MeToanyeckre pekomeHaaumm
no paborte y4acTHMKOB 0O0POTa NEKAPCTBEHHbIX
npenaparos B Nepuo/ BeeAeHUA YBeAOMUTEIbHOTO
pexunma paborel ®TUC MOS



O0b1iee onUcaHye yBe/JI0MUTEILHOIO pekuMa padoThl
yuacTHuKOB GI'MC MJIJII

B cerasu ¢ nmepexonom OI'MC MJUIT (MJUJITT, MC MJII, Cucrema) nHa
YBEAOMUTENbHBIHA PeXKUM, IIPYU BOSHUKHOBEHNUH TPOOJIEM C PETHCTPAITHCH CBEIEHITH
00 obopore JII, yuacTHHMKaM [IOBOISTCA  CIEOYIOIMHE  METOJHYECKHe
PEKOMEHIALMM 110 HACTPOiiKe U paboTe cOOCTBEHHBIX TOBAPO-YUETHBIX CHCTEM.

VeepnomutensHblii pexnm padorsl ¢ @I'UC MJJIIT yuacthukor ofopora
JICKAPCTBCHHLIX IIPEIIAapaTOB PerilaMeHTHPYEeTCd U3MEHEHHAMH B IMOCTAHOBJICHUHU
IpaBurensctia Poccniickoii denepanuu Nel556 B wacTu:

A63an Tperuii nynkra 32

Ho 1 despana 2021r., B cayuae nenogydyeHus cyOBeKTOM oOpaineHnus
JIEKapCTBEHHBIX CPE/ICTB KBUTAHIIM O IPHEMC CBEICHUN B COOTBETCTBUH ¢ ab3alem
BTOPBIM HACTOSIIIEIO IYHKTa I[pPU [OpPEICTaBIEHUM CBEIECHUH B CHUCTEMY
MOHHTOPHHIA B COOTBETCTBHU C ab3aleM TPETbUM IyHKTa 35, nyHkTamu 37 - 381,
40,41, 43, 44, 442 u 45 nacrosimero Ionoxenus B Tedenue 15 MHHYT ¢ MOMeHTa
npeacraBaenusi cyObexr oOpalmienusi JIGKAPCTBEHHBIX  CPEICTB  BIpaBe
OCYHIECTBIIATE JaJbHCHINNC OICpalMy ¢ JICKApCTBEHHBIMHU IIpenaparamMu, He
JOKHMIAACh IOJIyYEHMS] KBITAHIIMKA O IPUEME CBEACHUIA.

YkazaHHasg HOPMa PACHpOCTPAHACTCS Ha CIVUan:
1. Orcyrersua chopmuposannoit GI'MC MIJIIT keutanimn npu odpaboTke U
duxcaupun 8 PIHUC MJUHI cBejienuii, NpeaCTaBACHHBIX CYOHEKTOM
o0palieHust JIeKapCTBEHHBIX CPE/JCTB]

2. ©opmuposanus OI'VIC M/JIL keuranumn ¢ omubOkoi (Reject) mo mroram
o0paborku  cBeJCHUMI,  [peicTaBlicHHBIX  CYOBEKTOM  oOpaijeHus
TEKapCTBEHHBIX CPE/ICTB;

3. ®opmupopanus GI'VIC MJIJIIT kBUTaHIHY ¢ YACTAIHBIM MPHEMOM CBE/IEHU I
(Partial);

4. Hewrarnoi paGorsr @I'MC MU, Gnoxmpyromeil npuemM CBEACHHH OT
CcyOBexToR  oOpailleHus  JIEKapCTBEHHBIX CPEACTB, I[OATBEPIKACHHON
oneparopom GI'HC MJUIIL;

5. Hepoctynocrs noprwia win AP @1'UC MJJITL

JelcTBYET B OTHOWICHUN C/ISIYIOLLIX OlICpaLiMii:
e 313 - Peructpanus s IC M/UILI ceeieHu# 0 BBIITyCKe FOTOBOH IPOIYKIIAH;
e 314 - Perucrpanns 8 MC MJUIIT cregennii 06 oTrpyske JIEKapCTBEHHBIX
NPENapaToB /JUisl BLIMYCKA TOTOBOM LIPOJLY KLIUY;
e 315 - Perucrpaiuir 3 UC MJUIIL ceenenuit o Bo3ppare JeKapCTBEHHBIX
IpenaparTos KOHTPUKTHOMY IIPOU3BOAUTENIO;

[NaHHble METOQMYECKME PDEKOMEHRLALMM MOTYT ObITh 4ONONHEHBI NO GAKTY NOCTYMNIEHWA YTOUHADLAX
CBEAEHWNA.



Ob1uec onncanve yBe1oMUTENLHOrO pexxuMa paboThl
y4gactuukoB OI'MC MJJITT

B cesszn ¢ nepexonom ®I'MC MJUITT (MJUITL, UC MJUIIL Cucrema) na
YBCOOMUTCIIbHBIA PEKHM, TIPU BOSHUKHOBCHIN IPOGIEM ¢ perucrpanuei ceeieHuHi
00 obopore I, YUACTHHKAM  MOBOAATCA  CICAYIOIIHME  METOJMYECKHE
PEKOMEH/IaNNH 110 HACTPOIKE U paboTe cOBCTREHHBIX TORAPO-YICTHBIX CHCTEM.

Veepomurenseiii pexxum paborsl ¢ BIUC MJIJIIT yvacTHukoB ofoporta
JICKAPCTBCIHLIX NPELAapATOR PErIAMEHTHUPYCTCS U3MCHEHUSIMH B NMOCTAHOBICHUHA
IlpaButenserra Poccuiickoii egepannn Nol556 B uacTu:

A063an Tperui nymxra 32

Ho 1 despassnt 2021r, B crayuae HenomyuyeHus cyOBeKTOM oOpaiienus
JICKAPCTREHHBIX CPE/ICTB KRUTAILME O [IPUENE CBEACHHH B COOTBETCTBHH ¢ ab3alem
BTOPBIM ~ HACTOAWICTO  IIYHKTA LPH  NPCACTABICHUN CBEJEHHA B  CHCTEMY
MOHHTOPHUHIA B COOTBETCTRMHU C a03alleM TPETEUM IIYHKTA 35, myuxtamu 37 - 381,
40,41, 43, 44, 442 1 45 nacrosiero [lonokeHnd B Tegyenne 15 MHHYT ¢ MOMEHTa
npeacrapaenus  cyOLexT  0OpallleHusi  JIGKAPCTBEHHBIX  CPEICTE BIIpaBe
OCYIICCTBILATE JIaNbLHEHIUHNE OLCPAUUK € JICKAPCTBEHHLIMM TMpENapaTaMu, He
AOKHAAACH 1OJIY YCHMS KBUTAHLMHU O [IpUEMe CBEIeHMIL.

YKazaHHasi HOPMA PACTIPOCTPAHASTCS Hd CHY UaM:

1. Oreyrerpus chopmuposannoit ®IMC MJII keutanimm 11pu obpaboTke u
uxcaunu 5 OIMC ML cpeennii, OpeacTABIEHHBIX CyOBEeKTOM
o0paiieH s TeKAPCIBEHILIX CPEICTB;

2. @opmuporanus OI'UC ML keurasuu ¢ ombKo (Reject) mo uroram
00paboTkn  CBEICHHH,  OPEACTABICHHBIX  CYOBEKTOM ofpamenns
JEKAPCTBEHHBLIX CPEJICTR;

3. @opmuposanus OUVIC MJIJIIT KBHTAHLIHK C 9ACTUYHBIM [IPUEMOM CREIEH A
(Partial);

4. Hewratao# pabotst @1'MC MJUIT, 6noxupyromeii TPHEM CBEOCHHH OT
cyObextor  OOpalieHus  JICKAPCTBEHHBIX  CPEJICTB, MOATBEP K IEHHOH
oneparopom GI'WC MJITTIIT,

5. Hepoctynmnocetr noprana uiau APl 1HMC MJJIIL

JIeHCTBYET B OTLOUICHII CHEYTO LN OIIC LS
® 313 - Perucrpaung » MC MJUIIT cenennii 0 BRIy CKe TOTOBOM PO LY KITHH;
® 314 - Perncrpaims 8 MC MJJIIT ceesenuit o6 orrpyzke JIEKAPCTBEHIILIX
HPpEernapaToR Jijist Bbi ITYCKA roToBOM LPOJIYKIHH,
® 315 - Pernerpanus 8 MC MIUIIT ceeaennit o Bosspare JIEKapPCTBEHHEBIX
[penaparos KOHTPAKTHOMY IIPOU3BOJIMTEINLO;
AakHble METOAVMYECKNE PEKOVIEBHAGWNAN MOTYT BbiTh 40MNOAHEHBI N0 GaKTy NOCTYNNEHUA YTOUHAIOUMX
CBEAEHWUA.



e 331 - Peructpauus p MC MJUIIT cresienuit o6 oTrpyske TeKapCTBEHHEIX
npenaparos B Poceniickywo Pepepauyiro;

e 332 - Peructpaums g WMC MJIJII cpenceuuil 0 BROZE JEKAPCTBEHHBIX
npenapatoB B Pocenitckyio Ocjiepayo,

e 333 - Permctpauma B MC MJUIIT cpegennii o BBo3e NeKapcTBCHHBIX
npenapatoB B Poccuiickyro denepanuro 6e3 umroprepa;

e 334 - Perucrpamus g IC MJIJIIT cBenennii o fiepeMeIlenni 1eKapCTREHHBIX
Ipenaparos Me)KIy 30HaMu TAMOIKEHHOIO KOHTPOISE;

e 335 - Peructpauua 8 UC M/JIII ceejcnuit 0 pesyanTaTax TAMOKEHHOTO
oQopMIeHNs;

o 336 -Perucrpauus aepxarenem PY (ML €ro [Ipe/ICTABHUTENLCTBOM)
cpefenuit 06  ycnmormax  sposza n Pocewiickyio  @exepanmio  JII,
MAPKUPOBAHHEBIX Ha TaMOKeHIoM crnane. n MO MUTTT;

e 341 - Peructpauma 5 MC MJUJILL ceeacunii 0 npueMKe JeKapCTBEHHBIX
LPEIAPATOR Ha CKIaJL MAITODTEpas

o 342 - Perucrpamus B MC MJIUIT ceemenuit o spoge JIII B obopoTt Ha
TeppuTopun P@;

e 351 - Permctpanus 8 MC M creneunit o cmene cobcTreHHHKA
JEKApCTBEHHBIX IIPEnaparon;

e 360 - Permcrpauma v HMC MJJIT cresenuit © BRO3e COBCTBEHHBIX
JIEKapCTBEHHEIX Mpenaparor & Poccuiickyro Penepaiytno us crpag EADC;

° 361 - Peructpanma 8 MC MJJIII ceefcHuit 06 011py3Ke JEKapCTBEHHBIX
npenaparoB B Poccuiickyio Penepaumio us crpan EADC;

e 362 - Peructpanus 8 IC MJUITL crenennii o sroze uz EADC n MIPHUCMKE
JIEKapCTBCHUBIX TNPEHIaparon Ha CKiraln NOKYNaTeHA,

e 363 - Perucrpaums r HMC MJIJIT ceeneuuii o Broge JIEKapPCTBEHHEIX
npenaparos B o60poT va veppuropun Poccriickoii ®enepanun;

e 381 - Perucrpanna s MC MJ/UII] ceeienuit 06 oTrpyske jeKapCTBEHHBIX
NpenapaToB COOCTREHHHKY ;

e 415 - Perucrpamus 8 MC MJUITT ceenenwii 06 oTrpy3ke J€KapCTBEHHDLIX
npenaparosB CO CKJiazna OTTIPABHTEIS:

e 416 - Perumcrpauus B8 MC MJUJII ceenenunit o npuemxe JIEKAPCTBEHHBIX
IIPEIapatoB Ha CKla/ Moy varesis;

e 417 - Peructpauna 8 MC MJUTIT ceescHinii 0 BO3BpaTe IPHOCTAHOBIEHHRIX
JICKAPCTBEHHBIX IIPENapaTon;

e 431 - Peructpanus 8 IC MJIJIT ceeenuii 0 nepeMeLUCHAY IEKAPCTBEHHBIX
[IperrapaToB MEKIOY Pas/IMMHbLIMHE apecaMy OCYIICCTBICHUSA ASATENbHOCTH,

» 470 - Perucrpaums » MC MJIJIIT cpegenuii ¢ cMeHe Bhaagenslia
JICKAPCTBEHHEIX OPCNAPATOn B PAMKAX IOCYIapCTBEHHOIO JASKAPCTBEHHOTO
obecreyeHust;

e 471 - Permcrpauma s MC MJDII] cpepenmii o cmeHe Bnagensua
JACKAPCTBCHHLIX [IPENAPATOR B paAMKAX FOCY JAPCTBCHHOTO JCKAPCTBEHHOIO
obecnedeHus,

HaHHble METOAMHECHNE PRKOMEHIAAMM MOTYT BbiTh AONGAHEHSI 10 aKTY NOCTYNAGHNA YTOUHAIOUMX
GREACHMA.



e 472 - Perucrpauus B MC MJIIT ceejieHnit 06 OTTPY3Ke JEKAPCTBEHHEIX
NpenapaToB co CKiIa/ia OTNPABUTENA B paMKax areHTCKOro J0roBopa;

e 701 - Perucrpauns B HMC MJUIIl nogreepxaenus (aKUernropaius)
CBEJICHUIT;

e 702 - Peructpauus 8 MC MJIJITT cBenermii 06 onpuxoa0BaHNY;

e 703 - Perncrpanusa g UC MJIJILI ceeqennii 06 onpuxonoBanuu (AMIOPT);

e 911 - Perncrpaima 8 MC MJIJIIT cBenenuii 06 arperupoBaHuy yNaKOBOK
JACKapCTBEHHLIX IPENapaToB B TPETUUHYIO (3aBOJCKYIO, TPAHCIOPTHYIO)
YIAKOBKY

e 912 - Peructpaums s MC MJUJIL ceenenuii o pacdopMHEpOBaHUE TPCTHYHON
(3aBOJICKOM, LPAHCUOPTHOH) YIAKOBKH JICKAPCTBEHHBIX [1PEIApaTOB;

e 913 - Perucrpanma B MC MJUIIL cBeaennii 06 HU3BATHH YIIAKOBOK
JICKAPCTBEIHLIX [IPCNApaTOR 13 TPCTHYHON (3aBOACKON, TPAHCIIOPTHOMN)
YIAaKOBKU;

e 914 - Perncrpanus 8 UC MIJITT ceenenuil 0 QOIOIHUTEILHOM BIIOIKCITHA
YIIAaKOBOK B TPETHYHYIO (3aBOACKYIO, TPAHCIIOPTHYIO) YIIAKOBKY ;

e 915 - Perucrpanua B MC MJUJIIL ceenenmii o6 arperupoBanuy BoO
MHOYKECTBO TPETHHHbBIX (3aBOLCKUX, TPAHCIOPTHEIX) YITAKOBOK;

e 916 - Perucrpauyms 8 UC MIJIIT cBeeHU 0 OMOMHATENLHOM BIOMKEHUN
BO MHOMECTBO TPETHUHbBIX (32BOJCKUX, TPAHCTIOPTHBIX) YI1AKOBOK.

Ilpu orcyTerBuu BelueykasaHubiX ceegenuit B MC MJUJIIL cy6bexTs
06p€1ﬂLCHHH JICKAPCTBCHHLIX Cpeacrs BIIpane OCYIUCCTBIAATE ﬂaHBHCﬁmHC
(u3HyecKre oneparuy ¢ JIeKapCTBeHHBIM [IPCIapaTOM.

[lpu 3TOM NOBTOPHOH OTHPABKH [OCJIE OTCYTCTBHS/OMMUOKH KBHTAHLKU IIO
HUTOraM HaIlpaBICHMs CBCJCIME He Tpedyercst.

C HesIbIo OCYIECTRICHMS KOPPEKTHOTO BBITY CKa JIEKAPCTBEHHEBIX MPENIAapaToR
UL BuyTpednero norpedncuus npu  uMnopre (3a uckmodennem EBEADC)
HEOOXOAMMO OOECIIEUNTh NPeNCTaBNeHHe U YCHewHyIo o0paboTKy cBeicHuil 06
arperaruy.

C LEHLIO OCYILECTBIICIIHA KOPPeKTHOrO BBOAA B rpaxcﬂaﬁcxnﬁ 060p0T
NEKapCTBCHHLIX TPCHapaToB, BBO3UMBIX ¢ Tepputopunm BADC, ReodXoauMo
o0eCrevYnTs IIpeiCTaBleHue M yCreniHylo obpaboTky CcBeneHuii o BBO3e
NEKapCTBEHHBIX npenaparos (Jnbo ¢ uelosb3opanueM onepanuii 360/361/362 wim
BOCHOJIL30BABILMCE ontepanneit 703).

Ilpr weoOXoMMMOCTH (QHKCAIMH LaILHEHIIUMX CBEICHHH B OTHOINCHUN
JIEKAPCTBEHHOI'D npenapara,  And KOTOpPOrc  OTCYTCTBYKT  YCIEILIHO
3aPEruCTPHUPOBAHHEIC NPCALLAYLLME OIICPaLIUH, cyOnexr oOpaiuenns
JEKApCTBCHHBIX  CPEUCTB  MOMKET  OCYLWECTBUTH  ONPUXOJOBAHHE  TaKOro
JIEKapCTBEHHOI'O Hperapuld ¢ uenonnsosaduem cxem 702 u 703.

[aHHblie METOAVHECKNE PEKOMEHAAUWKM MOTYT B51Tb ZON0AHEHBI NO $aKTy NOCTYNMNEHMA YTOHHALMX
CBeaEeHWA.



PexoMengauyu rioc MCronb30BaHUIO
VIPOILHCHHOIO 0OpaTHOIO aKUenTOBAHHsl
(702 cxema — ONPUXOTOBAHMC )

B c¢easu ¢ mepexomom MIUJHI Ha yBEJIOMUTEILHBIN  PEXHUM, IpHU
BO3HHKHOBEHHUHM ITpobieM ¢ perucrpanmei cpegernuii 06 obopore JIII, peannzopan
VIOpOIIEHHBIA rponecc ocyinectBieHus npuemku JIII  me Tpebyromero
MOATBEPIKIeHUEe TIpreMKH J1I1 oT nocTapmmia.

B umensx ycrpaHeHHs MNOTEHIMANBULIX PA3pLIBOB B TOBAPONPOBOAAIINX
[ETOYKAaX peaJlH30BaH MEXaHM3M OIPHXOJ0BaHMA M JopaboranHa cxema
VIPOIIEHHOTO OOPAaTHOro —akuenToBaHus (anee 1o  TekeTy cxema 702
«Pezucmpayus ¢ @IHC MA/IT ceeoenil 06 onpuxadosanuun.

Cxema 702 10CTyIHA U MOXKET NDPHMCHATLCSA Beemm cyObexTamMu odpaerns,
HMEFOIMMH !

o  @DapMalCBTUYCCKYIO TULIECH3UIO;
e MeguIMHCKYIO NHIEH3HIO;
. .HPII.I,GI'ISI’IIO Ha IpOKU3BOLCTRO.

Cxema yuopouleHoro oOpaTHOro axuenroBaids — MOMET IPHMEHATHCA
cybpekTaMu OOpalllcHUA B ciydae, eciid cyOLexkT o0pauieHus JeKapcTBEHoro
npenapara mo KakuM mu6o npuuuHamM He mepepan 8 MC MIUIIL ceenenust o
npuemke/oTrpyske JIIT wmnmu akuenrte cpegenuil o6 060poTe MapKUPOBAHHOIO
JE€KAPCTBEHHOTO UpEerapaTa, MM M0 TEeXHUYECKHM/HHBIM NPUYMHAM YKa3aHHbIE
cBezenns He OBUIM 3aperucrpuposadsl B MJAJII, nubo no pemenuio cyObexra
obpalenus.

CyOBexT oGpalleHus. OCYUIECTBMBIIMH thax ruyecKyo LIPHMEMKY
MAapKUPOBAHHOTO JICKAPCTBCHHOrO IIpeHapara Ha CKIal, UL HOCHeNyIoIero
BLIOBITHS WM ABUKCHHS MAPKHPOBAHHOIO JIEKAPCTBEHHOIO IIPErnapara, MOMKeT
OCYIICCTBATE OUPHXOJ0BAHHE TAaKOI'O JIEKApCTBCHIIONO nperaparta Iy rTeM 3arpy3KkHu
cxemsbl 702.

AHAJOTMYHO, CyObeKT 00palleHys, OCYUIeCTBUBIINKN KOPPEKTHPOBKY paHee
HampaBleHHbIX, HO He 3aperucrpuposannpix 5 MC MJUJIIL cBexenuii, Moxer
BOCHONL30BATLECA cxeMoi 702 1 TOCHCHYIONIEero JBHKEHUS MapKUPOBAHHOIO
JICKapCTBEHIOTO Mpenapara.

CxeMa ynpoweunoro o6parHore akuenToBanm:a He TpeOyeT MOATBePKACHHA
00 OTIPy3Ke CO CTOPOLLI KOHTparenTa. Mapxupopantblii 1eKapCTBEHHbLA Npenapar
Gy ieT MpUHAT Ha OafaHc OpraHusanny, 3apeructpuposasiueid 702 oneparuro B MIC
MJUILT.

[aHHbIe METOANYECKME PEKOMEHLEWMM MOTYT BbiTh AOMONHEHbI NO HAKTY NOCTYNASHWA YTOHHAIOLLWX
cBeaeHni,



OrpaHdyenms no npuMenemio;

1.

2.

Cxema 702 me npumeHseTcss i ACKapCTBCHHBIX [PEeNapaToB IPyIIbL
12B3H;

Cxema CUPUXOMOBARKS He 'l‘pCG}/GT HOATBCDXKACHMS 06 OTTPY3KE CO CTOPOIE]

OTHpaBuTCHsd;

B oTnomennn onepanun olpuxos0BaHM He [IPUMCHIMA OTIePANIA OTMEHD]
(250-recall.xsd), a raoke oncpanuy 0T2LIRA U OTKA34 OT npuemku (251, 252).

Taknm oGpasos, nmpu Heo6XOIUMOCTH NPOBEASHUS 00paTHOH NOoTHCTHKYU
HYKHO [OBTOPIIO BOCHIONL30BATLCS CXemMoi 702;

Cxema 702 ne pimser Ha (1polecchl NPOXOKIACHUA TAMOIKEHHBIX IpOLEAyYD,
ATAIOKE IPOLECCCLI BEOA IEKAPCTEEHHOI0 NPENapaTa B rpaxKIancKuii o6opoT
B cucteme orbopa obpasnos AUC Pocsapasnanzopa;

i ortepanzau 702 JOCTYIIHO ABTOMATHYECKOE UIBITHE ykazauunx SGTIN
1 SSCC U3 Ipy NIIOBOH YNIAKOBKU BEPXHETO YPOBHIL

He nonyckaercs peracrpaumn onpuxogosanus rmo SGTIN HAXOJSAIIHNXCS B
SSCC eroporo yponus (1auiers! ).

HAaHHble MeTOgMYEeCKNE PEKOMEHAAUMIM MOMYT BbiTh AONOAHEHBI NO $aKTy NOCTYNNEHNA YTOUHAIOLLMX
CBEAEHWN.
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Pexomenmainu miist cybbexkTor 00palieHus J1eKapCcTBEHHbBIX
CPEeLCTB IIpH pabore ¢ MApKUpPOBAHHBIMH JIEKAPCTBEHHBIMU
npenaparaMy B YBEIOMHATEbHOM PEXAME paboThl
OIr'vicC MJI1

Ilpn BosHuKHOBeHHW npodlieM y CyObeKIOB 00pallieHHA JIeKapcTBeNIIbIX
CpeAcCTB ¢ HpoleccoM 000poTa MapKHPOBAHHBIX JIEKAPCTBEHHLIX [IPEapaToB Ha
MECTO OCYIECTBIEHME NESITENEHOCTH U1 MEANUMHCKAX OPrauu3anii ¥ anTeuHbIX
oprapuzanvil ocymecTsisnolnux ortnyck JII (3a MCKIIOUEHUEM JIEKAaPCTBEHHBIX
IpenapaToB BKJIIOUEHHBIX B epedens 12B3H), peannsoBan yIIpomeHHbIH poLece
He TpeOyIOWNH [TOUATBEePIKACHIs OT KOHTPAICHTA.

B ciyuae OTCYTCTBUA MOATBEpXAeHHMs (aKilenTa) OT KOHTpareHra Ha
OTHpaBJIEHHEIH JOKYMENT, ocyllecrisionmi nepememenne JIII na Oananc
mosydartess, gonyckaeres spisog JIT u3 obopora ¢ HCHONB30BaHHEM KOHTPOJIBHO-
KACCOBOH TEXHUKH M YCTPOHCTBA perUCTPaTop BEIOBITHA.

B cnyuae ocyniecrnaenus BuiObiTus JIIT yepez KKT u PB go zaBepmenus
omepanuil 1o peruerpanuyn ceeneHui 0d obopore mapkupoBanubix JII1 Ha mMecTo
HeATeBHOCTI ocyluecTsupee soieog JIIT n3 obBopoTa MOXKET OCYNIECTBIATHCS
OTIPAaBKa KOPPEKTHOI M0CIeL0BITeILHOCTH JIOKYMEHTOB 3aBepIUalOLINX [IPOIECe
obopora.

IIpu OTCYTCTBHH NOATBEP KASHHS OT ITOCTABIMKA B YCTAHOBIIEHHEIE CPOKH
cornacgo [I[IPP Nel556 minm uumx (gpodaem npu OCYILISCTBICHUU onepanmii
obopora  mapkupoBanubix  JIII,  joryckaeTcs — WCHOAB30BAHHE  CXEMDI
7020cymecTBAAIOIICH IPHEMKY Ha §amaHC OpraHM3aliy BEUIOJHUBILEH OTIPaBKy
JIAaHHOH cxeMbl 0e3 [OATBepKISHHS KOITPATreHTA.

Mexannzm cxemnt 702 (0IpHXOI0BAHKME) MOMXKET MPUMEHATHCA B TOM HHCITE B
OenAX YCTpaHEHUA [NOTCHUMANBHBLIX PaspbiBOB B TOBAPONPOBOIAIIEH NEeNoYKH
BCEMH YUACTHUKAMM TOBAPOTIPOBOAIICH 11CHil!

e [Ipoussogmressimit;

o JIHCcTpUOLIOTOPRMHK;

e MeaHIMHCKIAMY I (DAPMANEBTHHECKMMNY OPTaHN3al{MsIMH.

[aHHble MeToanyeckne pexomeHAalny moryT ObiTe 40N0AHEH Dbl N0 GaKkTy NOCTYNNeHMUA YTOYHAWMX
CBEeAEHNA.



HOCH@ﬂOBaTeHLHOCTb nepenaqm CBEINEHHIT B YBEIOMHUTCIIBHOM pDEXKUME

1.

[&8)

patotsl @I'MC MIJIIT npu o6paTHOM HOpsaKe
Otnpapxa cpemenuii no 416 cxeme ¢ ykazanuem nepeunss SGTINVSSCC;

a. Jlo 1 mions 2021 roja monyckaerces 1mepexon k m.6 (mogada cBeacHUH
B cxeme 702);

Briron gepes PB\KKT, nocryrmnenne cxemsr 10511V 0521\10531 8 GI'UC
MJIJIIT;

Ilonyyenne xBUTAaHUMHI 1O padee unamnpasicHnoi 416 cxeme B ciyuae
OTCYTCTBHA BO3MONKIIOCTH €e [oJlyenns 5 1.1;

Tlpu yenemHoi KBUTAHIM IO PE3yJIbTaty BBUIOMHEHUA 1.3 CO CTOPOHEI
MeJUIMHCKoM\anTeunoi OpraHizaimy HeoOXO0JUMMO IONYYHTE
NMOATBEPHKACHHAEC OT ITOCTUABLLUKA,

HPI'I OTKda3¢ NoCcTaBlMka OT IDOATBCPIKACHHMI MNPHEMKH II0 pPe3yiIapTary
ITIOBTOPHO IIOAAaTh CBCIACHUA HCIpaBrBb ouiOKH B 416 cxeme u OXHIATh
NOATBEDIKIEHUS OT [MOCTARBIIIMKA,

B ciydae OTCYTCTBUS NOATECPHKICHMS OT OCTABIIHKA NOAATE CBEAESHHA I10
702 cxeme B ©IT'MC MIJIII ¢ ykazauunem nepeuns SGTINASSCC, cornacuo
nepeaanibIM cBeIeHHAM B 416 cxemc:

B cayyae nony4eHus KBUTAHIMY ¢ MHPOpMaLMel 00 yCISIIHOM 3aBepIICHIH
omepaumy 702 mo pesyanrary eeimomHenus 1.6 upuemia JIIT co croponet
MEIMIMHCKOM\AIITEUHOM OPIraHu3aliMy 3aBEPUISHA,

a. Jo 1 ¢eppana 2021 g anTedHbix W MEOULIHHCKUX OpraHu3aiyii
1Tocrne HanpaplIeHNA JOKYMEHTA O HPUEMKE JIOITY CKASTCH COBEPIICHUE
CeIyIOIINX otiepaumii, 6e3 oXuJlaHuA [OJYHEeHMS KBUTAHIWH TIO
HaIIPaBJICHHOMY AOKYMEHTY 0 npucmie 8 GUHMC MIOJIIL.

Baxuo!

ITo gaxty nocrynnenus csepneunii 10511V10521\10531 8 MJJII nomxaa
coOMI0AaThCA TOCIeAOBATEIEHOCTE. NepeJaBacMblX CBEJACHHH O TIPUEMKe
JIIT. Jlma onepanwmit npremkn JIIT smauenme B vere «operation date» B
GOI'MC MJJIOT gns SGTIN maxojsupuxcs R peecTpe oxumanui O6yaer
pazperueHa nepejaua cpejeHni 6e3 XpOHONOrMYECKOro yueTa OIepalli
10511NLO521N1 053 [{omuracres peannsaniis s LUAC MIJITT);

3a MCKIMOYEHMEM JIEKaPCTREHHBIX MPENAPATOBR, BKIIOYEHHBIX B IIEpPEUEHB
12B3H.

[aHHble METOAWYECKME PEKOMEHALIMIM MOTYT BT AONONHEHLI NG GaKTy NOCTYNNCHUA YTOYHAKLIMX
CBEAEHUA.



[TocnenoBaTenbHOCTE NEpeaavn CBEACHUE B YBEAOMUTEILHOM PEKUME

1.

paboter PI'MIC MJJITT apn npamMom nopsiake
OTrpaBka cBeAeHUI 0 MOATBepIIcHI M npueMkn 1o 701 cxeme;

a. Mo 1 mromn 2021 roja Jjonyckaeres nepexon K I1.6 (mofada CBeASHHI
B cxeme 702);

Brigos uepes PB\KKT, nmocrymiaenme cxemer 10511V10521V10531 8 ®I'UC
MJULLT;

[lonyuenue xBUTAHUMU 1O paHee HanparienHodl 701 cxeme B cinyuyae
OTCYTCTBUS BO3MOKHOCTU €€ IOIyueHuUs B 11.1;

[Ipy ycnemrHOH KBHTAHUMW [0 Pe3YJITATY BBIINIOJIHCHWA I1.3 [pHEMKA
3aBepiuena;

ITpu nonyyeHmu OMWMOKHM B KBHUTAHUHMM HEOOXONHUMO CKOPPEKTHPOBATH
oMOKKM U NOBTOPLO lLanpasuTs 701 cxemy;

B CliyHac HEeBO3MOYKHOCTH IIPHCMKH [10 pE3YJIbLTaTy m.5 Ioaarb CBEACHUA O
npuemke no 702 cxeate B GI'UC MJJIT ¢ yxazanuem mepeuns SGTIN\SSCC,
COrJIacHO nepeaanuniM ceenenusam B 701 cxeme;

B ciryuae 1oy ueis KBUTAHIHY C [1HGOpMaueii 06 yCrelHoM 3aBepiienny
orncpauuy 702 no pesynsrtary BhitoiHends m.6 npuemka JIIT co cTtopossl
MEAMIIHHCKOH\AIITEUHOH OPraHu3aiiiy 3aBepIieHa.

a. Mo 1 (qespana 2021 gma anTedHLIX U MEIHIWHCKHUX OpraHusaumi
focjie HanpaBpIeHWI JOKYMEHTA O IIPHEMKE JIOIY CKAETCs COBEPIISHHNC
cileaylomux onepanuil, 6e3 OKWAAHUA TIONYYEHWS KBUTAHLMK 10
HaIpaBRJIeHHOMy JOKyMeHTy o npuemike B @I'HIC MJIJILL.

Baxuo!

e llo dary noctyiienus cpejennit 10511105210 10531 8 MJJILT
JomKHA cOBNIONATLECH IMOCHE/IOBATENLHOCTE, TIEPE/IaRACMbBIX CRCACHWI
o npuemrxe . [ua onepanwmii npuemku JIIT 3HaueHwe B Tere
«operation_date» p @TUC M/UT ngna SGTIN Haxogamuxcs B peectpe
OKMAAHKH oyner paspeuieHa nepejiaua CBEOCHUIT 6e3
XpoHoJoruueckoro ys+dera omnepauuu  10511V\10521\1053 1 (oxumaercs
peanmzanus B GUKIC MJIJITD;

e 3a HCKIIOYEHHEM JIEKApPCTBEHMHLIX I[penapaToB, BKIIOYEHHBIX B
rnepeuens 12B3H.

[laHHBlIe MEeTOAVYECKNE pEROMEHAAUNMU MOTYT OblTe A0NONHEH bl NO GaKTY NOCTYNNEHMA YTOUHAOLWNX
CBEAEHMA.



TTocneloRATENLHOCTE NICpEAain cBEeeHMH B YBEIOMHTEIILHOM PEKUME
padorer @TVIC MJJILL 11t BOCCTaHOBIICHHA KOHCHCTEHTHOCTH JaHHBIX
(MpoU3BOONTCID, AUCTPHOBLIOTOP)

B cBs3d ¢ BeTyIUleHHem B cuily ab3alla TpeThero myHKTa 32 Ilonoskenus o -
CHCTEME MOHHTOPHHTA TIRIDKEIMS JIECKAPCTRBEHHBIX npenapaTOB Js MEOUITHHCKOT'O
nIpuMeHeHus B pegakian ot 02.] 1 2020 npumenecnue 702 onepalyy HE SBICTCA
HeOoOXOOMMBIM K OCYILECTBIACTCH Ha YCMOTPEHMC cyGnexra oOpaleHus
NEKAPCTBEHEIX CPEICTB.

1. Ornpaska  CBeAeHMH — ©  [OCTABKE 415 cxeMoW  NOCTaBIIMKOM
(TIpOU3BOIUTEIIEM, IUCTpUOBIOTOPOM);

2. Ilpu ycremuofi KBUTAHIMK 110 PE3Yy/bTaTy BLITIOJHCHIA n.l OTTpy3Ka co
CTOpPOUBL [IOCTaBIIMKA 3aBCpIIEHA;

3. KomTparedT, BBIIONHAIOMMHA HOATBEPXKACHHE MTOCTABKY, wanpasmser 701
cXeMy IOATBEP KIACHIS OIICPalnm;

4. Tlpy ycuHEINHOH KBUTAHUMH [0 Pe3yynpTary BRINOJIHEHH .3 npueMKa
3aBeplLIeHa;

5. Ilpu mnomydendH OIMWHOKM B KBUTAHIHHN 1.3 [OMIDYCTUMBI CICAYIOIMHAE
BapHaHThl JeHCTBHIHA:

a. BoccradoBlICHHES KOHCHCTCHTHOCTH AaHbIX CO CTOPOHKBI HOCTABIIMKA!

i ITocrapummk Wcrmomms3yeT cxemy 702  (onpuxomosaHue) ©
pudopmaiueil n3 cxemnbl 415 U1 BO3BPaTa JIIT na GamaHc CBOEH
OpraHU3alH.

ii. TTocTraBuMkK NOBTOPHO HanpapiseT CBEAEHUA O IMOCTABKC 415
CXeMOH.

iii, KomrparenT BO3BpALIAETCS K BbILIOJILICHHIO 13-
b. BoccTaHOBICHUE KOHCUCTEHTHOCTH JAHHBIX CO CTOPOHL! KOHTpareHTa:

i. KonTparedr. Mo COIVIACOBAHMIO C IOCTABIIHMKOM, dopmupyer
cxemy 702 (ONpUXOLOBAHME);

ii. Tlpu monyycHHM KBMTAHIMP OO  YCIIEIIHOM  3aBCpLIEHHH
orepanyy NpreMKa Ha 6ananc KOHTParcHTa 3aBeplicHa;

{ii. TlocTaBummKk yudrbBaeT JjanHylo undopmanmmio B CBOEH
cUCTEME.

Baxxuo!

JleiicTRUE JAaHHOTO MEXaHMU3Ma JI0Ily CKaeTCs 10 1 mronst 2021.

[arHble METOAMYECKME PEKOMERABUMN MOTYT BbiTo LOMOAHEHEI NO HAKTY NOCTYNNEHNUA YTOYHAIOLMX
cBRpeHMii.



I'Tonw3zoBarenbCcKkMe CLICHapHH:

Ipumep 1 — O6parubiil HOPS/IOK MOATBCPKICHHUS, ONEPAIMA BHIOLITHS:

[onp3oBarens Hanpasna 416 cxemy (0OpaTHBIN HOP/IOK MOATBEPKICHNM),
HO He mosyyuns keuranuuo o1 GIWMC ML

[Nospszosarens ocyinectsui oieoy JI 1 vepes PBAKKT;

Ot PB/KKT nocrynmin ceegenns o seisoze Jil1 uz o6opora 8 PTHC MJIIL
Cxempr 10511V0521NV10531;

Toap30BaTens NMOJYYUN KBHTAHLHMIO 00 YCHELIOM 3aBEpPLICHUK OlEpauu
416;

Tlonp30BaTeNL 1IOJYYMI YBEJOMIICHHE 00 YyCIEUIHOM IOJITBEPIKICHHH
oIepanuy NPHUEMKI CO CTOPOHBI KONTpareHTa — ygpeiomuenue 607;

Tlpn He0OX0AMMOCTH MOJL30BaTeNb BBINOJIHAI OIIepanmIo
pachopmuposanus/u3biaTud. Cxemb 912\913 (npn nanvumu SGTIN B
SSCC);

Ilpyn HeoOXOUMMOCTH LOAL30BATEIb BLIITOIHUI TepeMelmienne na M/, rie
Obw1 ocymectTriael sprox JITT u3 o6opoTa eciid IPUEMKA 0CY IHECTBIIIIACH Ha
unoc MJI. Cxema 431 (Ilepemenienne).

Ipumep 2 — Ouepaititin 2610bITHsL, 00PATIHLIA NOPALOK NOATBCPIKICHUSN:

IMoabzosarenn  ue  ornpaswt 416 cxemy  (oOpaTHBIE — IIOPANOK
nonreepxnenns) 3 PIHAC ML

ITone3zoBaTens ocymecTsa Buisoa JIT yepes PB\KKT;

Ot PB/KKT nocryrinim ceenenus o seigoae JII u3 odopora s GI'MC MJJILL
Cxempl 10511VI0521N0531;

TMonszosarens oripasi 416 cxemy (00paTHBIM NOPSAAOK NOTBEPIKACHAA);
[Nonb3opaTens NMONYUH/I KBUTA4HUMIO 00 yCIEINHOM 3aBeplUeHMH Ollepauyu
416;

TMonp3oparedh nNoAyudil ypelomicHue 00 YCHEIIHOM IOATBEPXKAEHUHU
OLlepalfiL [IPHEMI CO CTOPOHEL KOHTpareHTa — ypenomietue 607;

IIpu HEOOXO0,/11MOCTH [ONB3OBATEILD BBIMOIHUIT OTIepAITHIO
pachopmuposanums/iznaris. Cxempr 912\913  (npm Hamuuum SGTIN B
SSCC);

IMTpu neodxoArMOCTH NONL30BATS/IE BLINOMHUI nepementenue Ha M/, rae
Onut ocyuecTiiien suipo JIIT us obopora eciii mpHeMKa OCYIECTRIIAIACE Ha
nnoe MJ[. Cxema 431 (Ilcpemerienne).

Ipumep 3 — oOpaiiiuiii HOPSAOK HOATBep>KAEeHHS, ONepauusl BbIOBLITHS,
ONPHXOJ0OBAHHE:

[Tonpsosarenn nanpasun 416 cxemy (oOparnplit OPAIOK MOATBEPKICHUM),
HO He 1nojyum ksurannuio or OI'dC MJJILLL

[Monesosarens ocyuiectrsnn snipoy JIIT uepes PBAKKT;

Ot PB/KKT moctyuim csegenus o suisoie JIIT usz obopora 8 ®IT'MC MJJIIL.
Cxembl 1051 INT0521\10531;

,ﬂ,aHHbIe MeTogM4eCKhie peKoMeHaalnn moryT buITb OONOJIHEHBI NO C[JBKTV NOCTYNNEeHWA YTOHHALWKMX
CBEEHWIA.



[Tonn30BaTENs MOMYYMI KRUTAHUMIO € OMMOKOH 10 OTCpaiMu 416 ue
rozsosistoieit nposectr npuemky JILL ‘
TlTonp3oBaTelhb  OCYINCCTBMI  IIOMady ceeaeunit mo 702 cxeme
(onpuxonoBaHHe) ¢ MHPOPMALMEH 13 CXCMDT 416;

[Toab30BaTrelb MOMY UM KBHTAHLMIO 00 YCIIECITHOM 3aBEpIICHUM OICPALK
702;

[pu HEe0OX0AMMOCTH [10Jb30BaTellb BBIILOJIHMJL OIIEpalliIo
pachopmuponasusa/uaLaTHa.  Cxembl 9121913 (npu unanmaun SGTIN B
SSCC);

[Ipu HEOGXOAUMOCTH NOiIL30BATENb BRITOJIII TEPEMCIEHIE Ha M/, roe
6pin ocymiecTraeH BepIroA JITT B3 o6opoTa coip IPUEMKa OCY ICCTRIATACh Ha

urioe MJI. Cxema 431 (Ilepemeruenue).

Hpumep 4 — IIpaMoii iepsiox TOATBEPFOILINS, ONEPALMH BbIOLITHSI,
onpuxoJoBaHue:

[TonyyaTenemM NONYHENO BXOUILEE YBEIOMICHHE 601 (mpaMod MOpAAOK
MOATBEPIACHIA) OT KOHTPareHTa;

[onyuarens Hanpasuit cxemy 701 (ITOATBEPIKACHHA. NPSIMOI HOPAAOK);
[Monyyarens ocymecTsu suison JIIT uepes PBRBA\KIT:

Ot PB/KKT moctynuny crejenus o grrposie JIIT us obopora B GOI'vC MIJIILL
Cxempl 105TIVI0521N0531;

[Tonp30RATCHL [OAYYHI ERMTAHIDNO ¢ oumbro# no onepanud 701, mHe
nozBossroLEe npoBecTy npueMky JITI;

[Monn30BaTels  OCYLHECTRII  MOJady  CBEJleHHH 110 702  cxeme
(onpuxoLoBaHuUE);

Ilpu HEOOXOOUMOCTH 0JIL30BAaTElNb BBITIOIHIT onepaIo
pacdopmupoBanusa/iybsTia. Cxembr 9121913 (npu Hajmuy SGTIN B
SSCCK;

[Ipu Heo6XOAMMOCTH MOAL30BATE/1L BRINOMIH [ICPEMELICHIC Ha M/, toe
6ni ocymecrsien Beiso/1 JI11 u3 oGopoTa ecnu npueMKa OCy IMECTRIAIACE HA
nroe MJT. Cxema 431 (TlepemenieHue).

IMpumep 5 — [IpsaMoi NOpPaAOK MOATBEPKACHUA, onpuxo/10Banne, NOBTOPHAS
OTOPABKA CBEJCHHE NMPAMOro mopsiaKa:

[TocTaBIMK HanparaaeT cxeMy 415 (npsamMoil nopsaLox [TOITBEPIKICHI );
TMocTaBUMK MOMY M KBHTAHIHMIO 00 yCHeuHoM 3apepieH i onepatn 415;
KonrtparenT Hanpasiger exemy 701 (10{1BCPIKIACHHE OfICPAaLIH);
KourtpareuT TNOLyHdHI KBUTAHIMIO C OWHMOKOW 1O Olepaniu 701, ne
ro3possnomelt npopectu npueMy JILE

ONuMoOHANLHO MO  pelcHuio  cyOBpekToB  0OpalleHuA JICKapCTBECHHBIX .
CpPEACTRB:

[MocTapUMK HAMpasageT cxemy 702 (0NpHXOJ0BAHKE) ¢ MHpOpManeH 415
CXEMBI, HAIpaBJICHHON B 0.1

[aHrble MeToauyeckne pekomMmeHaauim MoryT BbLITe AONOAHEHE! MO PAKTY NOCTYNEHUA YTOUHAKIIWX
cBeRHNA.



- THocTaBuMK I0NyY4eT KBUTAHLHUIO 00 YCNEIIHOM 3aBEPUICHUH Olepalliu
702;
Takum 0OpazoM TOBAP BO3ZBPALLACTCS I0CTABIIKMKY Ha Gananc.

- Tlocrapmmix nOBTOPHO Hampariger cxemy 415  (upamoli  mopsytox
IOATBCPIKIACHUA);

- TIoCTABILMK II0JIyUM/I KBUTAHIMIO 00 YCIIeIHOM 3aBepiieHny onepanuu 415;

- KonrparenT Hanpasier cxemy 701 (noarsepacieHne oIepanyn);

- Kourpare:aT molyuaer KBMTANUMIO 00 yCICIIHOM 33BCPIICHUH OIEpauMu
701.

JaHHble MeTogMHECKWE PEKOMEHAAUNW MOTYT BbITh 40NOAHEHB! MO QAKTY MNOCTYNIEHUA YTOMHA HOLLIMX
ceeAeHnA.



PEKOMQH,LLE}LLMM 11O UCHOI B3O BAITHIO
YIPOLIEHHOTO MEXAHM3MA O PUXOL0BAH M UMIOpTa
(703 cxema — onpuxoI0BAIIE MMTTOPTA)

B cpRg3d C M3MEHEHUEM T[OCTAHOBICHIA [OPAaRHTCILCTBA Nel556, npu
BO3HHKHOBEHUN OIIMOOK P PEriCTPalkii CBeEHIH B MJIJIIL o BROZE Ipenapara
B PoccHickyro depepauno,  peanisonaf MEexarmsM  KOpPpeKTHPOBKH
PErMCTPUPY EMBIX CBENSHHH 0 BROSE UMITOPTIHLIN JICKAPCTE.

B nemsx YCTpasHEHMst NOTCHLUHANLHLIX PaspLIBOB B TOBAPOIPOBOAAIINX
LEIOYKAX Peallu30Ball MEXalli3M OLUPUXOA0BAHT A AMIIOPTa H paspaboTana
HOBAA CXeMa, KOTOpas B OJIHOCTOPOHHEM NOPIIKE NO3BOJET B yHIPOUISHHOM
PEKIME NIEPEBECTH CTATYC JICKAPCTBEHHBIX NPETAPATOn B «J3Bezcn HA TCPPUTOPUIO
PDy Juis jalbHEdIlero JeHeTBHS ¢ JIEKapCTrReNLIMI nperapaTaMu COrIaCHO
macriopTam mporeccor «Cxema 703, Pernerpatyis B $IUC MU cepennit 06
ONPHUXOAOBAHME (MMITOPT)».

Cxema 703  jocrynmHa H 0 MOMKET  TPHMEHATECS  AeplKaTeiMHU
PETUCTPAIMOHHOIO  YIOCTOBEPEHMsT — [P  TPOM3BOJCTEC  JEKAPCTEECHHOIO
mpenapata BHe TeppuTopuu Poccuiickoi deneparuu, i NpeicTaBuTe.ILCTBaMI
MHOCTpAlIIION opraHu3alun Ha TeppUTOPUH Poccniickoii @egepalny, ABISIONICHC
AepkareneM JHOO0 BIA/IETLUCM  PErHCTPALNOHHOIO  YAOCTOBCPCHHA, a TaKoKe
HMnoprepamMm OCYLIEC TBIIAIO LI MEL BEO?3 _w1@1(3_]_301‘36111—101‘0 npemnapara Ha
teppuropury  Poccuiickoit  (Penepannn.  Cxema 703  MOXKET IIPHMCHATHCHA
C}/GBCKT&MIA’I 06pau1e1—1pm B ClyHace, eelit 3o TEXHMTECKITM/ MHLIM npuynHam
yKasaHHble CBCICHUA HE ObIIM 3apCrucTPUpORALLL 1 MJIJITL, sutH HA YCMOTpPeHHE
cyObexrta obpaineHst.

CyOBeKT oOpanIcHus. OCYLIECTRY BT BBO3 MapKHPOBAITHOTO
JEKapCTBCHHOTO NPENapaTa, Ui JIOCHCAYOLIEr0 BBO/IA B rpaxcIalcKui 00opoT WK
TAMOYKCHHOrO  OQOPMICHHS, MOXKET OCYHIECTBMTL ONPUXOJ0BAHHE T4KOIO
JIeKapCTBEHIIOro Npenapara My TeM 3arpysku cxemot 703.

Cxema YIPOIIEHHOrO MEXAHM3MA ONPUXOHOBAINA HMLIOpTa HE Tpedyer
noATBepxKIAcHus 00 OTrpysKe co CTOPOHBL KOHTparchra. MapKHpoBaHHbIiI
JeKapCIBEHHBIH  Opetiapar  Oyaer  TIpunarT  Ha  Oananc  OpraHM3alym,
sapeructpuposasiei 703 onepawno 8 MC MJUITL

OrpauyyeHns 0O IPUMEHCHMIO!

1. Cxema 703 He DPUMCHICTCH Ui JNEKIPCTREHHLIX TIPENaparoB IPYIHIbI

12B3H;

JlaHHblie MeTO[UYECKNE PEKOMEHAAUWA MOTYT BbiTb AGNOAHERBI NO GaKTY NOCTYNABHUA YTOHHAWMX
CREBHWA,



2. Cxema ONpPUXOJI0BAHKS He TPeOYeT NOATBePIKAeH s 00 OTTPY3KE CO CTOPOHDI
OTTIPABHTEI;

3. Perucrpauma B HC MJUJIIL cseaenuit 06 ONpUXOMOBAHHA (703-
posting_import.xsd) gocrynHa:

JlepsxaTessM peruCTPalnOHHOIO Y/IOCTOBCPEHNSA — IPU IPOH3BOZICTRE
NeKapCTBEHHOTO Mpenapara sie TeppuTopun Poccuiickon enepanum;

[IpeAcTaBUTENBCTRAM HMHOCTPAHHOW Opranu3aluyd Ha TCPPUTOPUN
Poccuiickoii degepaniny, ApisIOMLCACH ICPIKATEICM;

BnaaenblaM perucTpalioHHOr0 yA0CTOBePEIL;

MmriopTepaM. OCYIUECTBISIOIKUMI BBO3 JIEKAPCTBCHHOIO Iipenapara
na reppuroputo Poceniickoit Penepannu.

4. Peructpauns B MC M/IJI ceepennit 06 ONpHX0OA0BAHMA AOCTYIHA TOIBKO
JUIS CIIEYIOLIMX CTATY CHBIX NEPEX00B:

OsxugaeT oTrpysku B P® (released foreign, mocne onepanmn 10319)
—+ 703 — BpeseH Ha Teppuropuio PO (arrived);

OTrrpy:ken B PD (shipped, rmocne orepanu
331/332/333/360/361/362) — 703 — Beezen na tepputopuio P®
(arrived);

Buesen ua repputopmio P (arrived, mnocne onepagum 701
NOATBCPIKACHIS  OTrpysku/npuemku) — 703 — Bpesen  Ha
reppuTopuio P (arrived);

Bapexnapuposan  (declared. nociae ouepanuu 335 TaMOXEHHOE
odopmiesue) — 703 — Bpesen na repputoputo PO (arrived);

i. He npunMensiercs A1 TOBapos, BBozuMsIx n3 EADC;

Osxupaer oaTeepsxk/ieHus nmuoprepoM (transferred to_importer,
nocie onepanuu 336) — 703 — Bpesen aa repputopuio PO (arrived);

i. He npumcHsaeTcsa LIS TOBAPOB, BBO3UMBIX U3 EADC;

Mpuuat wa cinaz w3 3TK (declared_warchouse, mocne oneparun 341)
— 703 — Bpesen na teppuropuio PO (arrived);

i. Fle npumensierca ans Tosapos, BBosuMbeIx u3 EADC;

Oxupaer cMennl cobereenHuxa (change owner, nocie ouepaudu
351)— 703 — Bsesed ma repputopuio PP (arrived);

i. He npumensiercs Juist TOBApoB, BBO3UMEIX 13 EADC;

5. B oTHOWIEHUH OIEPAliHH ONPHUXOJOBAHMS HE IPUMEHHIMA ONepalusa OTMEHbI
(250-recall.xsd), a raoke onepalidy OT3blBa U OTKa3a OT npuemku (251,

252);

6. Vimentudurarop MeCTOIAX0UCACHHS TOBAPA B 30HE TAMOXKEHHOIO KOHTPOMS
JaHHbIE METOAMHECKNE DEKOMEHAAUMKM MOryT BbITb AONGAHEHbI NO GaKTy NOCTYNNAGHUA YTOUHAIOLLMX

CBEAEHWITA.



oBa3aTeNel K 3aMONEEHIMIO s IEKApCTBEMHEIX IIPETapaTos, BBCSEHHBIX 13
CTpaH, HE SABJIAIOIINXCH 1ICHaMI EADC);

7. Jlna omepamun 703-posting _import.xsd J0CTYIHO ARTOMATHYECKOE U3BATHE
ykazagaeix SGTIN u SSCC u3 [pYTIIOBOM YIIAKOBKM BEPXHErO yPOBIIA;

8. B OTHOIIEHUHU JIEKAPCTBEHHBIX [IPENAPaTOB, BRBE3CHHEIX U3 CTPAH, HE
spisompxes wienamu EADC B none CTOMMOCTD €IMHHMLILI TIPOAY KK (c
yueTOM HAJI0ra Ha J00aBIeHHY IO CTOMMOCTD) AOITY CTHMO YKa3aHue
HYTEBOH CTOMMOCTH.

[JaHrble METOAMHECKME PEKOMEHAAUNN MOTYT BbiTh AOMNOAHEHbI NO GAKTY NOCTYNAGHWA YTOHHAIOLWNX
caeneHnin,
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PexoMeHIALMY [ CyOLeK 0B 00paeilti NeKapCTREHHEIX CPEACTE
npy paboTe ¢ MAPKUPOBAHHBLIMHU JICKAPCTREHHBIMU PCIIApaTaMIL B
YBEIOMUTEIIBHOM pexune padoThl
OTUC ML (703 — OmprxonoBalne nyMoopT)

Ilpr BO3HMKHOBEHHMH OLIHOOK ¥ cyOBeKkT08  0OpalieHus JTEKapCTBEHHLIX
CPECTB CBA3AHHBIX C perucTpauuei creeHnil 0 BBO3e IEKapCTBCHHOIO IpenapaTa
g Poccufickyio Pepepaumnio (3a HCKIIOUCHIEM JEKAPCTBEHHLIX IPEernapaTor
RKTIOUEHHBIX B TepeucHh 12B3H). peannsoBail  MEXalM3M  KOPPEKTHPOBKH
PETHCTPUPYEMBIX CBEACHUH O BRO3E UMIOPTHLIX JCKAPCTE.

B ciryuae BO3HMKHOBEHMS 3aTPy/IHCHUH DY O3 CBEJCHUA QUKCHPYIOUIHMX
nepeady JEKapeTBCHHEIX MPEnapaTor OT MPOM3ROMTEN K IMILOPTEPY B TIpolEcce
MHOCTPAHHOIO  IPOM3BO/ICTBA.  NPUMCHACTCSE  VTIPOTIEHHAA cxema 703,
MO3BOJIAOLIAS B OAHOCTOPOILHHEM HnopsiKke lepepecTi J!CKHPCJ‘BGHHI:,IG npenapaTLI
Ha craryc «BeescH Ha TeppuTopuio POy,

[Ipa OTCYTCTBHH NOATBEPHACHUA OT HOCTABIIMKA B YCTAHORJIEHHEIC CPOKHU
cormmacuo TMIP® Nel556 wiur wnblx 1pobsiemM npu OCYyILICCTBICHUU onepanui
obopora MapkupopaHHpix JIIl. jonyckaerca  MCnoJL30BANUE cxembr 703
OCYLIECTBAAIOMICH TIPHEMKY Ha OamaHc opraHusariy BBINOJHUBIICH OTIIPABKY
JAHHON cxemMbl 0e3 NOATBEPIKACIIU KOUTPareHTa.

MexaausMm cxembl 703 (onpuxOmOBAHHE) MOXET TIPUMENATLCS M B HELIX
yCTpaneHHs TOTEHIMANBHEIX Pa3phLiBOB B TOBAPOIPOBOAALUCH LENOYKH BCEMHU
YYACTHUKAMHM TOBAPOIPOBOAILICH LEeNTH — NPOUSBOAUTCIAMH, JIMCTpUOBIOTOPAMH,
MeIULMHCKUMY | hapMaleBTHIECKUMI OprannsalluAMU.

Cnienyer 00paTuTh BHUMAHE!

o Tlpumenenue cxemsl 703 jJ0UYCTHMO TONLKO AJA JICKAPCTBEHHBIX HPENapaToB
IpoIecca MHOCTPAHHOrO IIPOH3BOACTBA MM MHOCTPAilHOro TIPOM3BOJICTEA
JIeKapCTBEHHEIX NIPEnaparon 13 rocy/lapcrB-tUicHoB EADC:

e 32 HCKJIIOYEHWEM JIEKAPCTREHHBIX I[IPENapaToR, BKIIOYWCHHBIX B JICPCICHb
12B3H.

[lanHsie MeTOAMUECKME PEKOMEHAALMM MOTYT BbiTe AONO/HEHbI N0 daKTy NOCTYrAeHUA YTOUHSALOLLMX
cBegeHnit.



ITocnenoBaTenbHOCTS NIEpeJadul CREICHINM B YREIOMUTENLHOM PEXUME
paboTel @TC MJIJITT npu paboTe ¢ MAPKMPOBAHHLIMHU
JEKapCTBEHHBIMH TMIpernapaTaMi (ONpUXOI0BaHUE UMIIOPTA)

ITpumep - 1.
Beo3z JUI na Tteppuropuro PM. Onpuxonosanue HMIOPTA.
1. Ilepemaua cBepenunii o gzoze/orrpyske JIIT B PP (331, 332).

a. Jlo 1 mons 2021 roja gonycikacres nepexoj K .5 (mozgava ceeeHuiH
B cxeme 703):

2. KoHTpareHT OTHPABJISET IOATBEPIJIEHME oflepaliun (cxema 701).

Ecnm  moaTeepskieHue  INPOMCXOJAUT  KOPPEKTHO, ONepanms  BRO3a
JIGKAPCTBEIUBIX [1PeNapaToR yCIeIIHO 3aBepllena.

4. B cnyuae HamuuusA ommMOOK MpH Mepefaye CBeAcHMH o BRose/oTrpyske JIII
MUTH TIPY NOITBEPYKASHHE OIIEpally IPUEMKH, HMIIOPTEP B OMIIOCTOPOHHEM
LopsAIKe Hanpasisier coobenue no cxeme 703.

5. B enyuae nosiyyennd KBUTAHLMY ¢ M opManueld 00 yCrenHoM 3apepiuennu
oucpaumn 703, 1o pesynpTary  BRIIOJHEHWs 1.4, BBO3/0Trpyska
JIEKAPCTBEHHLIX  IIpCHapaToB  ycnemuo 3apepineHa. JlekapcTBeHHEBIH
nperapar IpMHEMAaeT crartye «Bpesen na TeppuTOpHIO POy, Iepexolur Ha
Oananc KOHTpareiiry, OTIPaBHBIUCMY CBEJICHUA M JOCTYIEH JUTIA
NANMLHEHLHEX OIICPHALF,

a. o 1 deppans 2021 B cnyvuae OTCYTCTBHA OTBETa HPH IPUEMKE
NOoKyMenTa 1iau uHdopMaruy 06 yerneuHoM 3aBeplIeH s OHepani B
KBUTAHIMU 34 [I€PHOJ, MpeBblNalommi 15 MHHYT OT MHONBITKH
OTIpaBKy AO0KyMeHTa B cucremy OI'HMC MJUILL, nonyckaercs
JajibHenliee CoBeplleHre OepalMi ¢ JICKapCTBEHHLIM lIpElapaToM
0e3 NOBTOPHOH OTHPaBKU CBE/ICHUIA.

LaHHbie meTogndeckme pekoMeHaaunm moryT BeITe AONONHEHbI MO GAKTY NOCTYM/ACHMA YTOUHAILLMX
CBEEAEeHW.



MpunoxeHnus

ENOK-CXeMbl OMMCAHMA TUMOBLIX ClieHapres paboTsl
y4aCTHUKOB 060POTa TORAPOB NPU YBEA0MUTENIbHOM peXxume
dyHKUMoHposaHma GTMC MAJIT

(neicTeytoT 10 01.02.2021)

[auHble METOANYECKME PEKOMEHAAUWK MaryT BbITh AQMONHEHbI NO PAKTY NOCTYNIEHNA YTOYHAOWMX
cBeaeHuA,
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