP BHIOBITHS.

B cnyudae ocymectsinenus BoiObITHs JIIT wepes KKT u PB no 3aBepuienus
orepaluii 1Mo perucTpanuu ceejeHuit 00 obopore mapkupoBanHbix JIIT Ha MecTo
NeAaTeNIbHOCTH ocyiecTBuBIee BbIBOA JIIT M3 000poTa MOXKET OCYIIECTBISTHCA
OTITPaBKa KOPPEKTHOM MOCJIENOBATEIbHOCTH JOKYMEHTOB 3aBEPIIAIOIINX ITPOLECC
oboporTa.

[Ipy oTCYyTCTBHMM NMOATBEPKIAEHUS OT MOCTABIIMKA B YCTAHOBJIEHHBIE CPOKH
cornacHo [IITP® Nel556 unu uHBIX MpoOJEM MPU OCYUIECTBICHUU OIEpaluii
obopora  MapkupoBaHHbIX JIII,  ;momyckaeTcs  HMCHOJIB30BAaHUE  CXEMBI
7020cyniecTBISIONIEH MPUEMKY Ha OalaHC OpraHU3alMU BBIIIOJIHUBIIEH OTIIPABKY
JAHHOM cXeMbl 0€3 MOJTBEPKACHUSI KOHTPATreHTA.

Mexanu3Mm cxembl 702 (OIpUXOI0BAHUE) MOXKET MPUMEHSATHCS B TOM YHUCJIE B
HEJISIX YCTPAaHEHMsI MOTEHIMATbHBIX Pa3pbIBOB B TOBAPOIPOBOISAIICH IIEMOYKH
BCEMHU YYACTHUKAMHU TOBAPOIPOBOISILEH LETHN:

e [IpousBomurensamu;

e JluctpubbroTopamuy;

o MeauiHCKUMH U (papMarieBTUIECKUMU OpTraHU3aIUsIMU.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[TocnenoBaTenbHOCTh NIEpEaun CBEACHUN B YBEIOMUTEILHOM PEKUME
paboTel ®I'MC MJIJIIT ipu 0OpaTHOM TTOPSIIKE

1. OrnpaBka cBenenuii o 416 cxeme ¢ ykazanueM nepeunst SGTIN\SSCC;

a. Jlo 1 urons 2021 roga momyckaercs nepexos K 1.6 (mogaya cBeieHui
B cxeme 702);

2. Breiox uepe3 PB\KKT, moctymienue cxembr 10511\10521\10531 8 ®I'UC
MJIJIIT;

3. IlomydyeHue KBUTAHLMM MO paHee HampaBleHHOW 416 cxeme B ciyuae
OTCYTCTBHSI BO3MOKHOCTH €€ IOJIy4eHHs B 1.1

4. Tlpu ycnemHoil KBUTaHIMU IO PE3YJIbTAaTy BBIIOJHEHHS 1.3 CO CTOPOHBI
METUITUHCKON\aI TeuHOM OpraHH3aLNN HE00X0MMO ITOJIyYUTh
IIOATBEPKACHUE OT IIOCTABIIUKA;

5. Ilpu oTka3e mocTaBIIMKA OT TMOJATBEPXKICHUS IPUEMKH IO Pe3yJIbTaTy
MOBTOPHO TMOJATh CBEJICHUS HCHpaBUB OMIMOKKA B 416 cxeme U OXHUAATh
MIOJITBEPIKICHUS OT ITOCTABIIUKA;

6. B ciiyyae oTcyTcTBHS MOATBEPKISHUS OT MOCTABIIMKA T10/1aTh CBEJICHUS TI0
702 cxeme B DIT'UUC MIJIIT ¢ ykazanuem nepeunss SGTIN\SSCC, cornacHo
MepEIaHHBIM CBEJCHUSIM B 416 cxeme;

7. B ciyuae nonyyeHusi KBUTaHIIUU ¢ HHGOpMaIuen 00 yCIeITHOM 3aBEPIICHUH
onepaunu 702 mo pe3ysbTaTy BbINOIHEHUS 1.6 mpuemka JIII co cTopoHbl
METMIIMHCKON\aIITeYHOH OpTraHNU3alliK 3aBEPIICHA.

a. Jlo 1 ¢epans 2021 mig anTedHBIX W MEAUIIMHCKUX OpraHU3aIui
MOCJIC HAIlPaBJICHUS JIOKYMEHTA O IIPUEMKE JIOMYCKAETCsl COBEPIICHUE
CIEAYIOUIMX olepauuii, 0e3 0XuAaHUs TMOJyYEHUS KBUTAHIIMU IO
HaIpaBJICHHOMY JOKyMeHTY 0 npueMke B @T'IC MJIJITI.

BaxHo!

e [lo ¢akry mocryrmuienus ceeaennit 10511\10521\10531 8 MIJIIT gomkHa
coOJII01aThCS TTOCIIEI0BATEIBLHOCTD, MEPEAABAEMBIX CBEJCHUN O MPUEMKE
JIII. Jlna omepanmii npuemku JII1 3HadueHue B Tere «operation date» B
OI'MC MIJIIT nns SGTIN Haxoasmiuxcsi B peecTpe OXKUJaHUi Oyner
paspenieHa nepenada CBeIeHUA 0€3 XPOHOJOTMYECKOIO ydeTa OIEpaluH
10511\10521\10531(oxkumaercs peanuzanus B PI'UC MJII);

e 3a UCKIIIOYEHUEM JIEKAPCTBEHHBIX IPENAPATOB, BKIKYEHHBIX B IEPEUYCHb
12B3H.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[TocnenoBaTenbHOCTh NIEPEaun CBEACHUN B YBEIOMUTEILHOM PEKHUME
pabotel ®I'MIC MJIIT mpu nipsiMoM TOpsIIKE

1. OrnpaBka cBefieHU 0 TOATBEPkKACHUHU NTpueMku 1o 701 cxeme;

a. Jlo 1 urons 2021 roga momyckaeTcst mepexo K .6 (rmogada cBeIeHUI
B cxeme 702);

2. Breiox yepe3 PB\KKT, moctymienue cxembr 10511\10521\10531 B ®I'UC
MJIJIIT;

3. Ilomydyenue kBUTAaHLMU MO paHee HampaeieHHoW 701 cxeme B ciyuae
OTCYTCTBHSI BO3MOKHOCTH €€ IOJIy4eHUS B I1.1;

4. Tlpu ycnemHoW KBUTAHLUMM MO PE3yJbTaTy BBIMNOJHEHUS 1.3 NpHEeMKa
3aBEPILICHA;

5. [Ipu momyyeHun OMMOKHM B KBHUTAHIIMM HEOOXOIUMO CKOPPEKTHUPOBATH
OIIMOKH U MOBTOPHO HarpaBuTh 701 cxemy;

6. B cnydae HEBO3MOXHOCTH MPUEMKH 10 PE3yJIbTATy T.5 T0/IaTh CBEJACHHS O
npuemke 1o 702 cxeme B ®I'MIC MJJIII ¢ ykazanuem niepeunss SGTIN\SSCC,
COTJIACHO TepeaHHbIM cBeieHHsIM B 701 cxeme;

7. B cnyuae nonyyeHust KBUTaHUIUU ¢ HH(pOpMaLeil 00 yCIeHOM 3aBepIICHUN
onepauu 702 mo pesynbrary BbINOIHEHHUs 1.6 mpuemka JIII co cTopoHbI
MEIUITUHCKON\AIITeUHOM OpraHn3alliy 3aBEePIIICHA.

a. Jlo 1 depans 2021 myis anTeuyHbIX U MEAUIIMHCKUX OpraHu3aiui
MIOCJIC HAITPABJICHUS JIOKYMEHTA O MIPUEMKE JIOIYCKAETCSI COBEPIICHUE
CIeNYIOIUX Omeparuii, 0e3 OXHUIaHWs TOJYyYEHUS KBUTAHIIUU II0
HanpaBJIE€HHOMY JTIOKyMeHTY o npuemke B ®T'MIC MJIJIIL

Baxxuo!

o Ilo dakty mnocrymienus cBeaenuid 10511\10521\10531 B MJUJIIT
JO0JHKHA COOJIOIATHCS TIOCTIEIOBATEIBHOCTD, MTEPEIaBacMbIX CBEICHUN
o npuemke JIHI. [Insa onepamuii npuemku JIII 3nauenue B Tere
«operation_date» B ®T'UC MJITI nns SGTIN Haxoasmuxcs B peecTpe
oXugaHuii ~ Oymer  paspelmieHa — mepegada  CBeIeHMHA  0e3
xpoHojoruueckoro ydera omnepamuu 10511\10521\10531(oxkuaercs
peanuzanus B OTUC MJJIID);

e 3a WCKIIOYEHUEM JICKAPCTBEHHBIX MPEMapaToB, BKIIOYEHHBIX B
nepedyens 12B3H.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[TocnemoBaTeIbHOCTD NEPEAAYN CBEICHUN B YBEIOMUTEILHOM PEKUME
pa6otel ®I'MC MIJIIT ni1st BoccTaHOBIICHUS KOHCUCTEHTHOCTH JTaHHBIX

(IIpOU3BOIUTEIIb, TUCTPUOBIOTOP)

B cBs3u ¢ BcTymuiennem B cuity ab3ana Tperbero nmyHkrta 32 Ilomoxenus o

CUCTEME MOHUTOPHUHTIA JABM)KEHUS JICKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO
npuMeHenus B pexakuuu oT 02.11 2020 npumenenue 702 onepanuu HE SBIAETCS
HEOOXOJMMBIM W OCYIIECTBISIETCS Ha YCMOTPEHHE CyOBheKkTa OOparieHus
JIEKapCTBEHHBIX CPEACTB.

1.

OrnpaBka  cBegeHuidt o0  mocraBke 415  cxeMoil  MOCTaBIIUKOM
(mpou3BOAUTENEM, TUCTPUOBIOTOPOM);

[Ipu ycremHoi KBUTAHIMU IO PE3YyJbTATy BBINOJHEHHS 1.1 OTrpy3ka co
CTOPOHBI ITOCTABIIMKA 3aBEPUIEHA,;

KoHTpareHT, BBINOIHAIONIMN NOATBEPKICHHUE IMOCTABKH, HampasisieT 701
CXEMy MOATBEPKACHUS ONIEPALUH;

[Ipn ycnemiHoOW KBHUTAHIMM 10 pe3yJbTaTy BBHINOJHEHUA 1.3 TpHUEMKa
3aBepLICHA;

IIpn monydyeHun OMMOKM B KBUTAHIHMHM I1.3 JIOIMYCTHMBI CJICAYIOIIHE
BAPHUAHTHI JCUCTBUN:

a. BoccraHoBneHHE KOHCUCTEHTHOCTHU JAaHHBIX CO CTOPOHBLI ITIOCTABIIIMKA:

I. IMoctaBmmk wucmonb3yer cxemy 702 (ompuxojoBaHHE) C
uHdopmarmeit u3z cxemsl 415 ns Bo3sparta JII Ha 6ananc ceoei
OpraHU3aIHH.

Ii. TTocTaBHmIMK MOBTOPHO HAIPABISET CBEJCHHS O MocTaBke 415
CXEMOH.

Iii. KoHTpareHT Bo3BpaliaeTcs K BBIIIOJHEHUIO 11.3.
b. BoccraHoBjeHNE KOHCHCTEHTHOCTH JAHHBIX CO CTOPOHBI KOHTpareHTa:

I. KoHTpareHT, 10 COIIACOBAaHUIO C TIOCTABIIUKOM, (POPMHUPYET
cxemy 702 (ompuxo0BaHue);

li. [Ipy TONy4YeHWH KBUTAHIMU OO YCIENIHOM 3aBEpIICHUU
olepalyy NpueMKa Ha GajlaHC KOHTpareHTa 3aBeplleHa;

Iii. TlocTaBmMK y4YHTHIBaET JaHHYI WH(GOPMAIMI0O B CBOCH
cucTeMeE.

Baxxno!

JlelicTBHE 1aHHOTO MEXaHu3Ma aonyckaercs a0 1 uromns 2021.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[Tonp30BaTENBCKUE CLICHAPUU:

IIpumep 1 — OOpaTHBIH NOPSAAOK MOATBEPKIACHUS, ONlePALMS BHIOBITHS :

[Tonb3oBaTens Hanpasui 416 cxemy (0OpaTHBIN NOPSAIOK MOATBEPKIACHHUS),
HO He nmoJiyuuy kButaniuwo ot ®I'MC MJIIT;

[MTonw3oBarens ocymiectBui BeiBo JIIT uepes PB\KKT;

Ot PB/KKT noctynunu ceegenus o BeiBoze JIIT uz o6opora 8 ®I'IC MJIII.
Cxemsr 10511\10521\10531;

[Tonp3oBaTeNh MOMYYHIT KBUTAHIIMIO 00 YCTEIIHOM 3aBEPIICHUM OIepaIiuu
416;

[lonp30oBarens MOMYYWT YBEAOMJICHHE OO0 YCIEIIHOM TMOJATBEPXKICHUU
omnepanuy IMIPUEMKHU CO CTOPOHBI KOHTpareHTa — ypegomienue 607;

[Tpu HEO0OXOIMMOCTHU M0JIb30BATENb BBITTOJTHUII OTepaIuio
pachopmupoBanus/u3batusd. Cxembl 912\913 (mpu nHamumumu SGTIN B
SSCC);

[Ipu HEOOXOaUMOCTH TOJIB30BaTENb BBIMOJHMI Tepemenienue Ha M/, raoe
ObL1 ocymiecTBiieH BbiBoA JIIT u3 060poTa ecnu nprueMka oCyIiecTBIIsIach Ha
nnoe M/JI. Cxema 431 (Ilepememnienue).

IIpumep 2 — Onepanusi BbIObITHS, 00PATHBIH MOPSAOK MOATBEPKACHUS .

[lonb3oBaTens He ormpaBuil 416  cxemy  (0OpaTHBI  MOPSIIOK
noaTeepxaeHus) B DI'MC MJIIT,

[Tome3oBarens ocymectsui BeiBo JIIT uepe3 PB\KKT;

Ot PB/KKT noctynunu ceeaenus o BeiBoze JIIT u3 o6opora 8 ®I'IC MJIII.
Cxemsl 10511\10521\10531;

[Tonb3oBarens otnpasmit 416 cxemy (0OpaTHBIN MOPSAOK MOATBEPKICHNUA);
[Tonp30BaTEh MOMYYNIT KBUTAHITUIO 00 YCHEIIHOM 3aBEPIICHUH OTECPAINH
416;

[lonb30BaTens MOMYYWT YyBEAOMJICHHE OO0 YCIEIIHOM MOJITBEPXKICHUU
omnepaluu MPUEMKHU CO CTOPOHBI KOHTpareHTa — ypegomiieHue 607;

[Ipu HEO0OXOIUMOCTHU MI0JIb30BATENb BBITTOJIHUII OTEepaIuio
pachopmupoBanus/u3biatug. Cxembr 912\913 (mpu nHamumumu SGTIN B
SSCC);

[Ipn HEOOXOAUMOCTH TOJIL30BATENb BBINMOJIHUI NepeMenienue Ha MJI, raoe
ObL1 ocymiectBiieH BbiBo JIIT U3 o6opota eciu npueMka oCyIecTBIsIach Ha
nnoe M/JI. Cxema 431 (Ilepemernienue).

IIpumep 3 — oOpaTHbI NOPSIAOK MOATBEP:KIEHHUS, ONEpPAUs BbIObITHS,
ONpPHUX0/I0BAHMNE:

[Tonb3oBaTens HanpaBui 416 cxemy (0OpaTHBIN MNOPSAJOK MOATBEPKICHHUS ),
HO He nosyuui kButanuuio ot ®I'MC MJIIT;

[Tons3oBarens ocymectsui BeiBoa JIIT uepe3 PB\KKT;

Ot PB/KKT noctynunu ceeaenus o BeiBoze JIIT uz o6opora 8 ®I'IC MJIII.
Cxemsl 10511\10521\10531;

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
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[Tonp3oBaTens TONYYHMSI KBUTAHIMIO C OMMOKOW mo omepamuu 416 He
MO3BOJIIONIEN TPOBeCTU npueMKy JIIT;

[Tonp3oBarens  ocymiecTBui  moaady cBeaeHudt mno 702 cxeme
(ompuxogoBanue) ¢ nHGopManue u3 cxems 416;

[Tonb3oBaTeNb MOMYYUIT KBUTAHIIMIO 00 YCHEIIHOM 3aBEPIICHUH OINepaluu
702,

[Tpu HEOOXOIUMOCTH MOJIb30BaTENb BBITIOJTHUIT orepaluio
pachopmupoBanus/m3biatusg. Cxembr 912\913 (mpu Hammumu SGTIN B
SSCOC);

[Ipu HEOOXOAUMOCTH TOJIB30BATEIb BBHITIOJHIII TepeMelienre Ha MJI, rae
o611 ocymiecTBiieH BbiBo JIIT n3 06opoTa eciu nmpueMka OCyImecTBIIsIach Ha
unoe MJI. Cxema 431 (Ilepememienue).

Ilpumep 4 — IlpsamMoii NOpPAIOK NOATBEP;KAECHHUS, oONepauus BbIOLITHS,
ONIPHXO0J0BaHME!

[TonyyaTtenem moaydeHo Bxojsiiee yBeaomieHue 601 (mpsmoil mopsiok
MOATBEPKACHUS) OT KOHTPAreHTa,;

[Tomy4garens HanpaBui cxemy 701 (oATBEp K ACHUS, TPSIMON TIOPSIOK);
[Tonyuarens ocymectsui BeiBoa JIIT uepe3 PB\KKT;

Ot PB/KKT noctynunu ceegenus o BeiBoe JIIT uz o6opora 8 ®I'IC MJIII.
Cxemsl 10511\10521\10531;

[Tonp30oBaTenh MOMYyYMST KBUTAHIMIO ¢ OmmMOKoW mo omepamuu /01, He
MO3BOJISIONIEH PoBeCTU npueMKy JIIT;

[Tonp30Barens  OCymeCTBWII — mojady cBeaeHud 1o 702 cxeme
(ompuxo0BaHuE);

[Tpu HEO0OXOIMMOCTHU MOJIb30BATENb BBITTOJTHUIT omepanuio
pachopmupoBanus/u3biatusg. Cxembl 912\913 (mpu nHamumumu SGTIN B
SSCC);

[Ipn HEOOXOIUMOCTH TOTH30BATEh BBHIIOIHIII TiepeMenieHne Ha M/, rae
ob11 ocymiectBiieH BbiBo JIIT U3 06opoTa eciu nmpueMka oCyIecTBIsIach Ha
nnoe M/JI. Cxema 431 (Ilepemenienue).

Ipumep 5 — IIpsiMoii MOPAXOK MOATBEPIKIACHUS, ONIPUXO00BAHME, IOBTOPHAA
OTIIPABKA CBeICHUI MPSIMOT0 MOPAIKA:

[TocTaBuiuk HampasiseT cxemy 415 (mpsiMoii MOPsIIOK MOATBEPKICHUSA );
ITocTaBUIMK NOMTYyYHIT KBUTAHLIMIO 00 YCIIEIIHOM 3aBEpLIEHUH onepauu 415;
Kontparent nanpasnser cxemy 701 (moarBepxkaeHUE onepaiun);
KoHnTpareHT mnomy4yws KBUTaHLMIO ¢ owmuOkod mno omepauuu 701, He
IIO3BOJIAIOIIEN ITpoBeCTH NpruemMKy JIII;

OnmnuoHaabHO MO PEHICHHI0 CYOBEKTOB OOpallleHus JIE€KapCTBEHHBIX
CPEICTB:

[TocTaBmuk Hampasisier cxemy 702 (onpuxomoBanue) ¢ uHpopmanueit 415
CXEMBI, HAIIPaBJIECHHOM B II. | ;

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
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- IlocraBmuk moslydyaeT KBUTAHUUIO OO YCHELIHOM 3aBEPIICHUU OIepaliu
702;
Takum oOpa3om ToBap BO3BpaIllae€TCs MOCTABIIUKY Ha OaaHC.

- IloctaBmiuKk TIOBTOpHO HampasisieT cxemy 415 (mpsmoil mopsimok
MOJITBEPKICHUS );

- TlocTaBuIMK MOMYYHJI KBUTAHIIMIO 00 YCIIELITHOM 3aBeplleHuu onepanuu 415;

- KonrparenT nanpassier cxemy 701 (moaTBepKaeHUE ONEPALUHN);

- KoHTpareHT mojiy4aeT KBUTAHIMIO 00 YCIEHUIHOM 3aBEpIICHUH OIEpaluu
701.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



PekoMmeHnanuu 1o ucnojab30BaHUIO
YIPOIIEHHOI'0 MEXaHU3Ma OIIPUXOA0BaHUS UMITOPTa
(703 cxema — ONpux0/I0BaHKE UMITOPTA)

B cBa3n ¢ u3mMeHeHWeM 1nOCTaHOBIEHMs npaBurenbcrBa Nel556, mpwm
BO3HUKHOBEHHUH OIIMOOK Tipu peructpaiuu ceegaenuit B MIJIIT o BBo3e mpemnapara
B Poccuiickyro  @enepanuro, peanu3oBaH — MEXaHU3M  KOPPEKTUPOBKHU
PETUCTPUPYEMBIX CBEACHUN O BBO3€ MMIIOPTHBIX JIEKAPCTB.

B memax ycTpaHeHHMs NOTEHLHMAIBHBIX Pa3pblBOB B TOBAPONPOBOISIIMX
LENOYKaxX peaiM30BaH MEXaHU3M ONPUXOJIOBaHMS JUIsl UMIOpPTa U pa3paboTaHa
HOBasi CXeMa, KOTOpas B OJHOCTOPOHHEM MOPSAJNKE IO3BOJISIET B YNPOUIEHHOM
peXUME NIEPEBECTH CTATYC JIEKAPCTBEHHBIX NPENAPATOB B «BBE3€H HA TEPPUTOPUIO
PO®» nns panpHeilmero IEHMCTBUS C JIEKAPCTBEHHBIMU IIpemaparaMu COIJIACHO
nacnoptam nporeccoB «Cxema 703. Perucrpanusa 8 ®T'UC MJJIII cBenennii 06
ONPUXO0JIOBAHUU (MMITOPT)».

Cxema 703 gpmoctymHa W MOXET TNPUMEHATHCS  JepKaTessiMU
PErUCTPAllMOHHOIO  YJIOCTOBEPEHHSI — TMPU MPOU3BOJCTBE JIEKAPCTBEHHOIO
npemnapara BHe Teppuropun Poccuiickoit deaepanuu, Wi NpeicTaBUTEILCTBAMU
WHOCTPAHHOM OpraHu3aluu Ha Teppuropun Poccuiickon @enepanuu, BISIIOLIEHCS
nepkareneM JHOO0 BiaJENbLIEM PErHMCTPAMOHHOTO YJIOCTOBEPEHHUS, a TaKKe
UMIIOPTEPAMU  OCYLIECTBIIIIOIIMMHA  BBO3  JIEKAPCTBEHHOI'O IIpemapara Ha
tepputopuro  Poccuiickoit  ®Denepannu. Cxema 703 MOXET NIPUMEHSTHCS
cyObekTamMu oOpalieHusi B cllydae, €Cld 10 TEXHUYECKUM/HHBIM MPUYMHAM
yKa3aHHbIe CBeJIeHUs He ObLIM 3apeructpupoBanbl B MJUJILL, wiam Ha yemoTpenue
cyObeKTa oOpalieHusl.

CyOnekT oOparteHus, OCYIIECTBUBIINN BBO3 MapKHUPOBAHHOTO
JICKapCTBEHHOTO Mperapara, Jis OCISAYIOIIEeTo BBOAA B TPaAXKIaHCKUH 000pOT HiTn
TaMOXEHHOTO O(OpMIICHHS, MOXET OCYIIECTBUTH OINPUXOJOBAHUE TAKOTO
JIEKapCTBEHHOTO TIperapara MmyTeM 3arpy3ku cxemsr 703.

Cxema yIHpoIIEHHOTO MEXaHW3Ma OMNPUXOJOBAaHMUS HMIIOpPTa HE TpeOyer
MOATBEPXKIAEHUST 00 OTTpy3Ke CO CTOPOHBI KOHTpareHTa. MapKupOBaHHBIN
JeKapCTBEHHbIM  mperapaT Oyaer TOpUHAT Ha  OalaHCc — OpraHu3aluu,
3apeructpuposasiieit 703 oneparuto B UC MJIJIII.

OI‘paHI/I‘IGHI/IH I10 IIPUMCHCHHUIO.

1. Cxema 703 He mpuMEHSIETCA MJid JIEKAPCTBEHHBIX MpPENapaToB TPYIIIbI
12B3H;

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
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2. Cxema onpuxo/I0BaHus HE TpeOyeT MOATBEPKAECHUS 00 OTTPY3KE CO CTOPOHBI
OTIIPABHTEIIS;

3. Peructpartus B UC MIJIIT cBenenuit 006 onpuxomoBaruu (703-
posting import.xsd) goctymnHa:

JepxarensiM perucTpalimoOHHOTO YJIOCTOBEPEHUS — ITPU MTPOU3BOCTBE
JIEKapCTBEHHOTIO Ipenapara BHe Tepputopun Poccutickon Oenepanny;

[IpencraBuTenbCTBAM HMHOCTPAHHOW OpraHu3allid HAa TEPPUTOPUU
Poccuiickon denepanuu, siIBISIFOIIENUCS IEPKATETIEM;

BJ'Ia,ZleJIBHaM PETHUCTPALIMOHHOTO YAOCTOBCPCHUS,

NmnoprepaM, OCyHIECTBISIONIMMHA BBO3 JIEKAPCTBEHHOI'O Iperapara
Ha Teppurtoputo Poccutickonn deaeparuu.

4. Peructpanusa B UC MJJIIT cBenenunii 00 onpuxoj0BaHUU JIOCTYITHA TOJIBKO
JUISL CJIENYFOLIMX CTAaTyCHBIX IEPEX0JIOB:

Oxupnaet orrpy3ku B P® (released_foreign, mocite omeparuu 10319)
— 703 — BBesen Ha Tepputoputo P (arrived);

OtrpyxeH B PO (shipped, nocie orepanun
331/332/333/360/361/362) — 703 — BBe3en Ha Teppuroputo PO
(arrived);

Beesen Ha Tepputopuio P® (arrived, mociae omepanuun 701
NOATBEPXKIAEHUST  OTrpy3ku/mpuemku) — 703 — BBezen  Ha
teppuroputo PO (arrived);

3aneknapupoBan (declared, mocie omepamum 335 TamMOXEHHOE
oopmienne) — 703 — BBesen Ha Tepputopuio PD (arrived);

I. He npumeHnsiercs st ToBapoB, BBO3UMbIX 3 EADC;

OxupmaeT moaTBepxaeHus wummnoprepom (transferred _to_importer,
nocite onepanuu 336) — 703 — Besen Ha Tepputoputo PO (arrived);

I. He nmpumeHnsieTcs st ToBapoB, BBO3uMbIX 3 EADC;

[Mpunst va cxiaan u3 3TK (declared_warehouse, mocne oneparuu 341)
— 703 — BBe3en Ha Tepputoputo P (arrived);

I. He npumeHnsiercs 1y ToBapoB, BBO3UMBIX 13 EADC;

Oskumaer cMeHbl coOcTBeHHHKa (Change owner, mocie omepanuu
351)— 703 — Baesen Ha Teppuropuio PD (arrived);

I. He nmpumeHnsiercst 1iist ToBapoB, BBO3UMbIX 3 EADC;

5. B oTHomeHNN onepauu onpruxo10BaHNs HE TPUMEHUMA OTIepaIlisi OTMEHBI
(250-recall.xsd), a Takxke omepariu OT3bIBa M OTKa3a OT MpueMkH (251,

252);

6. WnentuduxaTop MECTOHAX0XICHUS TOBapa B 30HE TAMOKEHHOTO KOHTPOJIIS
ﬂ,aHHble MmeTognvyeckne pekomeHgaumm moryrt 6bITb AO0NOJ/IHEHDbI NO ¢aKTy NoCTynneHnAa yToyHA WX

CBeAeHUN.



o0s3aTesNieH K 3all0JIHEHUIO IS JIeKapCTBEHHBIX MIPENapaToB, BBE3CHHBIX U3
cTpaH, He aBistonmxcsa wieHamu EADC);

7. Ins onepanuun 703-posting_import.xsd JOCTYyITHO aBTOMAaTHYECKOE U3bSITUE
ykazaHHbIX SGTIN u SSCC u3 rpynmoBoii yrakoBKH BEPXHETO YPOBHS;

8. B oTHomIeHNM JIeKapCTBEHHBIX MPEMapaTOB, BBE3CHHBIX U3 CTPaH, HE
spisitoruxcst uwieHamu EADC B mose CTOMMOCTh €IMHUIIBI TTPOTYKIINH (C
y4eTOM HaJjiora Ha 100aBJIECHHYIO CTOUMOCTh) TOMMYCTUMO YKa3aHHE
HYJIEBOII CTOUMOCTH.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



Mpumep Mcnosb3oBaHma cxemsl 703 (onpuxoaoBaHme MMNopTa)

‘ Hauvano ‘

YyacTHUK nogan ceegeHus

o0 BeO3e B PO

MoaaTb cBEAEHMA

la

Bo3aHukan owmnbku

Het B npouecce nogaum
ceegeHwid o Beo3e JIM B PO?

MoaaTe cBEAEHMA CXEMOW

702

!

MNMpouecc BB0O3a Ha TeppuTOpUHIo PO TpebyeTcs TamoxeHHoe

odbopmneHue?

3aBeplieH? (Nony4YeH ycnewHbl i
aKuenT uam KkeutaHuua 703)

Her Hert

‘ MogaTb CBEAEHMA CXEMOA

703

Hda

v

‘ MopaTk cBeAEeHWSA ‘

Het

BeecTu B rpaxaaHckuia
oboport

la

BoaHuknm ownbkn? P

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.

k.

r

}7

b

r

Aeircteumia ¢ SN

OcyuiecTBAeHWe AanbHEALLKMX




PexoMennaruu 1151 CyObEKTOB 0OpallieHus IEKapCTBEHHBIX CPEJICTB
pu paboTe ¢ MapKUPOBAaHHBIMH JICKAPCTBEHHBIMH MpernapaTaMu B

YBEJIOMUTEIIBHOM PEXKUME padOThI
OI'MC MJJIIT (703 — OnpuxogoBaHue UMIIOPT)

[Ipy BO3HMKHOBEHHWH OIIMOOK Yy CYOBEKTOB OOpalleHHs] JEKapCTBEHHBIX
CPECTB CBSI3aHHBIX C PETUCTPALIMEH CBEJEHUN O BBO3€ JICKAPCTBEHHOIO Mpernapara
B Poccuiickyro ®enepanuio (3a HUCKIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB
BKIIIOUCHHBIX B mepedeHb 12B3H), peanmn3oBan MexaHU3M KOPPEKTUPOBKHU
PETUCTPUPYEMBIX CBEJIEHUHN O BBO3€ UMIIOPTHBIX JIEKAPCTB.

B ciiyuae BO3HUKHOBEHUS 3aTpyAHEHUH MIPU MOAa4€ CBEACHUN (PUKCUPYIOLTUX
repeady JICKapCTBEHHBIX IIPENapaToB OT IIPOU3BOAUTEI K UMIIOPTEPY B IIPOLIECCE
MHOCTPAHHOIO  INPOM3BOJACTBA, IIPUMEHSAETCA  ympomeHHas cxema 703,
IIO3BOJISIIONIAs. B OJTHOCTOPOHHEM IOPSIIKE MEPEBECTH JIEKAPCTBEHHBIE IpenapaThbl
Ha craryc «BBe3eH Ha Teppuroputo PO».

IIpy oTCyTCTBHM NOATBEPKIACHUS OT ITOCTABIIMKA B YCTAHOBJIECHHBIE CPOKHU
cornacHo [IITP® Nel556 wnu uHBIX npobJieM MpU OCYIIECTBICHUH Olepanui
obopora mapkupoBaHHbix JIII, momyckaercs wcmons3oBanue cxembl 703
OCYIIECTBIISIIONIECH MPUEMKY Ha OallaHC OpraHU3allMy BBIMOJIHMBILEH OTIPABKY
JaHHOMN CXeMbI 0€3 MOATBEPKICHNS KOHTPareHTa.

Mexanusm cxembl 703 (ONmpUXOJOBaHUE) MOXKET MPUMEHSTHCS U B LEJAX
YCTPaHEHHsI NMOTEHUHAIBHBIX PAa3pbIBOB B TOBAPONPOBOMALICH LENOYKH BCEMH
YYaCTHUKAMHU TOBApOIMPOBOJIAIIEH IIEMU — MPOU3BOIUTEISIMU, JUCTPUOBIOTOPAMH,
MEAUIUHCKUMH U (PapMalieBTUYECKUMU OpraHU3alusIMH.

Cnenyer oOpaTUTh BHUMAHHUE:

e [Ipumenenue cxembl 703 nOMyCTUMO TOJIBKO IS JIEKAPCTBEHHBIX NPENapaToB
npouecca HMHOCTPAHHOIO IPOM3BOJCTBA WJIM HHOCTPAHHOI'O IIPOU3BOJCTBA
JIEKAPCTBEHHBIX IIPenapaToB U3 rocyaapcrs-uaeHoB EADC;

e 3a WHCKJIIOYECHHEM JIEKAPCTBEHHBIX MPENapaToB, BKIIOUYEHHBIX B IMEPEUYCHb

12B3H.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[TocneqoBaTenbHOCTh NIEpeIaun CBEACHUM B YBEIOMUTEIILHOM PEKUME
pabotel ®I'MIC MJJIIT pu paboTte ¢ MapKUpOBAHHBIMU
JIEKapCTBEHHBIMHU MpenapaTaMmu (ONMPUXOJ0BaHUE UMIIOPTA)

Ipumep - 1.
Bgo3 JIII Ha Trepputopuro P®. OnpuxogoBanue umMnopra.
1. Tlepenaua ceenenuii o BBo3e/oTrpyske JIIT B PD (331, 332).

a. Jlo 1 urons 2021 roga nomyckaeTcs mepexos K 1.5 (rmogada CBEeICHUI
B cxeme 703);

2. KoHtpareHT oTmpasisieT noarsepxaeHue onepauu (cxema 701).

3. Eciu  moaTBepKIEHHE ~ MPOUCXOJUT  KOPPEKTHO, OIepaiusi  BBO3a
JIEKaPCTBEHHBIX IMTPENAPATOB YCIICIIHO 3aBEPIICHA.

4. B cinyvae Hanmuuus omMMOOK IMPHU Mepenaye cBeAeHui o BBo3e/oTrpy3ke JIIT
WM TIPH TIOJITBEPKACHUH OTEPAIMH TIPUEMKH, UMITOPTEP B OJTHOCTOPOHHEM
TOpsIJIKE HampaBisgeT coobmenue mo cxeme 703.

5. B cnyuae nmomy4yeHust KBUTaHIIUU ¢ HHGOpPMaIeit 00 yCIenHoM 3aBepIleHuN
ormepanui 703, 1O pe3yibTary BBINOJHEHUs 1.4, BBO3/0OTrpy3Ka
JIEKAPCTBEHHBIX IIPENapaToB yCIEIIHO 3aBeplieHa. JlekapCTBEHHBIN
npernapar npuHuMaeT craryc «BeeszeH Ha teppuToputo POy, nepexoaut Ha
OallaHC KOHTpPAreHTy, OTIPaBUBLIEMY CBEIEHUS M JOCTyNEH IS
JNAJIbHEUIINX OIEepaLui.

a. o 1 ¢espans 2021 B cimydae OTCYTCTBHSI OTBETa NpPHU IMPUEMKE
JOKYMEHTa WM UHPOpMAIK 00 yCIIEITHOM 3aBEPILIEHUS Olepalluu B
KBUTAHIMU 32 IIEpUOJ, IPEBBIIAOIMN 15 MUHYT OT IONBITKH
otnpaBku JokyMeHTa B cucremy POIMC MJUIIL, npomyckaercs
JaJbHEUIIEEe COBEPIICHHUE OIEPALM C JIEKAPCTBEHHBIM IIPENAPaTOM
0€3 MOBTOPHOM OTIPABKH CBEJCHUIM.

[aHHble MeTogMyeckne pekoMmeHaaunm MoryT 6biTb 40MONHEHbI NO GaKTy NOCTYNAEHUSA YTOYHAOLLMX
CBeAeHUN.



[MpunoxeHune

BNOK-Ccxembl ONMCaHMA TUNOBbLIX CueHapueB PaboTbl
Y4aCTHMKOB 060pOTa TOBAapPOB NPM YBEAOMUTE/IbHOM PeXKUME
dbyHKunoHuposanma GrMc MANM

(nencreytot o 01.02.2021)

[aHHble MeToANYECKNE PEKOMEHAALMMU MOTYT BbITb A0NOHEHbI NO GaKTy NOCTYNNEHNSA YTOUYHAOLLMX
cBeAeHui.



MpounsBoautennb
PO

o

‘ Hauano ‘

v

YcnewHas nogaua CBE,EI,EHMﬁ O BbINYyCKe

1 HaHeceHun DM Ha ynakoBky
(10300/10311)

v

Mopaua cBegeHWIA No:
arperauum,
oy /N 8 TO
np1 HeoBX0AMMOCTH, ONepauua Nepesaym
JIMN cobcTBeHHUKY
OTrpyzka (B cnydae npamMoro
AKLENTOBaAHWA)

Het

£9

Onepaunn BLINOAHEHL! 6e3
owunbok 1 BpemA OTBETaA lﬂ‘a

OTtrpy3ka 3aBepuieHa
HanHble B MAST He
OTpaXeHb!.
WcxopHble A0KyMeHTHI
3apervcTpupoBaHsl

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.

CUCTEMBI Ha OAHY Oonepauno

COCTABNJIO
MeHee 15 MUHYT?

h

OTrpyzKka 3aBepllueHa
JaHHele B MAJIMN
KOPPEKTHO OTpaXkeHbl




NHocTpaHHbIN ‘ Havano ‘

Aep)KaTe‘"b Py YcnewHas nogava cBeieHUA O Bbinycke
. “ HaHeceHun DM Ha ynakoBky
(10300/10319)

Sug S —

MpuetynuTte K Npoueccam
oTrpyskun 1 eeosa JIlN B P®

MNpAmoIA NopALoK ObpatHbIA NopALoK

v

[Jepxatenb He 3arpysun
701 cxemy npu obpaTHOM

19
Obpabotka cxeMbl 331
Aa NpOoLLNa YCnewwHo 1

Bpemsa oTteeTta ot MAJII

metee 15 MuHyT? akuenToBaHWUn
Her
h J l
Beos /Il 3aBepiueH Beos /Il 3aBepeH
AaHHble 8 MAJN JAanHble B MM He oTpaxeHsbi.
KOPPEKTHO OTpa><KeHkbl McxogHble JOKYMEHTLI

3apervcTpupoBaHbl

* InA yooBCTea 3NEKTPOHHOIO ASKNapWPOBaHWA M BHeceHWA B 31 rpade geknapauuu, pekoMeHAyeTcA NpoBecTW arpernpoeadmm e SSCC

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy NOoCTynneHnAa yTo4yHA WX CBeﬂ,eHMVI.



Poccuincknm

‘ Hauano ‘

h

Aepxatenn PY

YcnewHas nogaya cBeAeHUIA O BbiMycke
M HaHeceHWn DM Ha ynakoeky
(10300/10319)

o

MpucrynuTe kK Npoueccam
oTrpyskun n seosa /1M1 B PO

Obpabotka cxembl 333

Aa npoLuia ycrnewHo v Het

A

Bpems oreeta ot MAJIN
MeHee 15 MUHYT?

A

Beosz /I saBepluen

JaHHble B MO

Beoz /Il 3aBeplueH

AaxHble B MAJIT1 He oTpa>keHsl.

KOPPEKTHO OTpaXeHbl

* nA yaoGCTBa 3NEKTPOHHOIO AEKNAPUPOBAHWA W BHeceHWA B 31 rpade gexknapauuun, peKkoMeHAyeTcA NPOBECTU arpernpoeaHnm e 5SCC

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.

WcxoaHble AOKYMEHTEI
3aperucTpupoBaHbl




Mmnoprep FeiicTeus, cneayroujvie 3a

npoueccom HEPEBHAEHTEI

Ha YUyacTHWK NOAan CBedeHus O Het

hJ

BBO3€e WX aKLenToBan oTrpysKy
Jil B PO?

Mopatb cBEAEHMA
(332 cxema)

Fy

[polecc nepeaayun cEeAeHUIA
3aBEpLUEH
EHe 3aBMCMMOCTM OT pesynbTarta

Mopaya ceegeHUA cxemoit 703

BHE 3aBMCMMOCTKW OT pe3ynblata

« TamoxeHHoe 0pOpPMIEHUE,
* OTrpy3Ka 13 30Hbl
TAMOXEHHOIO KOHTPOJIA, Hert
= BeoaBlO
Bpemsa oTBeTa CMCTEMEI Ha OAHY
onepauuio CoCTaBnIo
MeHee 15 MUHYT?

¥
Beog B I'O 3aBepuieH
JarHble 8 MAJII He oTpaXkeHbl.
NecxoaHble AOKYMEHTEI
3apervcTpupoBaHsbl

Beopa B 'O zaBepuieH
HaHHble B MO
KOPPEKTHO OTpaKeHbl

B cnyuae otcyTcTEMA oTEeTa Ha 2anpoc OTC Poccum no ageknapauun co ctoporsl MAJT e TeueHnn 2x uacoe, EAMC TO He ceepAeT cEefeHWA M NPOAOIIKAET TAMOXKEHHEIE NPOLERYPEI

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.



Nmnoptep EASC

[encTBus, cneayolime 3a
npoueccoM HepesugeHta

Y4acTHWK nogan ceefeHuns o Hert
BBO3€ WAW aKLLenToBan oTrpysKy
M s P®?

‘ Mopaua cBedeHUI CXeMoi
703 unun ogHon u3 360, 361, |[«——
‘ 362, 701*

Mpouecc nepeaaun ceeaeHUIA
3aBeplUeH YCNeWHo W BpeMA OTBETa Hert

CHCTEMBI Ha OAHY ONepaLKno

COCTaBMNIO
meHee 15 MHUHYT?

X
Beop B 'O 3aBepwieH
JaHHble B MO He

Beopg B 0 3aBepweH

OTpaXKeHbl.
JaHHble B MO koppekTHO P
cxoaHbIe AOKYMEHTDI
OTpaXKeHsl
3aperncTpyMpoBaHsl

*MNo Tpeboeanwam PoczgpaeHagzopa Pocckm — AEARETCA 00AZaTENbHBIM YCIOBEMEM YCMNElWHOro NoOABAEHWA 2anuceid 0 BECAE B rpaxaaHcknii obopoT B AMC P3H
ANA TOEapOE NpMbbIBaowWwMx Wz ctpad EASC

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.




AuvcTpubbrotop

(npmnem TOoBapa)

[elcTBuA, cneayrowve 3a
2.4 npoueccom KoHTpareHTa

W’

MpamMoid nopaaok L 4 OBpaTHblM NOPAACK
NOATBEPXAEHWA |

NoATEEPALEHNA
| Mpwemka ToBapa

9

Mpouecc nepepaum cBefeHWiA

MNpouecc nepegaun ceeaeHWi (701)

3aBepLUeH YCNewHo W BPpema OTBETa Her (416 wnKn 702) 3aBeplueH yCnewHo
CWCTEMBI COCTAEMNO W BpEMA OTBETa CUCTEMBI COCTaBHUNO
meHee 15 muHyT? menee 15 muHyT?
h J v
Mpuem ToBapa 3aBepluieH Mpuem ToBapa 3aBeplieH DT DR P (k5 10
NoATEEPXAEHWE CBEAEHWUM O
aHHble B MAJI koppekTHO aHHele e MAJI He
A an PP A A npuemke JIM B TeueHUH
OTpaXeHsbl OTpaXKeHbl 24 vacos (ans 416)

h A

lMpnem ToBapa 3aBeplueH
AaHHble B MAJIN kOppekTHO
OTpaxeHsbl

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.



AunctpubbloTop

(oTrpyska ToBapa)

[AencrBua guctpubbrotopa
, Mo oTrpyske ToBapa

L

Mpamoii nopagok v OBpaTHbIA NoOpALOK
NoATBEPXAEHUA | NOATEEPXAEHUA
| Otrpyzka ToBapa

[Mpouecc nepegaun ceegeHnia (415)

3aBeplleH YCnewHo ¥ BpeMa oTBeTa Ectb HeobxoaMMoOCTh
CHUCTEMBI COCTABMAIO NoATEEpXAeHWA npremMkn JN?
meHee 15 MMHYT?

lNpouecc nepegaun ceegeHuni (701)
3apepLleH yCnewHo W BpeMsa OTBeTa
CHCTEMbI COCTABWUAO
meHee 15 MuHYT?

.4 Y

OTrpy3ka ToBapa 3aBeplueHa

OTrpyska ToBapa 3aBeplueHa OT1rpyska ToBapa 3aBeplueHa TatHkie B ML He
Janubie B MO koppekTHO
Aannble 8 MAJI He oTpaxeHs! e OTpakKeHbl

* KoHTpareHT MOXeT UCcnons20eaTs cxemy 702 ez HeoBX0AMMOCTY NOATEEPHASHUA

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.



Mep./AnTeka

HelictBua, cnegytowme 3a
npoueccom KoHtpareHTa

k.

r

[MpAMOR NOPAAOK NOATBEPHAESHWA |

Mpuemka ToBapa

| ObpaTHLIA NOPAA0K NOATBEPXAEHWA

Mpouecc nepeaauu

cBegeHuid (701)*

Buieog f11 w2 oBopota
yepes PB/KKT

* BHe 3aBMCMMOCTM OT pesynbTata obpaboTkK onepaunm

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy nocrtynneHumA

Mpouecc nepeaauu

CBeeHWIA
(416 unm 702)*

Brieoa /M w2 obopota
yepes PB/KKT

YTOUYHAOLWMNX CBEAEHUA.



UcnonHenne
rocyaapcTBeHHoOro

%I(?HTPHKTB

[OeiicTBuUg, cneaytolime 3a
npoueccom KoHTpareHTa

Mepeaan ceeaeHUA
06 oboporte?*

BosHukan ownbku
npu perucrpauum
cBeseHun ob obopote?**

MNopatb
cBejgeHun

¥ h.J

{ Beigog JIIN u2 obopota yepez PB H Moaare CB;S'S:LMH cxremon

* Brnrouaa o6opoT MM, 23akynaemMelx 2a CUeT cpeicTe GeAepansHoro W PErMOHaNsHOro BoAXeTa

** BHe 2aBMCMMOCTU OT pezynksTata o6paboTku onepaunm

[aHHble meTognyeckme pekomeHgaunn moryTt 6bITb AO0NOJ/IHEHDbI NO d)aKTy noCTynneHnA yToO4YHAKWNX CBeﬂ,eHMVI.



