MeToamnyeckme pekomeHaaLmm
no paboTe y4acTHMKOB 060POTa NEKAPCTBEHHbIX NPEnapaTos B
nepuoz, BBeeHus yBe4OMUTENIbHOTO peXkuma paboTbl
drmc Maan



OO0mu1ee onvcaHue YBEIOMUTEIBLHOIO peXUMa pabOThI
yyacTHUKOB OI'IC MJIJITT

B cBau ¢ mepexomom MJUIII Ha yBEOJOMHUTENBHBIM pEXUM, IIPU
BO3HMKHOBEHUH MPOOJIEM ¢ peructparueii ceenenuii 00 odopore JII, yaactarkam
JOBOJIATCS CIAEAYIOIIME METOJAMYECKHE PEKOMEHJAlWU MO HACTpoWKe M padore
COOCTBEHHBIX TOBAPO-YUYETHBIX CUCTEM.

YBegomutenbHbil pexxum paborel ¢ GTUC MIJIIT ydactHukoB 00opoTa
JIEKApCTBEHHBIX MPENAPATOB PErIIaAMEHTUPYETCS U3MEHEHUSIMUA B MOCTAHOBJICHUU
[IpaButenncTBa Poccuiickoit @enepanuu Nel556 B yacTu:

AO3arll TpeTuii myHkTa 32

o 1 deBpans 2021r., B ciayyae HENONy4YeHUS CyOBEKTOM OOpalleHus
JIEKapCTBEHHBIX CPEACTB KBUTAHIIUH O MIPUEME CBEICHUI B COOTBETCTBUHU C a03a1ieM
BTOPBIM HACTOSIIETO IIyHKTa TMPHU MPEACTABICHUU CBEICHUH B CHUCTEMY
MOHUTOPHHTA B COOTBETCTBHMH C ab3alieM TpeThbUM IyHKTa 35, myHkTtamu 37 - 381,
40,41, 43, 44, 442 u 45 nactosmiero [lonoxxenus: B TedeHue 15 MUHYT ¢ MOMeEHTa
npeacTaBjeHusi CcyObeKT oOpallleHus JIGKapCTBEHHBIX CPEACTB  BIIpPaBe
OCYIIECTBJISITh JTAJIbHEHIIIME OMNepaluu C JICKAQpCTBEHHBIMU IpenapaTamu, He
JTIOKUJIAsICh MOJyYEHUs] KBUTAHIIMU O TIPUEME CBEICHUIM.

VYkazaHHast HOpMa pacrpOCTPAHIETCS Ha CIyYau:

1. OrcyrcrBusi copmupoBanHoit UC MIJIIT kButaniuu npu ob6paboTke u
duxcanuu B UC MJIJIIT cBenenuit, mpeicTaBiIeHHBIX CyObEKTOM OOpaIieHus
JIEKapCTBEHHBIX CPEJICTB.

2. ©®opmupoBanus MC MJJIIT kButanmuu ¢ ommbkoii (Reject) mo uroram
0o0pabOTKM  CBEIEHUW, MPEACTaBICHHBIX  CYOBEKTOM  OOpanieHus
JICKapCTBEHHBIX CPEJICTB.

3. ®opmupoBanus C MJIJIIT kxBUTaHIIMK ¢ YaCTUYHBIM MPUEMOM CBEIICHUN
(Partial).

4. Hemratnout paborst MC MJJIII, Onokupyromieil mpueM CBEACHUN OT
CyOBeKTOB  oOpaleHusi JIEKapCTBEHHBIX  CPEACTB, IOATBEPIKICHHOMN
oneparopom MC MJIJIIL.

JIeCTBYET B OTHOIIIEHUU CIIEAYIOIIUX ONEPALU:

e 313 - Peructpanus 8 UC MJIJIIT cBenenuit 0 BeITyCKe TOTOBOM MPOIYKIINH;

o 314 - Peructpamus 8 UC MIJIII cBenenuit 06 oTrpy3ke JIeKapCTBEHHBIX
MpenaparoB JyIsl BBITYCKa TOTOBOW MPOTYKIINH;

e 315 - Peructpauus B MC MJIII cBegenuit o Bo3BpaTe JIEKApCTBEHHBIX
IpenapaToB KOHTPAKTHOMY IMPOU3BOIUTEIIO;

[aHHble MeTogMyeckne pekoMeHaaLUMmn MoryT BbiTb 4ONOIHEHbI NO PaKTy NOCTYNAEHUSA YTOUHAOLLUX
cBefleHUN.



e 331 - Peructpauus 8 UC MJJIII cBeaennii 06 oTrpy3ke JeKapCTBEHHBIX
npenapatoB B Poccuiickyro @eneparuto;

e 332 - Peructpanus B MC MJJIII cBeneHuit o BBO3€ JIEKAPCTBEHHBIX
npenaparoB B Pocculickyro denepanuio;

e 333 - Perucrpanus B MC MJJIII cBeneHuit o BBO3€ JIEKAPCTBEHHBIX
npenaparoB B Poccuiickyto ®@enepanuio 6€3 UMIOPTEPA;

e 334 - Peructpauus 8 UC MJJIIT cBeaennii o nepemMenieHuu JeKapCTBEHHbIX
MpenapaToB MEXKy 30HaMH TaMO>KEHHOTO KOHTPOJIS;

e 335 - Perucrpamus 8 MC MJIJIIT cBenenuii o pe3ynbTaTax TaMOXEHHOTO
oopMIICHHS;

e 336 -Peructpauus paepxarenreM PY (wim ero mnpeacTaBUTEIHLCTBOM)
CBellcHHM 00 ycioBusx BBo3a B Poccuiickyro ®Deneparuio JII,
MapKUpPOBaHHBIX Ha TaMOkeHHOM ckiiane, B UC MJJIIT;

e 341 - Peructpamus 8 UC M/IJIII cBenenuit 0 mpuemMKe JEKapCTBEHHBIX
IpenapaTroB Ha CKJIaJ UMIIOPTEPa;

o 342 - Peructpamus B UC MJJIII cBenenmii o BBoge JIII B oGopoT Ha
teppuropun PO;

e 351 - Perucrpammus B MMC MJUJIIl cBemenuii 0 cMeHE COOCTBEHHHKA
JIEKapCTBEHHBIX MIPenapaToB;

e 360 - Perucrpamus B MC MJUJIII cBemenuii o BBO3¢ COOCTBEHHBIX
JIEKapCTBEHHBIX NpenapaTtoB B Poccuiickyto denepannto u3 crpan EADC;

e 361 - Peructpamus 8 UC MIJIII cBenenuit 06 oTrpy3Ke JieKapCTBEHHBIX
npenapaTtoB B Poccuiickyro @enepanuto u3 ctpad EADC;

e 362 - Peructpamus B UC MJIII cBenenwmii o BBo3e u3 EADC u npuemke
JIEKapCTBEHHBIX MpernapaToB Ha CKJIaJl MTOKYIATeIs;

e 363 - Peructpammus B UC MJUJIIl cBenenmii o BBOJE JIEKapCTBEHHBIX
npenapaToB B 000poT Ha Tepputopun Poccuiickoit denepanuu;

e 381 - Peructpamus 8 UC MIJIII cBenenuit 06 oTrpy3ke JieKapCTBEHHBIX
npenapaTroB COOCTBEHHUKY;

e 415 - Peructpanus B UC MIJIII cBenenuit 006 oTrpy3ke JieKapCTBEHHBIX
IpenaparoB CO CKJIaaa OTIPABUTENS;

o 416 - Peructpamus 8 UC M/IJIII cBenenuii o mpuemMke JeKapCTBEHHBIX
NpenapaToB Ha CKJIAJ MOJy4aTes;

e 417 - Peructpanus B UC MJJIII cBenenuii o Bo3BpaTe MpUOCTAHOBICHHBIX
JIEKapCTBEHHBIX MPEeNapaToB;

e 431 - Peructpamus 8 UC MJIJIIT cBenennii o nepemMenieHuu JeKapCTBEHHbIX
npenapaToB MEXIYy pa3IMUHbIMU aJpecaMu OCYILECTBICHUS ACSITEIbHOCTH;

e 470 - Perucrpartus B HMC MJUIII cBenenmii o cMmeHE Biajaelbla
JIEKApCTBEHHBIX MPENAapaToOB B paMKax roCcy/IapCTBEHHOTO JIEKAPCTBEHHOTO
o0ecIeyeHus;

e 471 - Peructparuas B MC MJUIII cBegeHuit o cMmeHe Biajesblia
JIEKaQpCTBEHHBIX MPENapaToB B paMKax rocyJJapCTBEHHOTO JIEKApCTBEHHOIO
00eCIICUCHHS;

[aHHble MeTogMyeckne pekoMeHaaLUMmn MoryT BbiTb 4ONOIHEHbI NO PaKTy NOCTYNAEHUSA YTOUHAOLLUX
cBefleHUN.



o 472 - Peructpauus B8 UC MJJIIT cBenennii 06 oTrpy3ke JeKapCTBEHHBIX
IIpernapaToB CO CKJIaaa OTIPABUTENS B paMKaX areéHTCKOTO JJOTOBOPA;

e 701 - Perucrpauus B WC MJJIInoarsepxaeHust (aKIenToBaHMs)
CBEJICHU;

e 702 - Peructpanus 8 UC MJIIT cBenenuii 00 onmpuxo10BaHNH;

e 703 - Peructparus 8 UC MJIJIII cBenenuii 06 onpuxoaoBaHuM (UMITOPT);

e 911 - Peructparmus 8 UC MJJIII cBenenuii 00 arperupoBaHUM YIIaKOBOK
JICKapCTBEHHBIX TPENapaToB B TPETHYHYIO (3aBOJCKYIO0, TPAHCIIOPTHYIO)
YIaKOBKY;

e 912 - Peructpanus 8 UC MJIII cBenenuii o pacopMupoBaHUU TPETUUHON
(3aBOJICKOM, TPAHCIIOPTHOM) YITaKOBKHU JIEKAPCTBEHHBIX MPENaparos;

e 013 - Perucrpauusa B MC MJUJI cBenenuit 00 U3BATHH YIAKOBOK
JIEKApCTBEHHBIX MPENapaToB U3 TPETUUYHOU (3aBOJCKOHM, TPaHCIIOPTHOM)
YIIaKOBKH;

e 914 - Peructpamus B UC MJUJIII cBenenuit 0 TOMOJIHUTEIHFHOM BIIOYKEHUH
YIaKOBOK B TPETUYHYIO (3aBOJICKYIO, TPAHCIIOPTHYIO) YIIAKOBKY;

e 015 - Peructpammsi B UC MJIJIII cBeneHmii 006 arperupoBaHUU BO
MHOKECTBO TPETUYHBIX (3aBOJCKHX, TPAHCIIOPTHBIX ) YIIAKOBOK;

e 916 - Perucrparnus 8 UC M/IJIIT cBeneHmii 0 TOMTOTHATEIEHOM BIIOKCHUHT
BO MHOYKECTBO TPETHUYHBIX (3aBOJICKUX, TPAHCTIOPTHBIX ) YITAKOBOK.

[Ipu otcyrctBum BblieykazaHHblx cBenennit B MUC MJJIIT cyObexTs
oOpalieHusi JIEKApCTBEHHBIX CPEJCTB BIPaBE OCYIICCTBISITh JajdbHEHIIINE
(dbu3nYecKue onepaluu C JICKapCTBEHHBIM MpenapaToM.

[Ipy 3TOM NOBTOPHOI OTIIPABKH IMOCJIE OTCYTCTBUSA/OMIMOKM KBUTAHIIMHU TIO
UTOTaM HaIlpaBJIEHUs CBEJIEHUI He TpeOyeTcsl.

C 1enpio OCyIIECTBICHNUS KOPPEKTHOTO BBIITYCKa JIEKAPCTBEHHBIX MPETapaToB
JUIsl BHYTPEHHEro mnotTpebieHus mpu wumnopre (3a wuckimodeHuem EADC)
HEO0O0XO0IMMO 00€CTeYUTh MPEACTaBICHUE U YCHEIIHYyI0 00paboTKy CBeleHHM 00
arperauuu.

C uenpl0 OCYIIECTBICHUS KOPPEKTHOTO BBOJA B TPAKIAHCKHM 00OpPOT
JIEKapCTBEHHBIX TPENapaToB, BBO3UMBIX ¢ Tepputropun EADC, HeoOxomumo
o0OecreyuTh TMPEACTABICHHE M YCIENIHYI0 O00palOTKy CBEIEHHUH O BBO3E
JIEKapCTBEHHBIX IpernapaToB (JInOO ¢ ucroiab3oBanueM orepanuii 360/361/362 nnu
BOCITIOJIL30BABIINCH orepanueit 703).

[Ipu HeoOxomuMocTH ¢UKCAMU AaTbHEUIIUX CBEJCHUM B OTHOIICHUU
JEKApCTBEHHOIO0  Mpemnapara, a1  KOTOPOrO  OTCYTCTBYIOT  YCIHEIIHO
3apPErUCTPUPOBAHHBIE  MPEABIAYLIME  ONepaluu, CyOBEKT  OOpalleHus
JIEKApCTBEHHBIX  CPEACTB  MOXET  OCYIIECTBUTh  ONPUXOJOBAHHE  TaKOTO
JIEKapCTBEHHOTO TMpernapara ¢ ucnojibzoBanuem cxem 702 u 703.

[aHHble MeTogMyeckne pekoMeHaaLUMmn MoryT BbiTb 4ONOIHEHbI NO PaKTy NOCTYNAEHUSA YTOUHAOLLUX
cBefleHUN.
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PexomeHnaaiuu mo UCIoJb30BaHUIO
YIPOIIEHHOI'O0 00PATHOTO aKIIEITOBAHUS
(702 cxema — OIPUXOJ0BaHNE)

B cBasu ¢ mepexomom MJUIII Ha yBEOJOMHUTENBHBIM pPEXUM, IIPU
BO3HUKHOBEHHUU MPOOJIEM C peructpanueit ceenenuii oo oodopore JII, peanuzoBan
YIOPOIIEHHBIM mporecc ocyuiectBienus: mnpuemku JIII  He TpebOyromiero
noaTBepxkaeHue npueMku JIII ot mocraBuuka.

B mensx ycTpaHeHWS TOTEHIMAIBHBIX pPa3pblBOB B TOBaPOMPOBOJISIINX
IIENOYKaX pEaJM30BaH MEXaHW3M ONPUXOJOBaHWS W JOpaboTaHa cxema
YIOPOIIEHHOTO OOpaTHOrO akKIenToBaHWs (majee Mo Tekery cxema 702
«Pecucmpayusa ¢ ©T'UC MJIII ceedenuti 06 onpuxo0o8aHuu.

Cxema 702 nocTyIiHa U MOXKET MIPUMEHSATHCA BCEMU CyObeKTaMu 0OpalieHusl,
MMEIOLIIMU:

e  @dapmalreBTUYECKYIO JUIEH3UIO;
e MeauIMHCKYO JIMLEH3HIO;
e JlnneH3uro Ha MPOU3BOJICTBO.

Cxema yOpOIIEHHOTO OOpaTHOrO aKIENTOBAaHUS  MOXKET MPUMEHSTHCS
cyObekTaMu OOpalleHHsl B CiIyyae, €Clu CyObEeKT OOpalleHUs JIEKapCTBEHHOI'O
npenapara no kakum 6o npuuumHam He nepenan B MUC MJUJII cBenenus o
npuemke/otrpy3ke JIII wnm akuente cBegeHuil o0 000poTe MapKHPOBAHHOTO
JICKaQpCTBEHHOTO Tpernapara, WM M0 TEXHHUYSCKUM/MHBIM TPUYHHAM yKa3aHHbIC
cBeneHus: He Obumn 3apeructpupoBansl B MJUJII, nmubo mo pemenuto cyObekra
oOparieHusl.

CyObekT  oOpamieHusi,  OCyIIECTBUBIIMH  (DaKTHUECKYI0  IPHEMKY
MapKUPOBAHHOTO JIEKAPCTBEHHOTO Mperapara Ha CKJIaA, A IOCIEAYIOIIEro
BBIOBITHSI WM JBUKCHHUS MapKUPOBAHHOTO JIEKAPCTBEHHOTO MperapaTa, MOXKET
OCYIIECTBUTH ONPUXOJOBAHUE TAKOT'O JIEKAPCTBEHHOTO Mpenapara IMyTeM 3arpy3Ku
cxemsl 702.

AHaNOruYHO, CYOBEKT OOpalleHus], OCYIIECTBUBIINI KOPPEKTUPOBKY paHee
HaIpaBJICHHBIX, HO He 3apeructpupoBaHHbix B MC MJJIII cBenenwmii, MOXKeT
BOCIIOJIb30BaThCAd cxeMoM 702 1 MOCIENyIOIIEro ABUKEHUS MapKUPOBAHHOIO
JIEKapCTBEHHOIO IIpernapara.

CxeMa ynpoIieHHOro 0OpaTHOTO akIENTOBAHUS HE TPeOyeT MOATBEPKIACHUS
00 OTrpy3Ke CO CTOPOHBI KOHTpareHTa. MapkupoBaHHbIN JIEKapCTBEHHBIN MpenapaT
OyJlleT MpUHAT Ha 0ajaHC OpraHu3aluy, 3apeructpuponasiieit 702 onepanuto B UC
MJUJIIT.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



CﬁpaHquHHHIK)HpHMEHeHHHX

1.

Cxema 702 He mpuMEHSETCS I JICKAPCTBCHHBIX IIPEapaToB T'PYIIIBI
12B3H;

CxeMa ornpuxo1oBaHus He TpeOyeT MOATBEPKACHUS 00 OTTPY3KE CO CTOPOHBI
OTIPABUTEIIS;

B oTHOIIEHNY oreparyii ONPUX00BaHUS HE IPUMEHUMA OTICPaIis OTMEHBI
(250-recall.xsd), a Takke onepanuy OT3bIBa M OTKa3a OT MpHeMKH (251, 252).

Takum o0pa3oM, mpu HEOOXOAMMOCTH MPOBEICHUS OOpPAaTHOM JOTHUCTUKH
HY’KHO TIOBTOPHO BOCIIOJIb30BaThes cxemon 702;

Cxema 702 He BAMSIET Ha MPOLECCHI MPOXOXKACHUS TAMOKEHHBIX TTPOLIEAYD,
a TaKk)Ke MPOIECCHI BBOA JICKAPCTBEHHOTO Mpenapara B rpakJ1aHCKHi 000poT
B cucteme otoopa obpaszioB AVC Poc3apaBHanzopa;

Jns onepanyu 702 1OCTyIHO aBTOMATUYECKOE U3bsATHE yKa3zaHHbIX SGTIN
1 SSCC u3 rpynnoBoil ymakoBKM BEPXHETO YPOBHS.

He momyckaercs perucrpanuu onpuxogoBanus no SGTIN mHaxomsmmxcs B
SSCC Broporo ypoBHs (IaJIJICThI).

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



PexoMenanuu ajisi CyObEKTOB OOpalIeHUs JIEKapCTBEHHbBIX
CPEICTB IIPHU pabOTe ¢ MAPKUPOBAHHBIMHU JICKAPCTBEHHBIMU

npenapaTamMy B yBEJOMUTEILHOM PEXKUME paOOThI
OI'MC MJITT

[Ipy BO3HHMKHOBEHHMH TPOOIEM Yy CYOBEKTOB OOpalieHHs JEKapCTBEHHBIX
CPEIICTB C MPOLECCOM 000pOTa MAPKMPOBAHHBIX JEKAPCTBEHHBIX IMPENapaToB Ha
MECTO OCYIIECTBICHHUE AEATEIBHOCTH JUIsl MEIUIIMHCKUX OpPraHr3aliil U alTeYHbIX
opraHuzanuii ocyuiecTistomux otmyck JIII (3a uckiIoueHneM JeKapCTBEHHBIX
npenaparoB BKIIOYEHHBIX B niepeueHb 12B3H), peann3oBan ynpoliieHHbIN Ipoiece
He TpeOyIoLUi MOITBEPKACHUS OT KOHTpAreHTa.

B ciydae OTCYTCTBHMsI TOATBEPXKACHHUs (aKIenTa) OT KOHTpareHTa Ha
OTIMPABJIEHHBIN JOKYMEHT, ocyiecTBistomuid nepememenue JIII wa OamaHc
nostyvatens, nomyckaercst BeiBoj JIIT 3 060poTa ¢ uCmoap30BaHUEM KOHTPOIBHO-
KAaCCOBOM TEXHHUKHU U YCTPONCTBA PETUCTPATOP BHIOBITHSI.

B cnyuae ocymectBinenusi BoiobiTUs JIII uepe3 KKT u PB 1o 3aBepmienus
olepanuii Mo perucTpanuu ceeaeHuil o0 odbopore MapkupoBanHbix JIII Ha MecTo
nestenbHocTH ocyuiecTBuBlIee BbIBOJ JIII 3 00opoTa MOXET OCyLIEeCTBIATHCA
OTIpaBKa KOPPEKTHON MOCIEA0BATENIbHOCTH JTOKYMEHTOB 3aBEPIIAIOIIMX MPOIIECC
obopora.

[Ipn OoTCYyTCTBHM NOATBEPKICHUS OT IMOCTABIIMKA B YCTAHOBJIEHHBIE CPOKH
corinacHo [IITP® Nel556 umu uHBIX MpoOJieM MPU OCYIIECTBICHUU ONEpAIHiA
obopora  mapkupoBaHHbIXx JIII,  momyckaeTcss  MCHOJIb30BAaHUE  CXEMBbI
7020cymiecTBIAIONIEH MPUEMKY Ha OalaHC OPTaHU3allMy BBIMOJTHUBIIECH OTIPABKY
JTAHHOM CXeMbI 0€3 TOITBEPKACHUS KOHTPAreHTa.

Mexanusm cxembl 702 (omprxoA0BaHUE) MOKET MPUMEHSITHCS B TOM YHCIIE B
LEJSAX YCTPAHEHUS MOTEHIMAJIbHBIX Pa3pblBOB B TOBAPOIPOBOASUIEH IEMOYKHU
BCEMU YYACTHUKAMU TOBAPOMPOBOIAIICH LIETIH:

e [IpousBogurensamu;

e JluctpuObroTOpaMHu;

o MeauiuHCKUMH U (hapMarieBTUIECKUMH OPTaHU3aAIUSIMU.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



[TocnenoBaTebHOCTD Mepe/laur CBEJCHUM B YBEIOMUTEILHOM PEKUME
pabotelt ®I'MIC MJUJITT npu oOpaTHOM mOpsiAKE

1. OtmpaBka cBenenui mo 416 cxeme ¢ ykazanueM nepeunst SGTIN\SSCC,;

a. Jo 1 urons 2021 roga mormyckaeTcs mepexos K 1.6 (rmojgava cBeIeHUI
B cxeme 702);

2. BeiBox uepes PB\KKT, mocrymienue cxembr 10511\10521\10531 B ®T'UC
MIJIIT;

3. [lonyuenue KBUTAaHIMM MO paHee HampaBiieHHOM 416 cxeme B ciydae
OTCYTCTBHSI BO3MOKHOCTH €€ TIOJTy4eHHUs B 11.1;

4. Tlpu ycnemHoW KBUTAHIMM NO PE3YJbTaTy BBINOJHEHHUS 1.3 CO CTOPOHBI
MEUIUHCKOW\aIITeTHOM OpraHU3alNN HEOOXOIMMO IIOJIYyYUTh
MTOATBEPKIAECHUE OT OCTABIINKA,;

5. Ilpu oTKa3e mMoOCTaBIIMKA OT MOATBEPKACHUS MNPUEMKH IO Pe3yJbTaTy
MOBTOPHO MOJaTh CBEJICHHS HUCHpPAaBUB OMIMOKUA B 416 cxeme U OXHUAATh
MOJTBEPKACHUS OT MOCTABIIMKA;

6. B ciyuae oTCyTCTBHS MOATBEPKICHUS OT MOCTABIIHUKA MTOAATH CBEICHUS TI0
702 cxeme B PI'YIC MJIII ¢ ykazanuem niepeunss SGTIN\SSCC, cormacHo
Nepe/IaHHBIM CBeJCHUSIM B 416 cxeme;

7. B ciyyae mony4eHusi KBUTAHIIMU ¢ MHGOpMAaIHei 00 yCIeHOM 3aBepIlIeHUN
oneparuu 702 mo pe3ysbTary BblonHEHUs .6 npuemka JIII co cTopoHbI
MEIUITMHCKON\aNITeUHOW OpTraHu3aIliH 3aBEPIIICHA.

a. o 1 ¢espans 2021 B cimydae OTCYTCTBUSI OTBETa MpPU TMPHUEMKE
JOKyMEHTa WK MHGOpMALMK 00 YCIEITHOM 3aBEpPIICHUS ONEpalK B
KBUTAaHIIMM 3a TMEPUOJ, MPEBBILAOIMNA |5 MUHYT OT NONBITKA
ornpaBku JaokymeHta B cucremy OIMC MJUIIL, nomyckaercs
JanbHeillIee COBEpIICHUE OMNepaluil ¢ JeKapCTBEHHBIM IpenapaTom
0€3 TOBTOPHOI OTIIPaBKU CBEJACHUIA.

Baxno!

e [lo daxty mnocrymienus ceaenuit 10511\10521\10531 B MJIJIIT
JOJDKHA COOJII0IaThCs MOCTIEA0BATEILHOCTD, TIEPEIaBacMbIX CBEJICHUN
o mpuemke JII. [dna onepanuii npuemku JIII 3HaueHue B Tere
«operation_date» B ®I'MIC MJJIIT qyis SGTIN Haxonsmuxcst B peectpe
oXumaHui  OyAer  paspemieHa  Tepenada  CBeleHMd  0e3
xpoHosiorndeckoro ydera omeparmu  10511\10521\10531(oxumaercs
peanuzauusa B OI'IC MJII);

e 3a WCKJIIOYCHUEM JICKAPCTBEHHBIX IMpENapaToB, BKIIOYEHHBIX B
nepeuens 12B3H.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



[TocnenoBaTebHOCTD Mepe/laur CBEJCHUM B YBEIOMUTEILHOM PEKUME
pabotelt ®I'MIC MJUJIIT npu ipsiMmoM mopsiiKe

1. OrnpaBka cBeneHHid 0 moaATBEpxKACHUHN NpueMku 1o 701 cxeme;

a. Jo 1 urons 2021 roga mormyckaeTcs mepexos K 1.6 (rmogava cBeIeHUI
B cxeme 702);

2. BeiBox uepes PB\KKT, mocrymienue cxembr 10511\10521\10531 B ®T'UC
MIJIIT;

3. [lomyuenue kBuTaHIMM MO paHee HampasieHHOM 701 cxeme B ciydae
OTCYTCTBHSI BO3MOKHOCTH €€ TIOJTy4eHHUs B 11.1;

4. Tlpn ycnemHoil KBUTAaHUMU IO PE3YyJbTATy BBIIOJIHEHUS I1.3 IMpUEMKa
3aBEPILIECHA;

5. Ilpn momyyeHunm OMIMOKM B KBUTAHIMM HEOOXOAMMO CKOPPEKTHPOBATH
OIMOKY ¥ MOBTOPHO HampaBuTh 701 cxemy;

6. B ciaydae HEBO3MOXHOCTH MPUEMKH IO PE3yIbTaTy 1.5 MOAATh CBEACHHS O
npuemke 1o 702 cxeme B ®I'MC MJIJIII ¢ ykazanuem niepeunss SGTIN\SSCC,
COIJIACHO NepeaHHbIM cBeAeHusM B 701 cxeme;

7. B ciyuae nomyuyeHusi KBUTaHIIUU C HHGOpMAIIUEil 00 YCIEeITHOM 3aBEPILICHUN
oneparuu 702 mo pe3ynbpTary BbIoONHEHUs 1.6 npuemka JIII co cTtopoHsl
MEIUITUHCKONW\AaNITeUHOW OpTraHu3aI[iK 3aBEPIICHA.

a. o 1 dempans 2021 B cimydae OTCYTCTBUS OTBETa MpPU IPHUEMKE
JOKYMEHTa WM UHPOpMAIK 00 YCIIEUTHOM 3aBEpILIEHUS Olepaliu B
KBUTAaHUMU 32 IIEpUOJ, MPEBBIIAONIMN 15 MUHYT OT MONBITKH
ornpaBku aokymeHta B cucremy OI'MC MJUJIIL, npomyckaercs
JanbHeilIIee COBEpIICHUE OlNepaluil C JIEKApCTBEHHBIM IpernapaToM
0€3 TOBTOPHOI OTIIPaBKU CBEJACHUIA.

Baxno!

e Ilo ¢akry mocrymrenus cBemenuii 10511\10521\10531 B MJIJIII
JOJDKHA COOJI0IaThCs MOCTIEA0BATEIbHOCTD, TIEPEIaBacMbIX CBEJICHUN
o mpuemke JII. [na onepamuii npuemku JIII 3HaueHue B Tere
«operation_date» B ®I'MMC MIJIIT nns SGTIN Haxonsmuxcs B peecTpe
oXujaHui  OyAeT  paspelieHa  Tepenada  CcBeleHMil  6e3
xpoHosorundeckoro ydera omeparuu  10511\10521\10531(oxumaercs
peanuzanus B ®I'MC MJIII);

e 3a WUCKJIIOYEHHUEM JICKAPCTBEHHBIX IIpPErapaToB, BKJIIOYEHHBIX B
nepedyens 12B3H.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



[TocnenoBaTebHOCTD MEPENAYN CBEACHUN B YBEAOMUTEIILHOM PEKUME
padotel ®I'MC MJIJIIIT 11 BoccTaHOBIIEHUS KOHCUCTEHTHOCTH JaHHBIX
(IPOU3BOAMTEIIb, TUCTPUOBIOTOP)

1. OrnpaBka  cBeneHuid o0  moctaBke 415 cxemMol  MOCTaBUIMKOM
(mpou3BOAUTEIEM, JUCTPUOBIOTOPOM);

2. Ilpu ycrnemHoi KBUTAHIMHM MO Pe3yJbTaTy BBIMOJHEHUS 1.1 OTrpy3ka co
CTOpPOHBI ITOCTABIIMKA 3aBEPILCHA;

3. KonTpareHT, BBIMOIHSIONIMIA MOITBEPKIECHUE MOCTaBKU, Hampasiser 701
CXeMy IOATBEPKICHUS ONIEPALINH;

4. Tlpu ycnemHoOW KBUTAaHUMU TIO PE3YJbTATy BBIMOJIHEHUS 1.3 MpUEMKa
3aBEpIICHA;

5. [lpy mnonydeHun OWMMOKM B KBUTAHIMHM T1.3 JOMYCTUMBI CJEAYIOIINE
BAPUAHTHI JCUCTBUM:

a. BoccTaHoBIeHHME KOHCUCTECHTHOCTH JaHHBIX CO CTOPOHBI IIOCTAaBIIHNKA:

I. I[MocTaBmmk wucnoap3yer cxemy 702 (ompuxomoBaHHE) C
uH(popmanueit u3 cxemol 415 nis Bo3epata JII1 Ha 6Gananc cBoei
OpTraHU3aIHH.

Ii. TlocTaBIIMK MOBTOPHO HAMpPABISET CBEACHUS O TOcTaBke 415
CXEMOH.

Iii. KoHTpareHT Bo3BpaIiaercst K BBITOJHEHHIO I1.3.
b. BoccraHoBIeHNE KOHCUCTEHTHOCTH JIAaHHBIX CO CTOPOHBI KOHTPAreHTA:

I. KoHTpareHT, Mo COrIacoBaHHIO C TOCTABIIUKOM, (OPMHUPYET
cxemy 702 (ompuxojoBaHue);

ii. [Ipy noOAy4YeHWH KBUTAHIMKM OO0 YCICHIHOM 3aBEPIICHUN
OIepaliy MPUEMKa Ha 0aJaHC KOHTpareHTa 3aBepIlcHa;

iii. ITocTaBHIMK yYUTHIBACT J[AaHHYHO HWH(POPMAIMIO B CBOCH
CHCTEME.

Baxno!

JleiicTBre naHHOTO MeXaHu3Ma aonyckaercs 1o 1 urons 2021.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



ITonwp30BaTenbCcKue COCHAPpHUH:

IIpumep 1 — OO6paTHbBIl NOPSAOK NOATBEPKIACHHSA, ONEPALIUS BbIOBITHSA .

[Tonb3oBaTens HanpaBuil 416 cxeMy (0OpaTHBIN MOPSAAOK MOATBEPKIACHHUS ),
HO He noyuyun kButanuuo ot GI'MC MJIIT;

[Monp3oBarens ocymiectsui BeiBo JIIT uepe3s PB\KKT;

Ot PB/KKT noctynunu cBeenus o BeiBoje JII u3z o6opora B ®I'MC MJIJITI.
Cxemsbr 10511\10521\10531;

[Tosb30BaTenb MOMYYUIT KBUTAHIMIO 00 YCIIEHIIHOM 3aBEPILIECHUM OIEpaliu
416;

[Tonp3oBaTenb MOMYYWIT YBEIOMJIEHHME OO YCHEIIHOM MOATBEPKICHUU
olepanyy MPUEMKH CO CTOPOHBI KOHTpareHTa — ypeaomienue 607,

[Tpu HEO0OXOTUMOCTH MOJIb30BATENb BBIIOJIHUJI OIepanuo
pachopmupoBanus/m3biatud. Cxembr 912\913 (mpu wHamuumu SGTIN B
SSCC);

[Tpu HEOOXOAMMOCTH MOJIB30BATENb BBINOIHWI NepeMenienne Ha M/I, rae
obu1 ocymiecTiieH BbiBoA JIIT 13 00opoTa ecnu mpueMka oCyecTBIIsAIACh HA
nnoe M/I. Cxema 431 (IlepemernicHue).

IIpumep 2 — Onepanusi BbIOBITHSI, 00PATHBINA MOPSIAOK MOATBEPKICHUSA:

[lonb3oBaTens He ortnpaBun 416 cxemy  (oOpaTHbIA  TOPSAIOK
noaTBepxaeHus) B ®I'NC MJIIT,

[Tonme3oBarens ocymecTBui BeiBoa JIIT uepe3 PB\KKT;

Ot PB/KKT noctynunu ceeaenus o Beioje JII u3z o6opora B @I'MC MJIJITI.
Cxemnr 10511\10521\10531;

[Tonb3oBaTens otmpaBui 416 cxemy (0OpaTHBIN MOPSIOK MTOATBEPKICHNUS);
[Tonb3oBaTENh MONYYHSI KBUTAHIIMIO 00 YCIICIIHOM 3aBEPIICHUM OTepaliu
416;

[Tonp30BaTenh TOMYYUT YBEAOMJICHHE OO0 YCHEIIHOM TMOATBEPXKICHUN
ONepaIuy IPUEMKH CO CTOPOHBI KOHTpareHTa — ysenomiienue 607,

[Tpu HEO0OXOIUMOCTH MOJIb30BaTENb BBITIOJTHUIT oTepaIuio
pachopmupoBanus/m3biatud. Cxembl 912\913 (mpu Hamuumu SGTIN B
SSCC);

[Ipyn HeoOXoAMMOCTH TIOJIL30BaTENb BHITIOJHUI TMepemenienue Ha MJI, raoe
o611 ocymectBiieH BbiBo JIIT 13 060poTa eciu npueMka oCyIiecTBIsIach Ha
nHoe M/[. Cxema 431 (IlepemernicHue).

Ilpumep 3 — oOpaTHbI NOPSAOK MOATBEP:KIACHHUS, ONepalusi BbIObITHS,
ONPHXO0I0BAHME!

[Tonb3oBaTens HanpaBuil 416 cxeMy (0OpaTHBIN MOPSAIOK MOATBEPKACHHUS ),
HO He nosryuyun kButanuuo ot ®I'NC MJIIT;
[Tonb3oBarens ocymecTBui BeiBoa JIIT uepe3 PB\KKT;

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



Ot PB/KKT noctynunu cBeenus o Beioje JII u3z o6opota B ®I'MC MJIJITI.
Cxemsr 10511\10521\10531;

[Tonb3oBaTenb MOMYyYMST KBUTAHIUIO € OIIMOKOW Mo omnepauuu 416 He
IIO3BOJIAIOLIEN ITpoBecTH npuemKy JIII;

[lonp30BaTens  ocymecTBWwi  noxady cBegeHud 1o 702 cxeme
(ompuxonoBanue) ¢ nHpopmarmeit u3 cxemsl 416;

[Tonb3oBaTeNb MOJYYHJI KBUTAHIIMIO 00 YCIIEITHOM 3aBEPILICHUU Olepaluu
702;

[Tpu HEO0OXOIUMOCTHU M0JIb30BaTelb BBITIOJIHUJT oreparuio
pachopmupoBanus/u3batsa. Cxemsl 912\913 (npm Hamwmumu SGTIN B
SSCC);

[Tpu HEOOXOAMMOCTH TMOJIB30BATENb BHIMONHUI NepeMenienrne Ha M/I, rae
ob11 ocymiectsiieH BeiBOA JIIT 13 06opoTa eciu mpreMka OCyIecTBIsIIach Ha
nnoe M/I. Cxema 431 (IlepemernicHue).

Ilpumep 4 — IIpsaMoii NOPSAAOK NOATBEP:KAEHHS, ONepanusl BbIObITHS,
OIPUXOA0BAHUE!

[TomyyaTenem monyudeHo Bxojsiiee yBemomieHue 601 (mpsMol mopsIoK
MOATBEPIKICHUS) OT KOHTPAreHTa,;

[Monmyuarens HanpaBua cxemy 701 (moaTBep KIEHNS, TPSIMOH TOPSIOK);
[Tonmydarens ocymecTBui BeiBoa JIIT uepe3 PB\KKT;

Ot PB/KKT noctynunu cBeaenus o Beioje JII u3z o6opora B @T'MC MJIJITI.
Cxemnr 10511\10521\10531;

[Tonp30BaTens MOMYYHJT KBUTAHIMIO ¢ omuOkoW mo omeparuu /01, He
MIO3BOJISIIOLIEH POBECTU npueMKy JIIT;

[Tonp30BaTens  ocymiecTBWI — momady cBegeHuid mno 702 cxeme
(ompuxoaoBaHue);

[Tpu HEO0OXOTMMOCTH M0JIb30BaTEIb BBITIOTHUIT orieparuo
pachopmupoBanus/m3biatusd. Cxembl 912\913 (mpu Hamuumu SGTIN B
SSCC);

[Ipn HeoOXoAMMOCTH TOJIb30BaTENb BHINOJHUI NepemMenienue Ha MJI, raoe
o611 ocymiectBiieH BbiBo JIIT U3 060poTa eciu nprueMka oCyIecTBIsIach Ha
nHoe M/[. Cxema 431 (IlepemernicHue).

Ipumep S — [IpsasmMoi NOPSAIOK MOATBEPKIACHHS, ONPUX010BAHKE, IIOBTOPHAA
OTIPaBKA CBeJCHUI NMPSIMOIo MOpsiAKa:

[TocTaBuuk HarpaBisieT cxemy 415 (mpsaMoi OPsIIOK MOATBEPKICHNUS );
[TocTaBUIMK NOMYYXIT KBUTAHLIMIO 00 YCTIEIIHOM 3aBepIIeHUH onepaiuu 415;
Kontparent Hanpasnsier cxemy 701 (moaTBepxkaeHue onepaimm);
KoHTpareHt mnomyuywsn KBUTaHUMIO ¢ omMOkoi mo omnepauuu 701, He
MO3BOJISIFOLIEN MTPOBECTU npueMKy JIII;

[TocTaBmuk HampasiseT cxemy 702 (onmpuxomoBanue) ¢ uHbopmanment 415
CXEMBbI, HalpaBJICHHOM B II.1;

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



- IlocTaBumiMK mMoMy4yaeT KBUTAHLMIO 00 YCHENIHOM 3aBEPILICHUU OINepaluu
702;
Takum 00pa3om TOBap BO3BpAIlA€TCsS MOCTABIIMKY Ha OaliaHC.

- TlocTtaBmk TOBTOpHO HampaBisieT cxemy 415 (mpsMoll MOpsSIOK
MOATBEPKIACHUSA);

- [locTaBuIyK MoTy4rI1 KBUTAHIIMIO 00 YCIIEIIHOM 3aBepIleHUH onepaiuu 415;

- Konrtparent nanpasinser cxemy 701 (moaTBepKaeHuE onepanun);

- KOHTpareHT IMOJay4acT KBHTAHIIUIO 00 YCIICIIHOM 3aBCPIICHHUHN OIICpalun
701.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



b J

MoaaTte cBeaeHUA

Hert

‘ Hauano ‘

YyacTHUK nogan ceejeHuA

O BBO3e B PO

Aa

BosHuknm owmnbkm
B npouecce nogaun
ceefeHuin o eeoze JIM B PO?

702

MoaaTb cBEAEHMA CXEMOWA

I

MNpouecc eBo3a Ha TeppuTopuio PO

3aBepLlueH? (Noay4YeH ycnewHsbli
aKLenT uam KBmtaHuua 703)

Het

Tpebyetca TamoxeHHOe

odopmneHue?

Hert

‘ MopaTe cBEAEHMA CXEMOWA

703

la

¥

v

‘ MopaaTe cBegeHMA |

Bo3HuKAM ownbKn?

Het

BeecTu B rpa>xaaHcknin
obopoTt

Aa

b

4

}7

3

r

Aercreria c 1N

Bo3Hukau ownbkn? EEES: OcyluecTBNEHWE AaNbHERLLNX

JaHHble meTogMyeckme pekomeHgaumm moryt 6bITb AONONHEHbI NO d)aKTy NoCTynneHnAa yToyHAalowmnx CBeAeHMl‘/’L



PekoMeH1a1mu 1o MCIoIb30BaHUI0
YIPOIIEHHOI0 MEXaHNU3Ma OIPUXOAOBAHMS UMIIOPTA
(703 cxeMa — OIPUX0I0BAHKME UMIIOPTA)

B cBsf3M C W3MEHEHHMEM MOCTAaHOBJIEHUS mpaButenabcTBa Nel556, mnpu
BO3HMKHOBEHUU OIMOOK npu peructpanun ceeaennit B MJUJIIT o BBo3e nmpenapara
B  Poccumiickyro  @enepaiuio, peaau3oBaH  MEXAHU3M  KOPPEKTUPOBKHU
PErUCTPUPYEMBIX CBEICHUM O BBO3€ MMIIOPTHBIX JIEKAPCTB.

B mensx ycTpaHeHHs] NOTEHLIMAJIBHBIX Pa3pbIBOB B TOBAPOMPOBOISIIMX
[EMoYKax peain30BaH MEXaHU3M OINPUXOJIOBAHUS JUIsI UMIIOpPTa M pazpaboTaHa
HOBasi CXeMa, KOTOpas B OJHOCTOPOHHEM IMOPSAKE IMO3BOJSET B YIPOIIEHHOM
pEeKrMeE MEePEBECTU CTATYC JIEKAPCTBEHHBIX MPENapaToB B «BBe3eH HA TEPPUTOPHIO
P®» nna panpHeimero AEWCTBUSL C JIEKAPCTBEHHBIMU IIpenapaTaMy COTJIACHO
nacnoptam mnpoiieccoB «Cxema 703. Peructpanus B ®T'UC MJJIII cBenenuii 06
OTPUXO0JIOBAHUU (MUMIIOPT).

Cxema 703 pmoctymHa ®W = MOXKET IPUMEHATHCA  ACPKATEISIMHU
PETUCTPALIMOHHOIO YJIOCTOBEPEHUSI — IMPU TPOU3BOACTBE JIEKAPCTBEHHOTO
npemnapara BHe Tepputopun Poccuiickoin @enepannu, Uiv MpeiCTaBUTEIbCTBAMA
WHOCTPAHHOM OpraHu3auuu Ha Tepputopun Poccniickon @eaepanuu, SBIsronencs
nepkareneM Ju00 BaAENbLIEM PErMCTPAlMOHHOTO YJIOCTOBEPEHHMS, a TaKKe
MMIIOPTEPAMH  OCYLIECTBILSIIOIIMMHM  BBO3  JIEKQPCTBEHHOrO IIpemapara Ha
tepputoputo  Poccuiickoit  ®depepanun. Cxema 703 MOXET NPUMEHSTHCS
CyOBeKTaMH OOpallleHus B cllydae, €ClIM MO TEeXHUYECKUM/MHBIM MPUYUHAM
yKa3aHHbIE CBelleHUs He ObLau 3apeructpupoBanbl B MJUJIII, unm Ha ycmoTpenue
cyOBeKTa oOpaiieHus.

CyOBekT oOparreHus, OCYIIIECCTBUBILIHI BBO3 MapKHPOBAHHOTO
JIEKapCTBEHHOTO Mpernaparta, i MOCASAYIOIIEeT0 BBOIA B TPAXKIaHCKUN 000POT WIn
TaMOXEHHOTO O(OpPMIICHUS, MOXET OCYIIECTBUTh OINPUXOJOBAHNE TaKOTO
JIEKApCTBEHHOTO Tperapara ImyTeM 3arpy3ku cxemsl 703.

Cxema yIpoOIIEHHOTO MeEXaHW3Ma OMNPHUXOJOBAHUSI HMMIOpTa HE TpelyeT
MOATBEPKACHUSA 00 OTIrpy3KE CO CTOPOHBI KOHTpareHTta. MapKupoBaHHbBIN
JEKapCTBEHHBIM  TpenapaT OyJaeT TpUHAT Ha  OajaHC  OpraHu3allly,
3apeructpupoBasiieii 703 omeparuto 8 UC MIJIII.

OFpaHI/IqGHI/IH 10 IPUMCHCHHIO.

1. Cxema 703 He mnpuMeHsieTCsl AJid JIEKQPCTBEHHBIX MPenaparoB TPYIIIIbI
12B3H;

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



2. Cxema onpuxo10BaHus He TpeOyeT MOATBEPKIAEHUS 00 OTIPY3KE CO CTOPOHBI
OTHPABUTEIIS;

3. Peructparus B HWC MJUJIIl cBenennit 006 ompuxomoBanuu (703-
posting import.xsd) goctymnHa:

JlepkatensiM perucTpalioOHHOTO YAOCTOBEPEHUS — IIPU MPOU3BOJICTBE
JIEKapCTBEHHOT O Npenaparta BHe Tepputopuu Poccuiickoit denepanuuy;

[IpencraBuTenbCTBAM HMHOCTPAHHOW OpraHMU3allMd Ha TEPPUTOPUH
Poccuiickon @enepannu, ABIAIOLICHCS AEPHKATEIEM;

Bnanenbiiam perucTpaliiOHHOTO YJIOCTOBEPEHUS,

NmMnoprepaM, OCYIIECTBISIOIMIMMU BBO3 JIEKAPCTBEHHOTO Ipernapara
Ha Tepputoputo Poccurickon denepanuu.

4. Peructpanus B UC MJJIII cBenennit 06 onpuxo0BaHUH JOCTYIHA TOJIBKO
JUTSL CIIEYIOUINX CTATyCHBIX IEPEXOI0B:

Osxupaet otrpy3ku B P® (released_foreign, mocite omeparuu 10319)
— 703 — Bgesen Ha Teppurtoputo P (arrived);

OTrpysxeH B PO (shipped, ociie oreparuu
331/332/333/360/361/362) — 703 — BBe3zen Ha Tepputoputo PD
(arrived);

BBesen Ha Tepputoputo P® (arrived, mocie onepamun 701
NOATBEPXKIEHUST  OTrpy3ku/mpuemku) — 703 — BBe3seH  Ha
tepputoputo PO (arrived);

BaneknapupoBad (declared, mocie omepamuu 335 TaMOXKEHHOE
oopmitenne) — 703 — BBesen Ha Tepputopuio PO (arrived);

I. He mpumensiercst 1ist ToBapoB, BBO3UMBIX 3 EADC;

Oxumaer moaTBepxkacHus wummoprepom (transferred to_importer,
nocJie onepanuu 336) — 703 — Beesen Ha Tepputoputo PO (arrived);

I. He mpumensiercs 1j1st ToBapoB, BBO3UMBIX 13 EADC;

[Mpunsr na ckian u3 3TK (declared_warehouse, mocie oneparuu 341)
— 703 — Bgesen Ha Tepputoputo P® (arrived);

I. He mpumensiercst 1ist ToBapoB, BBO3UMBIX 3 EADC;

Osxumaer cCMeHbl coOcTBeHHHMKa (Change_owner, mocie omepamun
351)— 703 — Bgesen Ha Tepputopuio PO (arrived);

I. He mpumensiercs 1j1st ToBapoB, BBO3UMBIX 3 EADC;

5. B oTHomeHun oneparuu onpruxoI0BaHus HE IPUMEHNMA OTIEpaIIHsi OTMEHBI
(250-recall.xsd), a Takke omepariu OT3bIBa M OTKa3a OT MPUEMKH (251,

252);

6. Unentndurarop MeCTOHAXOXKACHHUS TOBapa B 30HE TAMOKEHHOTO KOHTPOJIS
,ﬂ,aHHble METOANYECKNE PEKOMEHOAUNN MOTYT 6bITb AOnoJiHeHbl No d)aKTy NOCTYyNnNeHNA YTOYHAKLWNX

cBeAeHun.



00s13aTeNIeH K 3aII0JHEHUIO /17151 JIEKApCTBEHHBIX IPENapaToB, BBE3CHHbBIX U3
CTpaH, He sBommxcsa wieHamu EASC);

7. Jnsa oneparuu 703-posting_import.xsd JOCTYITHO aBTOMaTHYECKOE U3BATHE
ykazaHHbIX SGTIN u SSCC u3 rpynnoBoii ynnakoBKM BEpXHETO YPOBHS;

8. B oTHOIIEHNM JeKapCTBEHHBIX MIPEMapaToOB, BBE3EHHBIX U3 CTPAH, HE
apsitomuxcs yieHamu EADC B none CTOMMOCTh €TMHUITBI TPOYKIHH (C
y4eTOM Hajiora Ha J0OaBIECHHYIO CTOMMOCTh) TOMYCTUMO YKa3aHue
HYJIEBOI CTOMMOCTH.

[aHHble MeToANYECKME PEKOMEHAAUMU MOTYT 6bITb AOMNOIHEHbI NO GAKTY MOCTYNNEHUN YTOYHAOLWLMX
cBeAeHun.



PexoMenanuu ajisi CyObEKTOB OOpalIeHUs JIEKapCTBEHHbBIX
CPEICTB IIPHU pabOTe ¢ MAPKUPOBAHHBIMHU JICKAPCTBEHHBIMU
npernapaTaMy B yBEIOMHUTEIIBHOM PEKHUME PaOOThI
GI'MC MIJIII (703 — Onpuxo10BaHHE HMIIOPT)

[Ipy BO3HMKHOBEHHWH OIIMOOK Yy CYOBEKTOB OOpaImieHHsl JIeKapCTBEHHBIX
CPEJICTB CBSI3aHHBIX C PErUCTpallell CBeICHUI O BBO3€ JIEKAPCTBEHHOTO IIpenapara
B Poccuiickyro ®expepanuio (3a HMCKIIOUEHHEM JIEKAPCTBEHHBIX MPENapaToB
BKJIIOYEHHBIX B mniepeueHb 12B3H), peanu3oBan MexaHu3M KOPPEKTUPOBKU
PETUCTPUPYEMBIX CBEJCHUN O BBO3€ UMITOPTHBIX JIEKAPCTB.

B cityuae BO3HUKHOBEHHUS 3aTPyAHEHUM ITPH MTo1aue CBEACHUHN (PUKCUPYIOMIHNX
nepenavy JeKapCTBEHHBIX TPENApaToOB OT MPOU3BOAUTENS K UMIIOPTEPY B MPOLECCE
WHOCTPAaHHOTO  NPOU3BOACTBA, MPUMEHAETCS  ympouleHHas cxema 703,
IO3BOJISAIIOIAsA B OTHOCTOPOHHEM IOPSIKE MEPEBECTU JIEKAPCTBEHHBIE MPEIapaThl
Ha cratyc «BBe3eH Ha tepputoputo PO».

[Ipy OTCYTCTBUM NOATBEPX ACHUS OT MOCTABIIMKA B YCTAHOBJIEHHBIE CPOKHU
corinacHO [IITP® Nel556 wumm uHBIX mpoOJieM MPU OCYIIECTBIECHUU ONEPALMA
obopora MapkupoBaHHbIX JIII, momyckaercs wucmoiab3oBaHne cxeMmbl 703
OCYUIECTBJISIONIEH MPUEMKY Ha OajaHC OpraHU3allMyd BBIMOJHUBLIEH OTIPaBKY
JTAHHOM cXeMbI 0€3 MOITBEPAKACHHS KOHTPAareHTa.

Mexanuszm cxembl 703 (ONpUXOJOBAaHUE) MOXKET MPUMEHSTHCS M B LEIAX
YCTpaHEHHUs ITOTEHUHAIBHBIX Pa3pbIBOB B TOBAPOIPOBOIALIEH ILIENOYKHA BCEMHU
y4aCTHUKaM{ TOBApOIPOBOIAIIEH LENH — MPOU3BOAUTEISIMH, AUCTPUOBIOTOPAMH,
MEAMIMHCKUMU U (papMalieBTUUECKUMH OpraHU3alusIMu.

Crnenyer oOpaTUTh BHUMAHUE:

e [Ipumenenne cxembl 703 HOMYCTUMO TOJBKO ISl IEKAPCTBEHHBIX MPENAPATOB
IIPOIIECCA MHOCTPAHHOI'O MPOW3BOACTBA WM HWHOCTPAHHOIO HPOU3BOJICTBA
JIEKAPCTBEHHBIX MPENapaToB U3 rocynapcre-uieHoB EADC;

e 3a HCKJIIOYEHHEM JIEKAPCTBEHHBIX IPENAPATOB, BKIIOYEHHBIX B INEPEUYCHBb
12B3H.
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HOCHCI{OB&TGHBHOCTL nepeaadun CBGI[GHI/Iﬁ B YBCAOMUTCIIbHOM PCIKHUMCE
padoter ®TUC MJJIIT npu paboTe ¢ MapKUPOBAHHBIMU
JIEKapCTBEHHBIMHU TIpenapaTamMu (ONMpUX0J0BAHUE UMIIOPTA)

IIpumep - 1.

Bgo3 JIII Ha Treppuropuio P®. OnpuxogoBanne UMIOpTA.

1. Tlepemaua cBenenuii o BBo3e/otrpyske JIII B P® (331, 332).

2. KouTpareHT oTnpasisieT NoATBEpKAeHHE onepaiuu (cxema 701).

3. Ecnu  moatBepkaeHWE  MPOUCXOAUT  KOPPEKTHO, OIepaius BBO3a
JIEKAPCTBEHHBIX NPENAPATOB YCIIEIIHO 3aBEPIICHA.

4. B cnyuae Hanmuus omuOOK MpH Tepenade cBeneHuit o BBoze/oTrpyske JIII
WIM TIPH TIOJITBEPAKACHUH ONEepaliy MPUEMKH, UMIIOPTEP B OJTHOCTOPOHHEM
MOpsIJIKE HampaBiisieT coobmenue mo cxeme 703.

a. Jlo 1 urons 2021 roga momyckaeTcs mepexoi K 1.5 (1mojgada CBeICHUM
B cxeme 703);

5. B ciydae nonydeHus KBUTaHIIUU ¢ HH(OpMaLiel 00 yCIEITHOM 3aBepIIECHUH
oneparmn 703, TO pe3yibraTy BbIMONHEHHS 1.4, BBO3/OTrpy3ka
JIEKAPCTBEHHBIX IIpenapaToB yCIEIIHO 3aBepuicHa. JlekapcTBeHHBIN
npernapar npuHuMaetr craryc «BseseH Ha teppuropuro POy, nepexoaur Ha
OalaHC KOHTpPAreHTy, OTIPaBUBIIEMY CBEIECHHS M JOCTYIEH IS
JAJbHEUIINX ONIEpPaLUN.

a. Jo 1 ¢espans 2021 B cinydae OTCYTCTBHSI OTBETa MHpPU MPHUEMKE
JOKyMEHTa WK MHGOpMALMKU 00 YyCIEITHOM 3aBEpPIICHUS ONEpalK B
KBUTAaHIIMM 3a TNEPUOJ, MPEBBILAONMNA |5 MUHYT OT NONBITKA
ornpaBku JaokymeHta B cucremy OI'MC MJUJIIL, nomyckaercs
JaNbHEIIIEe COBEPIICHUE OIEpalil C JIEKAPCTBEHHBIM IPEnapaToM
0€3 TOBTOPHOI OTIIPaBKH CBEJACHHIM.

IMpumep - 2.

BHeceHue cBedeHUIT O IPOXOXKIACHUM TAaMOKEHHOI0 ogopmJieHus.
OnpuxonoBanue uMnopra. BHeceHue cBeleHHMH 0 TNPOXOKICHUHU
TAMOKEHHOT0 0(pOPMJICHHUS.

1. Tlepenaua cBeneHU 0 MPOXOXKICHUH TaMOXKeHHOTO odopmiieHus (335).

a. Jo 1 urons 2021 roga nomyckaetcst nepexoA K 1.3 (mojada CBEICHUM
B cxeme 703);

2. B cayuae nonyuyeHusi KBUTaHLIUU ¢ HH(GOpMAIE 00 yCIIeIIHOM 3aBEPILICHUN
onepauuu 335, Mo pe3ysbTaTy BBINOJHEHUS 1.1, CBEAEHUS O MPOXOKACHUU
TaMO>KEHHOTO O(POPMJICHHS YCIEITHO 00paboTaHbl
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3. Tlo 3aBepmienuto mnporecca o0paboTku omnepanuu 335 W HaIUYUUA B
KBUTaHIMU ommOku «Hapymierne B TOBapONmpoOBOASAIICH LTI,
HEO0OXOMMO HANPaBUTh coolIIeHue o cxeme 703.

4. B cnydae moiaydeHUs KBUTAHINY ¢ HH(OpMaIeii 00 yCTeIHOM 3aBEPIICHUH
onepaunu 703, Mo pe3yJbTaTy BBINOJHEHUSA 1.3, MOBTOPHO HAIPaBUTh
cBeJleHUs U3 1. 1.

a. o 1 ¢espans 2021 B ciayyae OTCYTCTBUSI OTBETa IMPHU IMPHEMKE
JOKyMEHTa Wik MHGOpMAIMK 00 YCIEITHOM 3aBEPIICHUS ONIEpalliK B
KBUTAaHIIMM 3a TMEPHUOJ, MPEBBILAOIMNA |5 MUHYT OT NONBITKA
ornpaBku JaokymeHta B cucremy OI'MC MJJIIL, npomyckaercs
JaJIbHEWIIIEE COBEPILICHHUE OINEpPalNil C JIEKAPCTBEHHBIM IPENapaToM
0€3 MOBTOPHOM OTMPABKH CBEJCHUM.
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