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1. TepmuHBI U COKpaLIEHUS

Tepmun/Coxkpanienue Omnpepesienue

JPY Jlepxareinb PErucTpaliMOHHOIO YAOCTOBEPEHUA
JIEKapCTBEHHOT'O Ipenapara

Bropuunas VYnakoBKka, TOCTYMArOIIas K MOTPEOUTEITIO U CITy>Kalas

(moTpeduTenbcKast) Ul pa3MELIEHUs] €IVMHUYHOM NEPBUYHOM YIIAKOBKHU

yIaKOBKa JIEKapCTBEHHOT0 Mpernapata WiIM 00beIUHSIONIas
HECKOJIBKO IEPBUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX
IIperaparoB

ECKUJIIT EnuHbI  CTPYKTYPUPOBAaHHBIM  CIIPAaBOYHUK-KATAJIOT
JIEKapCTBEHHBIX IIPENAapaToOB

NHauBuayanbHbIN Hudposas W OykBeHHO-1IIM(poBast

CEepUNHBIN HOMEp | IIOCJIEOBATEIILHOCTD

TOPrOBOW €JMHULIBI

Nnentuduxarop [Ipedpukc kona SSCC, npencrapustomuii coboit Habop

IIPUMEHEHUS u3 2 wiau Oosee 3HAKOB, PACIHOJIOKEHHBIM B Hauaje
JJIEMEHTHOM CTPOKHM M OJHO3HAYHO OIpPEICISIONUI
Ha3zHauyeHUe U (popMaT MOJIsl JaHHBIX, CIEAYIOLIETO 3a
npeUKcomM

KKT KoHTponbHO-KaccoBast TEXHUKA

Kon DataMatrix

VYHukanpHas MOCJIEIOBATEIbHOCTD CUMBOJIOB,
Ipe/ICTaBleHHAs B MallMHOYMTaeMOW (GopMe HIU C
UCIIOJIb30BAHUEM HMHOIO0  CpelcTBa  (TEXHOJIOTHH)
ABTOMATUYECKOW UACHTH(PUKAINH, KOTOPas HAHOCUTCS
Ha YMaKOBKY JIGKAPCTBEHHBIX MIPEMApaTOB METOJAMHU

IICYaTH UJIN STUKCTUPOBAHUA

Mecto ocymiecTBieHus | MecTo  OCyIIECTBICHHSI  JIEATEIBHOCTH  CYOBEKTa

NEeATEeNbHOCTU oOpamieHusi JIEKapCTBEHHBIX CPEACTB — pE3UICHTa
Poccuiickonn ~ ®enepauuu  COTJIACHO  JIMIEH3UU
(MpoOu3BOACTBO JIEKApCTBEHHBIX CpPEICTB,
dapmaneBTHYECKasT JCSITEIBHOCTh W MEIUITMHCKAS
NEATENbHOCTD, IEATEIbHOCTD 10 000POTY
HApPKOTUYECKUX CPEJICTB U MICUXOTPOIHBIX BEIIECTB)

oo Omnepatop GpUCKATBHBIX TAaHHBIX

O6patHpiii  mOpsoK | [lopsiiok mpueMKH JIeKapCTBEHHBIX MPENapaToB, Npu

aKIeNTOBaHUS KOTOPOM MOJy4aTesieM PeTUCTPUPYIOTCS CBEACHUS O

IIPUEMKE JICKAPCTBEHHBIX NIPENaparoB Ha CKIAJd, a




IMOCTaBIMUMKOM OCYHICCTBIIACTCA IOATBCPIKIACHHUC

CBEICHMUU O IMPHUCMKE Ha CKJIad IMMOKYIIaTCIIA

ITonyyarens YyacTHUK 000pOTa, OCYIIECTBIAIOMIMN IPHUEMKY
JIEKAPCTBEHHBIX NPENAPATOB

[TocTaBiuk VYyactHuk 00opoTa, 000pOTa, OCYIIECTBISIOIINI
NIOCTaBKY JIEKAPCTBEHHBIX IIPENapaToB

[Tpsamoint nopsAox | [lopsanok npueMKH JIEKapCTBEHHBIX IPENAapaToB, IPU

aKLENTOBaHUS KOTOPOM IOCTaBIIUKOM PETUCTPUPYIOTCS CBEACHUS 00
OTTpy3KE JIEKAPCTBEHHBIX MPENApaTOB IMOJy4aTello, a
NOJIy4aTeneM OCYILIECTBIISIETCS NOATBEPKICHUE
3apErucCTPUPOBAHHBIX MOCTABIIMKOM CBEJIEHUN 00
OTTpYy3Ke

Py PeructpannoHHOE  yIOCTOBEpEHHE JIEKAPCTBEHHOTO
npenapara

PO Perucrparop smuccun

Tpetnunas I'pynmoBast ynakoBka, HCHOJIb3yeMas JJIsI XpaHEHMUS,

(TpaHcnopTHas) NIEPEBO3KHU U NIEPEMELLEHHUS JIEKAPCTBEHHOT O ITpenapara

ylHaKoBKa MeXay CyObeKTaMH O0palleHus JIeKapCTBEHHBIX
CPEACTB

TYC ToBapo-ydeTHas cucrema

VYyacTHUK obopota | CyObeKT oOpaliieHust JIEKapCTBEHHBIX CPECTB,

TOBapoOB IOPUINYECKHE JINIA U UHANBU1YaJIbHbIE
NpeANPUHUMATENH, OCYIIECTBIISIIOLINE MPOU3BOICTBO,
XpaHeHue, BB0o3 B Poccuiickyto denepanuro, OTIIYCK,
peanuzaiuio, rnepeaavyy, IpUMEHEHUE U YHUUTOKECHHE
JIEKAPCTBEHHBIX MPENApPaTOB

OI'MC MUJIIT denepanpHas TOCyIapcTBEHHAs HH(POpMAIMOHHAS
CHUCTEMa MOHUTOPUHIA JBUKEHHUS JIEKaPCTBEHHBIX
npenapaToB JJIsl MEJUIIMHCKOTO TPUMEHEHUS

API Application programming interface, onucanue
croco00B B3aUMOICHCTBHS KOMITBIOTEPHBIX MPOTPAMM

DrugCode (ko | YHUKaIbHBIN KOJI JIEKAPCTBEHHOTO Ipernapara,

JIEKapCTBEHHOT O OJIHO3HAYHO MJICHTU(PUIIUPYIOUINI IEKapCTBO

npemapata B ECKJIIT) | cormacHo opme BbITTycKa, TO3UPOBKE, IEPBUIHOM,
BTOPHUYHOU YITAKOBKE W U3TOTOBUTEIIO TOTOBOM
JIEKapCTBEHHOU (OPMBI

GTIN Global Trade Item Number, yHUKaTBHBIH KOS,

MIPUCBAaNBAEMBbII TPYIINIE TOBAPOB IMPU UX ONUCAHUU B




nH(OpMaIIMOHHOM pecypce, 00eCTICUNBAIOIIEM yUET U
XpaHeHHE JIOCTOBEPHBIX JIaHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBAPHOU HOMEHKIIATYPE

SGTIN

YHUKaJIbHBINA UACHTU(PUKATOP BTOPUYHOU
(MOTpeOUTETHCKOM) YIAKOBKHU JIEKapCTBEHHOTO
npenapata (B cliydae €€ OTCYTCTBUSA - IEPBUYHOUN
YIIAKOBKH JIEKapCTBEHHOTrO Ipenapara), popMupyemblit
nyTeM no0aBlIeHUs K rJ100anbHOMY
UACHTU(PUKALMOHHOMY HOMEpPY TOPrOBOM €IUHUIIBI
UHAMBUAYaTBHOTO CEPUITHOTO HOMEpa TOPTOBOM
€IMHUILIBI

SSCC

Serial ~ Shipping  Container  Code, cpeactBo

UACHTU(PUKALIUH IPYIIOBOM YIIAKOBKH,
JIEKapCTBEHHBIX MPENApaToOB, YHUKAJIbHASA Ul KaXKI0U
OTJICJIbHOM TPEeTUYHOW (TPAHCIOPTHOM) YMAKOBKH
JIEKapCTBEHHOTO TMpernapata KOMOWHAIHS CUMBOJIOB,
IIPE0CTABIIEHHAs B BUJE JIMHENHOIO IITPUXOBOT'O KOJA




2. HazHayeHue JOKYMeHTa

JlaHHBIN TOKYMEHT MpEeACTaBIsieT cOOOM CBOJ METOIMUYECKUX PEKOMEHIAAIUN
sl CyOBbEKTOB  OOpalleHHus JIEKapCTBEHHBIX CpPEACTB  (IIPOU3BOJUTENECH
JIEKapCTBEHHBIX TMPENapaToB, JUCTPUOBIOTOPOB, MEIULMHCKUX YUPEKICHUN U
anTeuyHbIX OpraHu3anuil) mo paboTe B CUCTEME MOHUTOPUHTA JBMKCHHS
JIEKApCTBEHHBIX TPENapaToB s MeAUIMHCKoro mpumeHeHus (namee — OI'UC
MJIJIII) B cooTBeTcTBUM € TpeOOBaHUSIMHU 3aKOHOJAATENbCTBA Poccuiickoit
®enepanuu - nocraHoBienreM [IpaBurensctBa PO ot 14 nexadps 2018 r. N 1556
«O06 yrBepxaenun [lonmoxeHuss o cuCTeME MOHUTOPUHTA  JABUKCHUS
JIEKapCTBEHHBIX TMpenaparoB JJs MEIULIUHCKOro npuMeHeHus» (nainee — [ITIPD
Nel556).

JIrobbie (u3MUeckue AeUCTBHs, OCYIIECTBISIEMbIE C JIEKAPCTBEHHBIMU
npenapataMu CyObeKTaMH OOpallleHus JIEKapCTBEHHBIX CPEJICTB Ha BCEX ATamax
TOBApPOIPOBOJIAIIEH 1EMH, JOHKHBI ObITh oTpaxkeHsl B GT'UC MJUJIIL.




3. O6mas nadgopmanus

3.1. Onucanue koaa DataMatrix. Hanecenue Ha ynakoBky. CunTbIBaHHe
KO/a

Kon DataMatrix B o0mem ciiyyae MpeAcCTaBisieT co0O0i JIBYMEPHBIN
MAaTPUYHBIN IITPUXKOJ, MPEJCTABIAIONIUNA c000i YEpHO-OeNble 3JIEMEHThl WU
AJIIEMEHTBl HECKOJIBKUX PA3JIMUHbBIX CTETIEHEH SIpKOCTH, OOBIYHO B (popMe KBajpara,
pa3sMeILEHHBIE B IPSIMOYTOJIBHONW WIM KBaApaTHOU rpynie. MaTpuyHbIi ITPUXKOT
IIPEHAa3HAYCH ISl KOJAUPOBAHUS TEKCTA WIN JAHHBIX APYTUX TUIIOB.

Kon DataMatrix nexkapcTBEHHOro mpernapara COAEPKUT B cebe KpHUIITo-
3aIIMIICHHBIM KOJ MapKUPOBKH M BU3YaJbHO MPEACTaBIsCT COOOM NBYXMEpPHBIN
MaTPUYHBIN KO, pa3eieHHbIN Ha 4 OJJMHAKOBBIC 30HBI.

OTnuuuTenbHBIMA YepTaMu Kojga DataMatrix ot npuBbiuHoro QR-koja
SIBIIICTCSL OTCYTCTBUE 3-X KBaJAPaTOB IO yrjaM H300pa)keHHs U Hanudue L-TuHuu
10 MPaBOW U HWXKHEH rpanunaM. [Ipumep Ui cpaBHEHUS HPEACTaBICH Ha PUCYHKE
(Pucynok 1).

| .
by S

e

DataMatrix - Kox

Pucynox 1

Kox DataMatrixX, HaHeceHHBIN Ha YIIaKOBKY JIEKAPCTBCHHOT'O Tperapara AMeeT
pasMmepHOCTh 36x36 Moayneld u comepkuT B cebe wuHPopManuio 00 Koue
MapKUPOBKH JICKAPCTBEHHOTO TIperapara, U BKIYaeT 4 rpyIbl JaHHBIX:

1 — rI00anbHBIA UACHTU(GUKAIMOHHBIN HOMep ToproBoi eauHUIbl (GTIN),
cocTosiiuii u3 14 nudpoBbIX CUMBOJIOB;

2 — UHJIUBUYaJIbHBIN CEpUUHBIN HOMEP TOPTOBOM €IUHUIIBI, COCTOAIINN 13 13
CUMBOJIOB IU(PPOBOH Wi OYKBEHHO-IIU(POBOI MOCTIEAOBATETHHOCTH;

3 — KIIFOY MPOBEPKH, MPEAOCTABIAEMBIN OrepaTopoM CUCTEMBI, COCTOSIIIAN U3
4 cuMBOJOB IU(PPOBOY UK OYKBEHHO-IIU(POBOM MOCIEI0BATEIBHOCTH;

4+ — 3HAYEHHUE KOJla MPOBEpKH, cocrosiuiee u3 44 cuMBOiIOB U(DPOBON WU
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OYKBEHHO-IIU(PPOBOU MOCIEI0BATEIBHOCTH.

ITpu 3arpy3ke ceeaenuit B ®I'UIC MJUJIII no ob6opotry MapkupoBaHHbIX JITI
CyOBEKTOM 0OpallleHus1 JIEKAPCTBEHHBIX CPEACTB HEOOXOJMMO YYHMTHIBATH, YTO
SGTIN B cocTaBe Koa MapKUPOBKH SBIIIETCS PETUCTPO3ABUCHMBIM.

[Mpumep: SGTIN 04606207000025FxICrA0zNaEol ne paBen SGTIN
04606207000025FxICrAOzNaeol — sto 2 pazubix SGTIN.

B ciyuae BbIsIBI€HUS KOAa MAPKUPOBKH, HE COOTBETCTBYIOIIETO TPEOOBAHUSAM
[ITTP® Nel556, Ha 11060M M3 y4acTKOB TOBApPONPOBOASIICH LEMHU, TAKHE YITAKOBKH
JIEKapCTBEHHBIX MpPenapaToB JOJKHBI ObITh BO3BPAILEHBI IPY300TIPABUTENIO, IS
NOCJIEAYIOIIETO BO3BpaTa IIPOU3BOIUTENIO HA IIEPEYITAKOBKY.

HecooTBetcTBUE KOAOB MAPKUPOBKH TPEOOBAHUSAM 3aKOHOAATEIIHLCTBA MOXKET
OBITH BBISIBIICHO KaK Ha dTare npuema-nepenadu ynakook JIII (B ciywae, eciu B
TOBAapO-yYETHONW CHCTEME Yy4YyaCTHMKAa HAacTpOeHa TMpOBEpKa JJIMHBI  KOJa
MapKHpPOBKH), TaK U Ha 3Tare BHIOBITHS YIMAKOBKH YEPE3 PETHCTPATOP BBIOBITHS
(YCTpOMCTBO MJIM TOBAPO-YUETHASI CHCTEMAa OTOOPAa3UT COOTBETCTBYIOIIYIO OIIHOKY).

BaxxHO MOMHUTH, YTO Ha pBIHKE MOTYT BCTpPEYaThCS JIEKAPCTBEHHBIE
npernapaThl UMEIOIINEe Ha CBOEH yIaKOBKE pa3inuHble BUIbI ko/10B DataMatrix. [Tpu
ATOM, 00sI3aTEIBHBIM ISl CYUTHIBAHUS M PAOOTHI SIBISIETCS KOJI, COOTBETCTBYIOIIUI
IpaBUJIaM, ONTMCAHHBIM BBIIIIE HACTOSIIIETO MTyHKTA.

Taxumu kogam DataMatrix MOTYT OBITB:

® KOJIBl MAPKUPOBKHU JPYTrUX cTpaH (0€3 KpUITO3aITUTHI);

e koxpl Data Matrix, comeprkaniye Koapl MapKupoBku Poccutickoit @eneparuu,
HO BBINMYIIEHHBIE B MOMEHT MPOBEJACHUS DKCIICPUMEHTA IO MapKUPOBKE
JICKapCTBEHHBIX IIPENapaToB CPEICTBAMHU UACHTH(DUKAIIMH, TPOBOAUMOTO C 1
despanst 2017 r. mo 31 nexabps 2019 r.:

e Jpyrue Koasl DataMatrix, HAHOCUMBIE ITPOU3BOJIUTEIIIMU B MAPKETHHT OBBIX
1 MHBIX METIIX.

B penkux ciyyasix Ha ppIHKE MOKHO BCTPETUTh HHBEPCHBIE KOAbl MAPKUPOBKH
(Oempriif KO HA TeMHOM (hoHe). 1)1t KOPPEKTHOTO CUUTHIBAHUS TAKUX KOJOB CyOBEKTY
oOparieHus JeKapCTBEHHBIX CPEACTB HEOOXOAUMO TPOBEPUTH U TIPU HEOOXOTUMOCTH
aKTUBUPOBATh PEKHUM PACMO3HABAHUS HMHBEPCHOTO KOJIa HA CUYUTHIBAIOLIEM
YCTPOMCTBE.

3.2. lIlpumepsl kogoB DataMatrix U UX OCHOBHBIE OTJIMYHS
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e DataMatrix 0e3 KpHUNTO3alUTBl HMMEET pPa3MEpPHOCTh 26X26 Moaynen
(Pucynok 2) u MeHee u HE MMEET pa3jielicHus Ha 4 30HBI (IPyTrUe CTPaHBI U
DataMatrix, HaHOCUMBbIE B MAPKETUHTOBBIX LIEJISIX).

Pucynoxk 2

e DataMatrix ¢ kpunro3amuTol 88 CHMBOJIOB MMEET pa3MepHOCTh 44x44
monynst (Pucynok 3) u Gosee (JekapCTBEHHbIE IPEMapaThl ¢ TAKUMU KOJAaMU
BBIMYCKAJIMCh B paMKaxX JKCIEPUMEHTa IO MapKHUPOBKE JIEKAPCTBEHHBIX
npenapatoB ¢ 1 ¢eBpans 2017 r. mo 31 nexabps 2019 1.).

Pucynoxk 3

JlexapcTBeHHBIE TpenapaThl ¢ TAKUMU KOJaMU MOTYT OeCHpemnsiTCTBEHHO
oOpariarbcsi Ha pIHKE JJ0 UCTEUEHUS UX CPOKA TOJTHOCTH.

Craryc K0Ja MapKHPOBKH MOXXHO OIPEACIUTh MOCPEICTBOM CKaHHPOBAHUS
koma DataMatrix  MOOWMIBHBIM  NpHJIOKeHHEeM  «UecTHBIH  3HAK» WK
dhopmupoBanueM 3amnpoca B cuctremy ®I'MC MJIJIII.

DataMatrix HaHOCHTCS Ha BTOPUYHYIO (MOTPEOUTENHCKYIO) YIAKOBKY
JICKapCTBEHHOTO Tpemnapara, a B Cydae €e OTCYTCTBHsI — Ha TICPBUYHYIO YIIAKOBKY
JEKapCTBEHHOTO TperapaTa MPOM3BOAMUTENEM JIEKApCTBEHHOTO Mperapara.
Nudopmarus, 3ammdpoBanHas B KOJe MapKUPOBKE, KaK MPaBUIIO, TyOIUpyeTcs B
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YEeJI0BEKO-UYMTAEMOM BHJE, HO HE BCErJa HAXOAUTCS PALOM C CaMUM KOJAOM
DataMatrix. IIpumep HaHeceHHs 4YE€IOBEKO-YMTaeMOM MH(POPMALMH MPEACTABICH
Ha pucyHke (Pucynok 4).

GTIN: 04603988015224
SER: 1108J5J214I8E
LOT: 20919

EXP: X 23

Pucynoxk 4

Ucnonb3ys koa DataMatrix, cyObeKT oOpallieHust IEKapCTBEHHBIX CPEJICTB B
paMKax OCYILECTBJIEHUS ONEpAlMii C JIEKapCTBEHHBIMU IIpenapaTaMyd HUMEET
BO3MOKHOCTb OCYUIECTBIIATh IPUEMKY, IIEPEMEIIECHUE U TIEPEIAUY JIEKAPCTBEHHBIX
npernapaToB, BbIBOJA U3 000poTa W Jpyrue oOlnepanuud ¢ JIEKapCTBEHHBIMU
npernapataMu JUisi MEJUIIMHCKOTO MMPUMEHEHHUsI, 00ecreunBasi MpocieKNBaeMOCTh
JIBUKECHUSI JIEKAPCTBEHHOr'O IIpernapara II0 BCEH TOBApONpPOBOASALIEH UEIH.
[ToxpoGHee o mporieccax npruemMa-rnepesayu ToBapa ydacTHUKaMu 000poTa OMHMCaHO
B paszene: IIporecchl ABHKEHNS TOBapa MEX/1y KOHTPAr€HTaMHU.

B wmensix ymoOctBa paboThl C KPYIMHBIMH TIOCTaBKaMU B MEIUIIMHCKHUX
OpraHu3aluax psj MPOU3BOAUTENEH MOTYT HAHOCUTH KOJ MapKHUPOBKH Ha KOpPOO
TFOCIHUTAJIBHOMN YIIAaKOBKHU. B TaKOM ciiydae COTpYAHUKHA MEAULIMHCKAX OpTraHU3alun
MOT'YT OCYIIECTBIIATh KaK TOJHBIA (€IWHOPA30BBIM) BBIBOJ U3 000OpOTa TaKOU
YOAKOBKH, TaK U €€ a0J0. HekoTopble JleKapCTBEHHBIE Mpenaparbl UMEKOT B
TOPrOBOM  HAaMMEHOBAHUM  TOMETKY  «IJsd  CcTauuoHapoB».  Hampuwmep,
JIEKapCTBEHHBIN IPENapaT ¢ TOPrOBBIM HAUMEHOBAHUEM « DTUJIOBBIM CIIUPT PACTBOP
JUISE HApPYKHOTO TPUMEHEHUS W TPHUTOTOBJICHUS JIEKapCTBEHHBIX (opMm 70%,
KaHucTpa Sn, JUig  cTanumoHapoBy». [lomoOHBIE  yMakoOBKM — MMOMEYAIOTCSA
COOTBETCTBYIOIINUM Npu3HakoM B cripaBounrke ECKJIIT Munzapasa PO.
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3.3. Onucanne koga SSCC. Hanecenue Ha ynakoBKy. CUYUTBIBAaHHE KOJA

Kox SSCC npexncrasnsier coboit iuppoBoil Homep GUKCUPOBAHHOMN JIMHBI B
18 3nakoB. Buzyansno SSCC npeacrasisier coO0M JIMHEWHBIN IITPUXOBOM Koa. Ero
OTJMYMEM OT APYTUX JIMHEHHBIX IITPUXOBBIX KOJIOB SIBIISIETCS MCIOJIB30BaHUE
unentudukaropa npumeHeHus — «(00)», pacronokeHHOT0 HEITOCPEICTBEHHO MEPe]]
HOMepoM koja. [Ipumep npencrasieH Ha pucynke (PucyHok 5).

LI

(00)14605469000000028 3

Pucynox 5

Koa SSCC nHanocuTcsl MpOW3BOAUTENIEM WM MOCTABUIMKOM JIEKAPCTBEHHBIX
npenapaToB Ha TPAHCIOPTHYK YMAaKOBKY. TpaHCHOPTHOW YHMAaKOBKOW MOXKET
CIIY)KUTh 3aBOJICKOM KOpoO uiu mamneta. B penkux cinydasx kojg SSCC moxer
HAaHOCHUTHCSI Ha OaH/IEepOJib, & UMEHHO Ha KOMIUIEKT BTOPUYHBIX MOTPEOUTENBCKUX
YIIaKOBOK, 3aMasiHHbIX TuieHKoi. Micnonb3ys kox SSCC, yaacTHUK 060poTa TOBapoOB
UMEET BO3MOXKHOCTh OCYHIECTBJISITH TPUEMKY U Tepelady JeKapCTBEHHBIX
IpernapaToB, B paMKax B3aUMOJCHCTBUS C APYTMMH KOHTpareHTamu. BaHo
OTMETUTb, YTO MPOU3BOAUTENIb WU TOCTABIIMK JICKAPCTBEHHBIX CPEACTB MOKET
MIPOBOJINTh ArperupoBaHUE OMNPENEIICHHOTO YpOBHSA ¢ HaHeceHueM koma SSCC,
OJIHAKO He coolmmaTh 00 arperanuu nanHoro yposus B ®I'MC MJIIL.

[lonpoOnee o mporeccax mpuemMa-mnepeayn ToBapa ydacTHUKaMH 000poTa
OIMMMCaHO B pazjerne: [Iporecchl IBMKEHNS TOBAPA MEKTY KOHTPATCHTAMH.

Onucanue TPOIECCOB arperupoBaHus (OOBEIMHEHHUS) M pa3arperupoBaHUS
(pachopmupoBaHmsi) TPAaHCIOPTHOW YMAKOBKH TMPEACTABICHO B CIEAYIOIIEM
pazzerne.

[Tpu Hanecennn cyObeKTOM OOpaIreHus JeKapCcTBEHHbBIX cpenctB koga SSCC
Ha TPAHCIOPTHYIO YIMAKOBKY (KOopoO wu(win) mamieTry) uisl ymoOcTBa ero
MOCJICYIONIETO TOUCKAa JPYTMMHU CYOBEKTaMH OOpalleHHs] JIEKapCTBEHHBIX
CpPEJCTB, PEKOMEHAYETCS MoMedaTh Hakjiaehky ¢ kojgoM SSCC AomoJIHUTEIbLHBIM
uaeHTuduKaTtopoMm (Hampumep, n3oOpaxkennem koma DataMatrix) wim TekcToM
(«MapkupoBka» unu «MIJIII»).[Ins cHUKEeHHST BpeMEHU TOMCKAa U yI00CTBa
CUMTHIBAaHUA Ha KOpoO (MajieTy) peKOMEHAYeTCs HAHOCUTh JIBE ATUKETKHU C KOJAOM
SSCC na cocenue BepTHKaIbHBIE CTOpOHBI. [ToMemnaTs Kopod Ha majuieTe ciaeayeT

tak, 4toObl KoJ SSCC pacnonaraics Ha HapyX HOM CTOpOHE, JOIyCKas €ro
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CUHUTBIBAHUC.

Taxxe, BO u30ekxaHHWE COBEPILICHHUS OLIMOOK TMpPU CUMTHIBAHUU, HE
pPEKOMEHyeTCSI HAHOCHTh JPYTHUe BUABI JIOTUCTUYCCKUX KOJOB, HA T€ XKE CTCHKU
Kopoba (maseTsl), uto ¥ Koasl SSCC uin B MX HEMOCPEICTBEHHON OJIM30CTH.

3.4. ArperupoBaHue U pa3arperupoBanue TPAaHCIOPTHON YNAKOBKH

ArperupoBaHve — Tporecc OOBEIUHEHHS CyOBEKTOM  oOpalieHus
JIEKapCTBEHHBIX CPEJCTB YMAKOBOK JIEKAPCTBEHHBIX MpEnapaToB Ha JIIOOOM 3Tare
oOpalieHus JIEKapCTBEHHBIX MPENapaToB B I'PYNIOBYIO YIMAaKOBKY C HAHECEHHEM
COOTBETCTBYIOLLIETO TPYNIOBOTO KOJAa TPETUYHOM (TPAHCMOPTHOM) YHNAKOBKH
JIEKapCTBEHHBIX mpenapatoB U ¢ coxpaHeHueM B O®I'MC M/JII undopmanuu o
B3aMMOCBSI3U CPEJICTB HUACHTHU(UKALMK, HAHECEHHbIX Ha MOTPEOUTENbCKHUE
YIIaKOBKH JIEKAPCTBEHHBIX MPENapaToB (B ciiydyae OTCYTCTBHS MOTPEOUTEICKUX HA
NEPBUYHBIX yMAaKOBKaX), C TPYNIOBBIM KOJAOM TPETUYHOU (TPAaHCIIOPTHOM)
YIaKOBKH JIEKAPCTBEHHBIX MPENAPATOB CO3JaBAEMON IPyNIIOBOM YIIAKOBKHU.

AI‘peI‘I/IpOBaHI/Ie npeamnojiara€t BO3MOXHOCTb HAJIWYHA JIF000T0 YPOBHA
BJIOJKCHHOCTH YITAKOBOK:

® arperupoBaHHe MEPBOr0 YPOBHS — OOBEIUHEHUE MEPBUYHBIX U BTOPHUUHBIX
YIIAKOBOK JIEKAPCTBEHHBIX MIPEMapaToB B TPETUUYHYIO (TPAHCIOPTHYIO)
YIaKOBKY;

® arperupoBaHKE BTOPOTO YPOBHS — 00bEIUHEHNE TPETUYHBIX (TPAHCIIOPTHBIX )
YHaKOBOK B JIPYTYIO0 TPETHUUHYIO (TPAaHCHIOPTHYIO) YIIAKOBKY BBIIIECTOSIIIETO
YPOBHSI BJI0KEHHOCTH.

B nensx obecrnieuenus ynoo6crBa padbotsl ¢ moctaBkamu JIIT npousBoautensm
1 TUCTPHOBIOTOPAM JICKAPCTBEHHBIX MPEIApaTOB PEKOMEHIYETCS OTPaHUYHNBAThCS
JBYMSI YPOBHSIMH BJIIO’KCHHOCTH: TPAHCTIOPTHBIA KOPOO U TMaJIjieTa.

Takxe He peKOMEHYETCs] HAHOCUTh OTAENbHBIN TpaHcopTHBIN kKoa SSCC Ha
«CTIalKy» YMaKoBOK (TIpH arperamnuu 3—5 nmotpedutensckux ymakoBok JIIT).

ArperupoBaHue MOXET BBITIOJTHATHCS CyOBEKTOM oOpaileHus
JIEKApCTBEHHBIX CPEJICTB HAa Pa3IMYHBIX ATanax MNPOU3BOJACTBEHHOTO IMKIA U
000poTa JIEKapCTBEHHBIX MPETApaTOB.

Jlns  arperupoBaHWs ~ YYaCTHHKY 000pOoTa HEOOXOJWMO  BBITTOJTHHUTH
CIEIYIOIIME NCHCTBHUS:

1. YaoctoBepuTbcsi B TOM, YTO YHNAKOBKU JIEKAPCTBEHHBIX IpenapaTos,
cojepxamue yHukanbHble wuaeHTU(ukatopsl SGTIN, koTopbie
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1

Y4aCTHHK 000pOTa IUIaHUPYET arperupoBaTh, HAXOASATCS MO JAHHBIM
OI'MC MJUUIIT y Hero Ha GanaHce.

2. ArperupoBaTh YIaKOBKHU JIEKAPCTBEHHBIX MIPENApaToOB B TPAHCIOPTHYIO
ynmakoBky u 3apeructpupoBatb B PI'MC MJJII cBenenus 06
arperupoBaHUU YIMAKOBOK JIEKAPCTBEHHBIX MpPENapaTroB B TPETUYHYIO
(TpaHCIIOPTHYIO) ymakoBKy (cxema 9111 mormdeckoit Mmonemu (aiinosn
oomena OI'MC MIJII), ucnons3dys s mnepeaadyd HHPOpMaLUU
nokymeHT B ¢opmate xml. B mone «SSCCy» xml-nokymeHTa aomkeH
obITh ykazan koj SSCC TtpancnopTHoi ynakoBku. B mone «SGTIN»
Xml-mokyMeHTa  HEOOXOJUMO  MEPEYHMCIUTh BCE  YHHKAIbHBIC
UACHTU(PUKATOPHl YIMAKOBOK JIEKAPCTBEHHBIX IMPENapaToB, KOTOPbHIE
OBLIIM arperupoBaHbl B TPAHCIIOPTHYIO YIAKOBKY.

3. ArperupoBaThb BO  MHOXECTBO  TPAHCHOPTHBIX  YMAKOBOK U
3apeructpupoBatb B ®I'IC MJIJIIT cBenenust 06 arperupoBaHUU BO
MHOKECTBO TPETUYHBIX (TPaHCIOPTHBIX) yHakoBOK (cxema 915
norudeckoit monaenu (aitioB oomena ®I'MC MJII), ucnonszys amns
nepenayun uHpopmaluu A0kyMeHT B ¢opmare xml. B mone «SSCC»
Xml-moxymeHTa He0OX0auMO yka3aTh Koabl SSCC Bcex TpaHCIOPTHBIX
ynakoBok. B mosie «SGTIN» xml-gokymeHTa HEOOXOAMMO MEPEUUCITUTh
BCE YHHUKaJbHbIE MJEHTU(PUKATOPHl  YMAaKOBOK  JIEKAPCTBEHHBIX
IpenapaTroB, KOTOpble ObUIM arperupoBaHbl B KXy TPAHCIOPTHYIO
YIIAKOBKY.

4. Jlng arperupoBaHMsl TpPETUYHOM YIAKOBKHM II€PBOIO YPOBHS B
TPETUYHYIO YNAKOBKY BTOPOTO YpPOBHS U BbIIE HEOOXOAMMO
IPOU3BECTH  AHAJNOTWYHBIE JEHCTBUSA C  yKa3aHUEM  IEpedHs
arperupyemsbix ynakoBok SSCC.

JlomyckaeTcsi 1OMOJHUTEJIbLHOE BJIOKEHUE NMOTPEOMTENHLCKHX YHAKOBOK
JICKApCTBCHHBIX IIpemapaToB B TPETUYHYIO YIAKOBKY. JlaHHas omepamus
NPUMEHSETCS. KakKk B ClIy4Yae JIOYKOMIUICKTOBAHUS TPETUYHOW YIIAKOBKHU
BTOPUYHBIMHU (MMOTPEOUTEITHCKUMH) U TPETUUYHBIMHM YIIAKOBKAMM JIEKAPCTBEHHBIX
MpenaparoB, TaK U B ClIydae NEPEMEIICHUS YIAKOBOK JIEKAPCTBEHHOIO Mperapara
W3 OJJHOW TPETUYHOMN YIIAKOBKH B JIPYTYIO.

Biioxxenune ynmakoBKHM JIEKAPCTBEHHOI'O IIpemnapara MOMKET BbINOJIHATHCS
CyOBEKTOM OOpalieHus JTEKapCTBEHHBIX CPEACTB HA Pa3IW4YHBIX dTamax o0opoTa
JIEKapCTBEHHBIX MTPEINAPATOB.

SHCCB " ajJiee 1O TCKCTY NPUBCACHBI HOMEPA CXEM, UCIIOJIb3YOIIUCCS IJI1 TOATOTOBKHU Xml',Z[OKyMCHTOB.

JI71s1 TOTIOTHUTETHHOTO BJIOKEHHS YIIAKOBOK YYaCTHUKY 000pOTa HEOOXO0IUMO
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BBIITOJIHUTB CJICAYIOIIHC I[CP'ICTBPIHZ

1. YaocroBepuThCs B TOM, YTO YNAKOBKHU JIEKAPCTBEHHBIX IPENApaToB,
conepxamue yHUKaiabHble uaeHTUukatopel SGTIN, KoTopble
YY4aCTHUK 000pOTa IJIAHUPYET BIOKUTh B TPAHCIIOPTHYIO YIAaKOBKY,
Haxojarcs o nanabiv GIT'MC M I y Hero Ha GanaHce.

2. JIOyKOMIUIEKTOBaTh TPAHCIIOPTHYIO YMAKOBKY M 3aperuCTPUpPOBATH B
OI'MC MJUJIIT cBeneHus O AOMOJHHUTENBLHOM BJIOXKEHUU YMaKOBOK B
TPETUUHYIO (TPAHCIIOPTHYIO) YIakoBKy (cxema 914 nornueckoit Mmoaenu
¢daiinos  oomena OI'MC MJIJIID), wucnons3ys ainsg nepenadu
uHpopmanuu aokymeHT B (opmare xml. B mome «SSCCx» xml-
JOKYMEHTa He00X0auMo yka3ath KoJpl SSCC TpaHCIOPTHOM yHaKoBKH,
B KoTOpyto mpousouuio Bioxenue. B nmone «SGTIN» xml-nokymenra
HEOOXOJIMMO TEPEYMCIUTh BCE YHHUKAJIbHBIE HACHTHU(PUKATOPHI
YIIAKOBOK JIEKAPCTBEHHBIX MpENnapaToB, KOTOpPhIE OBUIM BIIOXKEHBI B
TPAHCTIOPTHYIO YIIaKOBKY.

3. Jns noGaBneHusi TPETUUHON YMaKOBKH MEPBOrO YPOBHS B TPETHUUHYIO
YyIIAKOBKY BTOPOTO YPOBHS M BbIIE HEOOXOJIWMO MPOU3BECTH
aHaJIOTUYHBIE JEHCTBUSI C yKa3aHUeM repeuns ynakoBok SSCC.

N3baTHEe — 1poueaypa M3BICUEHUS JICKAPCTBEHHBIX IpENapaToB U3
TPETUYHOMN YIaKOBKH.

N3bsiTHE YMAaKOBOK JIEKAPCTBEHHBIX IpPENapaToB M3 TPETHUYHOW YHaKOBKH
MOKET BBITIOJTHATECS CYOBEKTOM OOpalleHusi JEKapCTBEHHBIX CpPEICTB Ha
Pa3TUYHBIX 3Tarmax 000poTa JeKapCTBEHHBIX MPENapaToB.

JIist M3bSTHS YNAKOBOK JIEKAPCTBEHHBIX IPEMNapaToB y4YacTHUKY 000poTa
HEOOXOIMMO BBITIOIHUTD CIIEAYIONINUE EHCTBUSA:

1. YaocTtoBepuTbcsi B TOM, YIAKOBKHM JIEKAPCTBEHHBIX IMPENapaToB,
comepxamue yHHKanbHbie uaeHTHukaTtopel  SGTIN, KkoTopbie
YY4aCTHUK 000pOTa TMIIAHHUPYET HM3BbATH U3 TPAHCIOPTHOW YIIAKOBKH,
Haxoaarcs o nanasiM GI'MC MJII y Hero Ha OanaHce.

2. U3pITh yYNMAKOBKM JICKAPCTBEHHBIX NPENApaToB W3 TPAHCIOPTHOMN
ynakoBku u 3apeructpuposats B ®T'UC MJUJIIT cBenennst 06 u3batun
(cxema 913 normueckort monenu dainoB oomena OI'MIC MJII),
UCTIONB3YA I Tiepenadn uHpopManuu JOKyMeHT B ¢opmare xml. B
noie «SGTIN» xml-gokymeHTa HEOO0XOAUMO TEPEYUCIUTh BCE
YHUKAJIbHbIE UACHTU(DHUKATOPHI YIIAKOBOK JIEKAPCTBEHHBIX MPENapaTos,
KOTOpbI€ ObUIH U3BSATHI U3 TPAHCTIOPTHON YIAKOBKHU.
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3. 1 u3pATHS TPEeTUYHOM YNMAaKOBKU IMEPBOrO YPOBHS W3 TPETUYHOU
YIIAKOBKH BTOPOTO YPOBHA HEOOXOJMMO IPOU3BECTH AHAJOTUYHBIE
JEUCTBUS C yKa3aHHEM YNakoBKHU BbimecTosmen SSCC.

IIpy HanMYUKU HECKOJIBKUX YPOBHEMW BIIOKECHHOCTH TPAHCIIOPTHOW YIAKOBKHU
u3baTe ynakoBok JIII HeoOXoauMoO OCYHIECTBIATH MOCIEN0BATEIbHO, s
KaXXJ0T0 U3 YPOBHEW, OTpaxas Kaxayto onepanuto B PI'MC MJIIL.

3anpemaercs otnpaiaate B OI'MC MIUJIIT undopmamnmio o6 u3BIECYEHUU
YIIAaKOBOK PAa3HOM CTETIEHU BIOXCHHOCTH, UCTIOJIB3Ys OJIMH U TOT k¢ XMI-10KyMeHT,
(HanpuMmep, Xml-IOKyMEHT, cojepXkalluii o0benUHEHHYI0 UHGopMaluoo o0
YIaKOBKaX JEKAPCTBEHHBIX MPENapaToB, U3BIEKAEMbIX U3 KOPOOKHU U MAJIIETHI).

B pamkax BbINoOIHEHUs! OAHOM ornepanuu Henb3s u3Bnekatb SGTIN u3 pasubix
IPYNIIOBBIX YIAKOBOK OJTHOTO YPOBHS, T.€. Helb3s u3biITh SGTIN 1 u3 kopoba 1 u
SGTIN 2 u3 kopoba 2 oHO# oneparueii.

PacdopmupoBanme — mpoiecc pachopMupoBaHusi (YHUUTOKEHHS) OJHOTO,
HECKOJIbKUX WJIM BCE€X YPOBHEW TPETUYHOW yNAaKOBKA JO BTOPUYHBIX
(MOTpeOUTENBCKUX) YIAKOBOK JIEKAPCTBEHHBIX IPENapaToB.

PacpopmupoBanne  (YHHUUTOKEHHE)  TPETHUYHBIX  YIMAaKOBOK  MOKET
BBITMIOJHATHCA YYACTHUKOM 000pOTa Ha pa3IMYHBIX ATanax ooopoTa ToBapa.

Jnst  pacopmMupoBaHHsl TpPaHCIOPTHBIX YIAKOBOK YYaCTHUKY 000poTa
HEOOXOIMMO BBITIOHUTD CIEAYIONINE EHCTBUS:

1. YaocrtoBepuThCsi B TOM, YTO YIAKOBKH JIEKAPCTBEHHBIX IMPENapaToB,
conepxamue yaukanbubeie uaeHtudukaropsl SGTIN, u momemieHHbIe B
TPAHCTIOPTHYIO YIMAaKOBKY, KOTOPYIO YYacTHHK 00OpOTa IUIaHUPYET
pacopmupoBath, HaxoadaTcs mo gaHHeIM OI'MC MJUJIIT y Hero Ha
OanaHce.

2. PacdopmupoBaTh TpETHUHYIO yMakoBKY M 3apeructpuponath B DTUC
MJIJIII cBenenus o pacopmupoBanuu (cxema 912 noruyeckoit Moaenu
daiinoB obmena OI'MUC MJUIM), wucmonws3ys nans Tmepenaydu
uHpopmarmu nokymeHT B (dopmare xml. B mome «SSCCy» xml-
JTOKyMEHTa HeoOxoanumo ykazaTh kKoa SSCC TpaHCIIOPTHOHM YITaKOBKH,
KOTOPYIO TpeOyeTCs pa3arperupoBaTh.

[Ipr HanmMYMKM HECKOIBKUX YPOBHEHN BIIOKEHHOCTH TPAHCIOPTHOW YITAKOBKHU
JIOMYCKAeTCs OCYIIECTBISATh pacopMHUpOBaHHE OT BBIIIECTOSIIIETO YPOBHS K
HIDKECTOSIIEMY, OTpa)kasi Onepanuio sl Kaxaoro u3 yposHer B GI'MMC MJJIII
WJIU, YKa3aB COOTBETCTBYIONINI T pachopMUpoBaHus B cxeme 912 noruyeckoit
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Mozenu (Qaitnop oomena OI'MIC MIJII, cpasy pachopmupoBaTh MHaIETy 10
BTOPUYHOU YITAKOBKH.

[locne ycnemHoro pacopMupoBaHUsl TPETUUHOW YNMAKOBKH €€ HOMEp (KoA
SSCC) craHoBUTCS «CBOOOAHBIM», TO €CTb JOCTYHHBIM JUIsl IOCJEIYIOLIErO
UCIIOJI30BaHUS.

B cnydae He0OXOAMMOCTH MPOBEPKH COAEPKMMOT0 TPETHUYHOH YNAaKOBKH
HEO0OXOIUMO:

e lcnonb3oBaThk MeTO1 MpocMoTpa nHpopManmu o cymecrBoBanuu SSCC
B Cucreme - /reestr/sscc/sscc_check;

e lcnonp3oBaTh  3agady  MOJYYEHHUS  AHAINTHYECKUX  JAHHBIX
sscc_hierarchy - Beirpy3ska uepapxuu mo SGTIN;

e lcmonp30oBaTh  3ajady  [OJyYCHHS  aAHATUTHYECKMX  JaHHBIX
number_sgtins_in_batches - Beirpy3ka wuH(pOpMaIMK O KOJIHYECTBE
SGTIN u ux cepusix B SSCC;

e wucnoanr3oBath cxemy 210/220 normueckoit momenu (haiiioB oOMeHa
OI'MC MIJITL. Xml-gokyMeHT, HampaBJEHHBIA IO JaHHOW CXeMe B
OI'MC MJUITL, mo3BoyisieT MOJY4YuTh MOJAPOOHYI0 HHGOPMAIUIO O
SGTIN unmu SSCC.

[To pe3ynbTaram ycnemnoi o6padotku 3anpocos, @PI'MC MJIIT Bo3Bpamiaer
YY4aCTHUKY 000poTa HHGOPMALMIOO pe3yibTaTax 0OpabOTKH CBEICHHM II0

sanpamuBaeMomy SGTIN/SSCC, moaroroBneHHslii 1o (opmaTy oOMeHa C
OI'NC MJJIIL

Cpoxu nepenauu uadpopmannu B ®I'MC MIJIIL: npu pachopmupoBanun
TPETUYHOM YHAKOBKM JIEKAPCTBEHHOr'O IIpernapara, HU3bATHH JIEKapCTBEHHBIX
MpenapaToB U3 TPETUYHOU (TPAHCIOPTHOM) YIAKOBKHU JIEKAPCTBEHHOIO Mpenapara,
JOTIOJIHUTENIBHOM ~ BJIOKEHUM  JIEKAPCTBEHHBIX IMPENapaToB B  TPETUUYHYIO
(TpaHCHOPTHYIO) YMAKOBKY JIGKAPCTBEHHOrO0 Impemnapara JJisl JIEKapCTBEHHBIX
npenapaToB, HaXoaA1uXcsa Ha Tepputopun Poccuiickoit denepannu, B 1 padouero
JHSA.

WIM JJI1 JIEKQpCTBEHHBIX IMPENaparoB, HAXOASIIIMXCS 3a MpeaeiaaMu
tepputopun Poccuiickoii ®Denepanuu, B TedeHue 20 padouyux aHell C JaThl
COOTBETCTBYIOILIEH OMNepanuu C JIEKApCTBEHHBIMU MpenapaTaMyd WIH TPETUYHOMN
(TpaHCIOPTHOM) YaKOBKOM JIEKapCTBEHHOTO Ipernapara.
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3.5. ToBapo-y4eTHbIe CHCTEMbI YYACTHHKOB 000pOTa

B nensx aBromaTtuszanuy MpOLIECCOB INEpeaadyu CBEICHUN O JIEKAPCTBEHHBIX
npenaparoB B ®I'MIC MJUIIl yyacTHukaM 00OpoTa pPEKOMEHAYETCS HallaJuTh
MHTETPALIMOHHOE B3aUMOACHUCTBUE UCIIOJIb3YEMbIX UMU TOBAPHO-YYETHBIX CUCTEM
(nanee — TYC) ¢ ®I'MC MUJIIT u ycTpoiicTBaMu, 00eCreYMBaOIIMMUA TIPUEM U
BBIOBITHE JIEKAPCTBEHHBIX MTPENapaToB.
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B ®I'MIC MJUUIII peanuzoBan HaboOp MporpaMMHBIX UHTEpP(ENCOB (nanee —
Metonsl API) nist oOmena ceenenusmu ¢ TYC yuacTHUKOB obopoTa. OnucaHue
npuBeaeHo B AokyMeHte «MC «MapkupoBka». MJUIIL. Tlpotokon oOmeHa
MHTEPPENHCHOr0 YPOBHS», pa3MEIIEHHOM Ha caiiTe YecTHbI3HaK.

ITo pesynbpraTtam gopabotku TYC B wacTu peanusaiiid WHTETPAIlMOHHOTO
B3aumozericteus ¢ ®I'MC MJUJII yuacTHUK 000pOTa UMEET BO3MOKHOCTD MOJATh
3as1BKY Ha MPOXOXKJACHUE TECTUPOBaHMs. 3asiBKa MOJAaeTCA B MPOU3BOJILHOU (opMme
Y HOCUT yBEJOMUTEIBHBIN XapaKTep.

TecTupoBaHue UHTErPALMOHHOIO B3aWMOJEUCTBUS IIPOBOAUTCS HA TECTOBOM
koHType ®I'MC MJJIIT u ocymiecTBiseTcs: y4aCTHUKOM 000pOTa CaMOCTOSITENBHO,
0o ¢ npusneueHueM nocrasmuka UT-ycnyr yyactHuka o0opoTa.

@aKkT YCHEHNIHOIO0 TECTUPOBAHUS HHTETPAIMOHHOTO  B3aUMOJICUCTBUS
MOATBEPKIACTCSI CAMOCTOSITEIbHBIM MPOBEJICHUEM ITPUEMO-CIATOUHBIX UCTIBITAHUI
YY4aCTHUKOM 000pOTa ¢ HMCHoJib30BaHHeM pekoMeHaoBanHoro OO0 «Omnepatop-
ILPIIT» uek-nucta, omyOIMKOBAaHHOTO Ha caiite UecTHbII3HAK.

PexomeHnpanuu 1o HacTpOlKe B3aMMOJEHCTBUS TOBAPO-YUYETHBIX CHUCTEM
yuyacTHUKOB obopota ¢ ®I'MIC MJIJIII nmpuBeneHsl Ha caiiTe UecTHOTO 3HaAKa W
TOCTYTIHBI o CCBUIKE:
https://mdlp.crpt.ru/static/document/instructions_api_and_documents_ru.pdf

3.6. O0opynoBanue nis padorsl ¢ ®I'MC MIJIII

J11st paboTHI ¢ MAPKUPOBAHHBIMU JIEKAPCTBEHHBIMU ITpenapaTaMu HE0OX0IUMO
UCIIOJIb30BaTh CIIEAYIOIIee 000pyI0BaHUE:

® I OCYIIECTBJICHUS MPUEMKU U PO3HUYHOW MPOAAXKH JIEKAPCTBEHHBIX
npenapaToB JOJIKEH HUCIOIb30BaThes 2D ckaHep TPUX-KOJO0B;

e s BBIBOJIa U3 000POTa JIEKAPCTBEHHBIX MPENapaToB B paMKaxX OTITyCKa
10 JIbTOTHOMY PEUENTy WU JJIsl MEAUIIMHCKOTO MPUMEHEHHUS AOJIKEH
UCIIOJIb30BAThCS PETUCTPATOP BHIOBITHS.

3.6.1. Onucanue 2D ckaHepa MITPUX-KOI0B

2D ckaHep - YCTpOMCTBO Mg MOJydeHUs MHGOpPMALUM U3 JIMHEHHBIX H
MAaTPUYHBIX IITPUXOBBIX KOJIOB C BBIOOPOM TEXHOJOTHHM pACIO3HABAHUS U
OCOOCHHOCTEW JEKOAUPOBaHUSA B 3aBUCUMOCTM OT Tuma mTpux-koga. [Ipumep
CKaHepa MpHUBeIcH Ha pucyHke (PucyHok 6).
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Pucynoxk 6

2D-ckaHep npuoOpeTaercs Y4aCTHUKOM 000poTa caMoCTOATENbHO. [lepeueHn
IIPOTECTUPOBAHHBIX YCTPOUCTB pa3MellleH B pasnene «[IpoBepka ckanepay Ha caiite

«YecTHbI 3HAK».
[Ipy Hamuuuu ckaHepa y ydacTHHKa 00OpOTa, €ro paboTOCIMOCOOHOCTh

HEO0OXOAMMO TTPOBEPUTH HA MPEIMET KOPPEKTHOTO CUYUTHIBAHUSI KOJIa MAPKUPOBKHU.
CootBeTcTBYyIOIAasi MHCTPYKIUS pa3menieHa B pazaene «lIpoBepka ckanepa» Ha
canre «YecTHBIN 3HAKY.

3.6.2. Onucanue perucTpaTopa BbIOBITHS

Perncrpatop BbIObITHS (PB) — yCTpOICTBO, OCYIIIECTBIISIONIEE CUUTHIBAHUE
koga DataMatrix, nmpoBepKy BaJuAHOCTH M TMOMJIWHHOCTH Koja, (opMUpOBaHHE
JAHHBIX O JIEKAPCTBEHHBIX IpenapaTax W mnocieaymomyiw mnepegayy Bo OI'MC
MJJIIT wadopmanmu o d¢ukcarmuu (akra BBIOBITHS YIAKOBKH M3 000pOTA.
VYCcTpolCcTBO MMEeT MporpaMMHBIN HHTEep(dEc U MOKeT ObITh MHTETPUPOBAH C
TOBapoO-yueTHOM cuctemoii (nanee — TYC) yuacTHruka 060poTa.

Peructpatop BBIOBITHS MPUMEHSIETCS B CIEIYIONIUX IPOIeccax BBIBOAA W3
000poTa JIEKapCTBEHHBIX MPETIapaTOB:

e 1npu otnycke JIII mo aprorHOMy peuenty B anTe4HoON OpraHu3aluy;
e 1pu otnycke JIII nia okazanuss MEAUIMHCKONM MOMOIIHA B MEAUIIMHCKUX
OpraHu3aIusx.

Baxkuno! Ilpu ocymecTBjeHHMH PO3HUYHOH NPOAANKU JIEKAPCTBEHHBIX
NpenapaToB perucTpaTop BHIOLITHA He TPpedyeTcH.

PeructpaTtop BBIOBITHS TMOCTaBISIETCS B JBYX BapUaHTaX WCIOJIHEHUS
(Pucynok 7), ipr 3TOM TEeXHUYECKOE W (YHKIIMOHATHHOE HAIOJIHCHHE YCTPOWCTB
WJICHTUYHO.
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Pucynok 7
3.6.2.1. Bo3moxkHBIE pe:KUMbI pa00ThI PerucTPaATOPa BHIOBITHUS

«ABTOHOMHBIH peXUM» — MPHU HEOOJIILIOM KOJIMUYECTBE BBHIOBITHS YITAKOBOK B
neHb. He tpebyer nopaboTku MHPOPMALIMOHHON CHCTEMBbl ydyacTHHUKa obopoTa. B
9TOM peXUME BCE JCUCTBUS 1O BBIOBITHIO JIEKAPCTBEHHBIX IPEMapaToB
OCYILECTBIISIIOTCS] IOCPEICTBOM PErHCcTpaTOpa BhIOBITHS.

«Pexxum TCJl» — B momenieHusx 0e3 cBsas3u. IlommepkuBaeT 3arpys3ky B
perucrpaTtop BBIOBITHS mepeyHs TpeOyembix JIII ®  BBITPY3KYy  CIIHCKA
OTCKaHHWPOBAHHBIX Ko710B DataMatrix. Y 100eH 17151 UICTIOIh30BaHMS B IIOMEIIICHUSX
0e3 cBs3U U OOMEHa JJaHHBIMH ¢ HH()DOPMAIIMOHHON CHCTEMOM y4aCTHHKAa 000poTa
0e3 ee 1opaboTKH (uepe3 KonupoBaHue (aitinos).

«CeTeBOil peXUM» — 3TO PEXKUM, MPU KOTOPOM PETUCTPATOP BBIOBITUS
BBICTYIIA€T CEPBEPOM, BBIMIOJHSIONIUM 3alpOChI/KOMAaH/bI, TepeJaBaeMble C
NEPCOHATIBHOTO KOMIIBIOTEPA YUYACTHUKA, TNOO U3 TOBAPHO-YUETHON CUCTEMBI.

BzaumoneiictBue mosb3oBaTens (COTpyIHHMKA OpraHU3AlMKM) U TOBApO-
YUETHOM CUCTEMBI OpPTaHU3AINH B YaCTH pa0OTHI C PETUCTPATOPOM BHIOBITHSI MOYKET
OBITh peaIM30BaHO, B TOM YHCJIC ¥ C UCITOJIb30BaHHEM BeO-KIHMeHTa (BeO-Opay3epa).

Pemenne o0 TpUMEHEHWHM TEXHOJOTHU HCIIOJIB30BaHUS BEO-KIMEHTA
MPUHUMAETCS OpraHu3alnel CaMOCTOSITENIBHO.

Ccbulka Ha pasfen caita, B KOTOPOM COJEPKHTCS BCS HE0oOXomumas
uHbOpMaIUS O TIOPSAIKE MOIYYEHHUS YCTPOMCTBA, peXKHMMax pabOThI M Crocodax
MOJIKITIOYCHHUST ~ PETUCTpaTopoB  BBIOBITHS:  hittps://xn--80ajghhoc2ajlc8b.xn--
plai/business/projects/medicines/disposal_reqgistrar/.

Nurterpanusa yctpoiictBa ¢ TYC ocyiiecTBiasieTcs CyObeKTOM OOpalieHus
JIEKapCTBEHHBIX CPEJICTB CAMOCTOATENLHO MO0 ¢ MpuBjiedYeHneM nocrapmuka UT-

yeayr. Ilpu  pa3paboTke HMHTErpallMOHHOTO B3aUMOJICHCTBHS  HEOOXOAUMO
PYKOBOJICTBOBATbCSI TEXHUYECKOM JOKYMEHTAIIMEW, Pa3MEIICHHOM Ha caulTe
«YecTHbit 3Hak», B paznene «Bbiaepkka W3 TeXHUYECKOM crnenudukanuu Ha

MMOCTaBKY PETUCTPATOPA BHIOBITHS.
23


https://честныйзнак.рф/business/projects/medicines/disposal_registrar/
https://честныйзнак.рф/business/projects/medicines/disposal_registrar/

3.6.2.2. OlecneyeHue y4aCTHUKOM PerucTPaTOPOM BbIOBITHS

YCTpOMCTBO TpPEIoCTaBIsSETCS OMEPaTOpOM CHCTEMBI MOHHTOPUHTA Ha
OCHOBaHHMH THIIOBOTO JIOTOBOpa IO TIPEACTABICHUIO PETUCTPATOpa BBIOBITUS
JIEKapCTBEHHBIX MpenapaToB CyObeKTaM OOpalleHHs JEKapCTBEHHBIX CPEJCTB Ha
0e3B03ME3HOI OCHOBE, (popMa KOTOPOIO YTBEpKAE€HA MpUKazoM MuHIpoMrTopra
Poccum ot 13.08.2019 N 2973.
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4. TIpouecchl ABHKEHUS TOBapa Mex/aAy KOHTpareHTaMu

4.1. llpsimasi 1 0OpaTHBIE CXeMbI AKIEeNTOBAHUS

B paMkax rpaxxJaHCKO-IIPABOBBIX OTHOIICHUWA MEXJIYy KOHTpareHTamu
JOMYCKAeTCs HCIOJIb30BAHUE OJHOTO M3 CIEAYIOUIMX BAPUAHTOB IIOCTABKH
JIEKapCTBEHHBIX MPEINApPaTOB:

1. IIpsimoii mopsigoK akuenToBaHus, rpu koropom B GI'IC MJUJIII
OTIIPABUTEJIEM  PETUCTPUPYIOTCS  CBEACHUS 00  OTrpy3Ke  MOKYHaTeNro
JIEKapCTBEHHBIX IPENapaToB, a MOJIyYaTeJIEM OCYIIECTBISACTCS MOATBEPKIACHUE B
OI'MC MJJIT 3aperucTpupOBaHHBIX OTIPABHUTENEM CBEACHUN 00 OTrpyske
JIEKapCTBEHHBIX IIPEIapaToB.

2. OOpaTtHbIii NOPAAOK aKUenTOBaHUsA, 1pu koropom B PI'NC M/JIIIT
IIOJIy4aTesIeM PETUCTPUPYIOTCS CBEIACHMS O IMPUEMKE JIEKaPCTBEHHBIX IPENapaToB
Ha CKJIaJI, a OTIPABUTEIIEM OCYILECTBIACTCS MTOATBEPKACHUE CBEAECHUN O IIPUEMKE
Ha CKJIaJ ITOKYIIaTelIs.

Peructpauns B OI'MMC MJJII cBeneHunii 0 mNpHUEMKE JIEKapCTBEHHBIX
[IPENapaToB MOXKET OCYLIECTBIIATHCS KaK BPYYHYIO, TaK U C MCIIOJIb30BAHUEM
TOBAPO-YYETHBIX CUCTEM YYaCTHUKOB, MHTETpupoBaHHbIX ¢ @TIC MJIII.

CyObekT oOpallleHUs JeKapCTBEHHBIX CPEJCTB, OCYIIECTBISIONINN MPUEMKY
JIEKapCTBEHHBIX MpEenapaToB OT JPYroro cyObekTa OOpalieHusi JeKapCTBEHHBIX
CPEIICTB B paMKaXxX IpakJIaHCKO-TIPABOBBIX OTHOIIEHUH, B TeueHue 1 pabodero qHs
C JaTbl MNPUEMKH JIEKAPCTBEHHBIX MPEMAPATOB M PETHCTPALlMKM B CHCTEME
MOHHUTOPUHTA CBEJIEHUNA OO0 OTIPYXKEHHBIX JIEKAPCTBEHHBIX Ipernaparax o
NPEACTABICHUS CBEAECHUN O NaJbHEUIIHNX OINEpalMsIX C TAKUMH JEKapCTBEHHBIMU
npenapaTaMy MNOJATBEPKIAET IOCTOBEPHOCTh CBEACHUM, COAEPKAIINXCS B CHCTEME
MOHUTOPUHTA, IyTEM IPEACTABICHUS CBEACHUN B CHCTEMY MOHUTOPHUHTA.

O0s13aTenbHOCTh  TEpeayll  CBEICHWA 1O O0OpOTYy MapKUPOBAHHBIX
nekapctBeHHbIX cpenctB B OI'IC MJUJIIT qist ciayyaeB OpsiMOro Mopsiika MpUeMKu
JIEKapCTBEHHBIX CPEACTB B YCTAHOBIICHHBIN CpPOK AEHCTBYIOIIMMHU HOPMATHBHO-
MPaBOBbIMH aKTaMU B | JIeHb HAUYMHAET OTCUET C MOMEHTA BBIMOJHEHUS JIBYX
YCIOBHUM:

- JaTel MOJANMCAaHMS  AaKTOB IpUEMa NEepeJadyd  ToBapa  MEXAY
rPY300TIPABUTEIEM U MOJIyYaTEJIEM JIEKAPCTBEHHBIX CPEJICTB.

- TOCTYIUIEHHWE BXOJSIIErO0 YBEJAOMIICHUS OT TPy300THpaBUTeNss O (akrte
COBEPILICHHOMN OTTPY3KH B aJIpeC IPy30I0JIydaTess
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B ciyuae BbiOOpa 0OpaTHOro nopsiika NpeiCTaBIeHUsl CBEAEHUI IPU 000pOTe
JIEKapCTBEHHBIX MpenapaTtoB CyOBEKT OOpallleHus JEKapCTBEHHBIX CpPEICTB,
OCYIIECTBIISIIOLIMN MPUEMKY JIEKapCTBEHHBIX MpenaparoB OT APYroro cyobekTa
oOpalieHus JEKapCTBEHHBIX CPEJICTB B pAMKaX I'Pa’KJaHCKO-TIPABOBBIX OTHOILICHUH,
B Te4YeHue pabouero [HA C JaTbl NPUEMKH JIEKAPCTBEHHBIX IPENapaToB
MPEACTABISET B CUCTEMY MOHUTOPHHIA CBEAECHUS O NPHUHATBHIX JIEKAPCTBEHHBIX
npenaparax.

OO0s3aTenpbHOCTh  MEpefaud  CBEICHUW MO0 000pOTY MapKUPOBAHHBIX
nexapctBeHHbIX cpeactB B ®T'UC MIUJIIT nns cioyyaeB oOpaTHOro mnopsiaka
OPUEMKH JIEKAPCTBEHHBIX CPEACTB B YCTAHOBJIEHHBIM CPOK JIEHCTBYIOIIUMU
HOPMAaTUBHO-IIPAaBOBBIMH aKTaMH B | Jl€Hb HAUMHAET OTCUET C AAThI MMOJANMCAHUS
aKTOB TNpHEMa Iepellayd TOBapa MEXAY TIpy300THPABUTEIEM M MOJIy4aATEIEM
JIEKapCTBEHHBIX CPEJICTB.

CyOnexktamu oOpaienust JiekapcTBeHHbIX cpeacte OT'MC MIUJIIT npu
BHECCHUM KOPPEKTHOW HMH(pOpMAIMd B YacTH HCTOYHUKA (MHAHCUPOBAHUS B
Cly4asiX BBIMOJIHEHWHU ONEpaAlMi OTTPY3KHM M MPUEMKH JICKAPCTBEHHBIX CPEACTB
HEO0OXOIMMO PYKOBOJACTBOBATHCS CIAEAYIOIIUMHU MPaBUIAMU:

- VYkazaHue BHJa UCTOYHUKA «1 (COOCTBEHHBIE CpEICTBA)» MJIA CIy4acB
3aKyIKH JICKAPCTBEHHBIX MPEIapaToB 3a COOCTBEHHBIC CPE/ICTBA BKIIFOYACT B
TOM YHCJIC 3aKYIKY JIEKapCTBEHHBIX CPEJCTB B paMKax: 0O0s3aTEIHHOIO
MEIUIIMHCKOTO  CTpaxoBaHusA, ¢eaepanbHoro (oHma o00sA3aTeIbHOTO
MEUIIMHCKOTO CTPAaXOBaHUSs, POJAOBBIC CEPTUDHUKATHI;

- VYkaszaHue BHMJa MCTOYHHKA «2 (cpeacTBa (enepalbHOro OMOHKETa)» s
CJTy4aeB ITOCTABKH JIEKAPCTBEHHBIX ITPETIapaToB 3a CYET CPEJICTB (heAepaTbHOTO
OI0JIKETA;

- VYkazaHue BHJA UCTOYHHKA «3 (CpeicTBa PErHOHAIBHOIO OFOJIKETA)» IS
ClydaeB TIIOCTaBKM JIGKAPCTBEHHBIX IMPEMapaToB 3a CUET CPEICTB
PETHOHATIBHOTO OFOKETA;

- VYkazanue BHIa HCTOYHUKA «4 (cpeAcTBa OOJKETOB BHEOIOIKETHBIX
¢boHIOB)” IS CllydaeB MOCTABKU JICKAPCTBEHHBIX IMPEMapaToB 3a CYUET
BHEOIOKETHBIX (DOHJIOB;

- YkazaHue BUJA HUCTOYHHKA «5 (CMELIaHHBbIE CpelCcTBa OOKETOB)" I
CIy4aeB IIOCTaBKU JIEKAPCTBEHHBIX IIPEMApaTOB 3a CUET CMEIIaHHBIX
CpeICTB OIOJIKETOB.

Jlns Buja uctouHuka (puHaHCUpPOBaHMS «1» - HE YKa3bIBA€TCS PEECTPOBBIM
HOMep KOoHTpakTa. s 2, 3 BuMma uMcToyHHMKAa (UHAHCUPOBAHUS — 00s3aTEIbHO
YKa3bIBaETCS PEECTPOBBIN HOMEDP KOHTpakKTa. [[pu oTCyTCTBHM peecTpoBOro HoMepa
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Ha MOMEHT OTIPY3KH / IPHUEMKH BMECTO PEECTPOBOrO HOMEpa KOHTPAKTa MOKET

OBITh yKa3aH HOMEpP M3BEILIEHUs O 3aKkynke. [Ipu mpsMoM MOpsiAKe aKLEeNTOBAHUS

IIOJIy4aTelIo JIEKAPCTBEHHBIX MIPENapaToB B citydae orcyrcTBusa TYC HeoOxoaumo:

1.

[Tpu

OTckaHupOBaTh MOCTYNHUBIINE BTOPUYHBIC WU TPETUUHBIE YITAKOBKH (B
clly4yae, €clii BTOPUYHBIE YIMAKOBKM BJIOKEHBI B TPETUYHYIO), MpHU
nomouu 2D ckaHepa wiM TepmMuHaia cOopa JaHHbIX. B ciyuae
OTCYTCTBHUSI CKaHepa CJeAyeT BHECTU BPYUHYIO YEJIOBEKO-UMTAEMYIO
uHpopmanuio o SGTIN u cepuiiHoM HOMepe, HAHECEHHBIX HA YITAKOBKY
nekapctBeHHOro mnpemnapata u\win SSCC, HaHECEHHBIH Ha KOPOO WM
najuiery, B xml-mokymeHT, u 3arem 3arpy3utb ero B ®T'UC MUJIII ¢
UCnoJib30BaHueM JInuHOro KabuHeTa yyacTHUKa 000poTa.

[Ipoiitu aBTopu3anuio B JIMuHOM KaOWHETE ydYacTHHMKa 000pOTa,
nepeiitu B pazgen «Peectp JOKyMEeHTOB» - mojpasnen «Bxoasmuey, ¢
UCIIOJIb30BaHUEeM (UIbTpa HAWTH TOCTYNHBIIME YBEAOMJICHUS 00
orrpy3ke u cBepuTh SGTIN, HaHEeCEHHBIX HAa YNMAKOBKU MOCTYMHBIIUX
nekapctBeHHbix mpenaparoB u\wiu SSCC, ¢ SGTIN wm\mmm SSCC,
coJiepKallMMKCs B YBEJOMJIGHUHU MocTaBiuKa (cxema 601 mornueckoi
mozenu ¢ainoB oomena GI'C MJIJIIT).

[Ipu OTCYTCTBUM pACXOKACHUN U MPETEH3UN K MOCTABIIEHHOMY TOBapy,
OCYLIECTBUTh NPUEMKY JIEKAPCTBEHHBIX npenapaToB U
3apeructpupoBarb B ®I'MIC MJIII cBeneHus o IMpUHATOM TOBape,
UCTIONIB3YA IS Tepenayd MHGOpMaluu JOKYMEHT B ¢gopMare xml, ¢
nomotplo JlngHoro kabwHeTa ydacTHHUKA oOopora (cxema 701
noruueckoit moaenu ¢aiinos oomerna GI'MC MJIJIIT). B xml-goxkymenTe
HEOOXOIMMO  yKa3aThb  HMJICHTU(DHUKATOPHI  MECT  JESATEIbHOCTH
OTIPABUTENS U MOJydaTelis, a TakKe oTckaHupoBaHHbIE Kojbl SGTIN
uin SSCC, cornacHo nyHKTY 1.

Eciim k TOBapy HMEIOTCS MNPETEH3HMH, JAOIYCKAETCS OCYIIECTBUTH
YaCTUYHYI0 MNPUEMKY ToBapa, 3apeructpupoaB B OPI'MIC MJUJIII
CBEJICHUS O MIPUHSATOM TOBApE, UCIIONB3Ysl IS Tiepenadn nHGOopMaIuu
JTOKyMEeHT B (hopmare xml, ¢ momoripio JInaHOro KkabuHera y4acTHUKA
obopora (cxema 701 normueckoir monenu (aiiino obmena DPI'UMC
MJIJIIT), nin - oTKa3aThCsad OT NPUEMKH JIEKAPCTBEHHBIX MpPENapaToB C
nomotnipio xml-mokymenTta (cxema 252 jormdeckoil monenu (aitmon
oomena ®I'IC M JIJIIT).

O6paTHOM NOopPAAKES AKOCIITOBAHUA IIOJIYYATCIIIO JICKAPCTBCHHBIX

npenapaTtoB B ciiydae orcyrctBus TYC HeoOxoaumo:

1.

OTckaHupoBaTh NOCTYNUBIINE BTOPUYHBIEC WU TPETUYHBIE YITAKOBKU (B
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Clly4yae, €ClId BTOPUYHBIE YNAKOBKH BJOKEHbI B TPETUUYHYIO), IMPHU
nomoun 2D ckaHepa wiaM TepMuHana cOopa AaHHbIX. B ciydae
OTCYTCTBHUSI CKaHepa CJeAyeT BHECTU BPYUHYIO YEJIOBEKO-UMTAEMYIO
uHpopmaryio o SGTIN u cepuiiHoM HOMEpE, HAHECEHHBIX HA YIAKOBKY
nekapctBeHHOro npemnapata u\win SSCC, HaHECEHHBIH Ha KOPOO HIIH
najuiery, B xml-mokymeHT, u 3arem 3arpy3utb ero B ®T'UC MUJIII ¢
UCIOJIb30BaHueM JIMyHOro KabuHeTa yyacTHUKA 000poTa.
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2. Ilpoititu aBTopuzanmuio B JIuuHOM KaOWMHETE y4YacTHHKA 000pOTa,
nepeiitu B pasaen «Peectp TOKyMEHTOB» U OCYIIECTBUTH 3arpy3ky Xmil-
NOKyMeHTa, comepxkaiero ceefenus o SGTIN nocTynuBIINX yakOBOK
nekapcTtBeHHbIX TpernapatoB u\win SSCC (cxema 416 Joruyeckoi
mozenu ¢ainoB oomena GI'C MJIJIIT).

3. Joxnatbcs OT MocTaBUIMKA JIEKAPCTBEHHBIX MIPEMApaTOB YBEIOMIICHHUS,
NOJITBEPAKAAOUIETO (PAaKT OTTPY3KHU JEKAPCTBEHHBIX ITpenapaToB (cxema
607 norudeckoit Mmoaenu ¢aitsioB oomena ®I'NC MJJITT).

IIpu oOpaTHOM TOpsI/IKE AaKIENTOBaHUS TPYy30MOJIydaTesib JOKEH OBITh
n00aBJIeH TPy300TIPABUTENIEM B PEECTP JOBEPEHHBIX KOHTPATEHTOB.

[Ipu HanMyuu TOBapO-y4eTHOM crucTteMbl, nHTErpupoBanHoi ¢ I'MC MITIL,
JUI  BBIIOJIHEHHsI  OIlEpallMil  aKUENTOBAaHUA JIEKAPCTBEHHBIX IPENapaToB
HE00X0AMMO 00paTUTCS K pyKOBOJICTBY I0JIb30BATENsl CHCTEMBI, pa3padoTAHHOMY
nocrapmukoM UT-ycayr niis cy0bekTa o0palieHus JeKapCTBEHHbIX CPeICTB.

B paMKax 060p0Ta JICKAPCTBCHHLIX TIPCIIAPATOB MCIKAY KOHTpPArCHTaAMHU
AOITYCKAaCTCA OTMCHA CICAYIOIIUX onepaunﬁ:

e Peructpanus 8 ®T'UMC MIJIII cBenenuii 06 0T3bIBE OTIpaBUTEIEM
NEpelaHHbIX  MOJyYaTeal0  JICKAPCTBEHHBIX  MpemnapaToB -
MIPUMEHSIETCS npu HEO0OXOIUMOCTHU OTMEHUTh paHee
ocyliecTBieHHY1o onepanuio B ®I'MC MJIJIIT.

e Peructpanus 8 ®I'YUIC MJJIII cBeaenuii 06 oTkase mojaydaresis OT
MPUEMKH JICKAPCTBEHHBIX IIPENapaToB — MPUMEHSIETCS B Ciyyae
BBIABJICHUS ~ HECOOTBETCTBMH  TpU  MPUEMKE  MOJydaTesieM
JICKapCTBEHHBIX IMPENapaToB U HEOOXOAMMOCTH OTKa3a OT MPUEMKH
MepeJaHHOT O TOBapa.

e Peructpanus B8 ®TUC MIJII cBeneHnii 0 KOppEeKTUPOBKE paHee
HANpaBJICHHBIX PEKBU3UTOB - IMPUMEHSETCS IS KOPPEKTUPOBKHU
paHee HampaBJICHHBIX PEKBU3UTOB OTIPABUTENS (MPUMEHSETCS
TOJIBKO JJIS1 ONIEpALlMU PETUCTPALUM CBEICHUM O 3aBEPIICHUM Talia
OKOHYATEJIbHOM YIIAKOBKM W PETUCTPalliM CBEACHUH O BBIITYCKE
TOTOBOM MPOAYKIIMH 3a TIpeiesaMu Tepputopun PD).

s yno6ersa nons3oBanust B ®I'YC MJIIT npeaycMoTpeHa BO3MOKHOCTh
pETHCTpAIlMU CBEJCHUN O YAaCTUYHOM IpHEME JICKapCTBEHHBIX MpemaparoB. Jlims
ATOTO TIOYYATEITI0 HEOOXOAUMO OTPA3UTh B COOTBETCTBYIOMUX MOJISIX «SSCC» mn
«SGTIN» xml-qokymMeHTa TOJBKO Te CBEICHUS, KOTOPhIE COOTBETCTBYIOT
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(pakTUYECKH MPUHATHIM YIAKOBKAaM JIEKapCTBEHHBIX mpenapartoB (cxema 701
noruueckoit monenu Qainos oomena GI'MC MJJIIT).

Hanpumep, B citydae moyrydeHust OT OCTaBIIUKA XMI-TOKyMeHTa ¢ YKa3aHUuEeM
ko710B SSCC a1t kopoba Nel u kopoba No2 (cxema 415 noruueckoit Mojenu (aitios
oomena OI'MC MIJII), mnomywartenb B OTBET MOXeT chopmupoBath xml-
JOKYMEHT, cojepkauuil uHbopMalnuio o npueMke kopoba Nel u oTkaze ot
npuemMku kopoba Ne2 (cxema 252 noruudeckoid monenu (aitnoB oomena ®I'MC
MJUTIT).

Taxxke nomyckarorcsi Bapuantsl peructpauuu B GI'IC MJUIIT cBenenuit o
YaCTUYHOM OTKa3e OT NPUEMKHU YIIAKOBOK JIEKAPCTBEHHBIX IIPENApaToB, B TOM
ClIydyae €CJIM B COCTaBe IIOCTaBKU IIOJIyYEHbl JIEKapCTBEHHBIC IIperaparsl,
arperupoBaHHbIE B KOPOO, U JIEKAPCTBEHHBIE Mpenaparhbl, B OTHOLIEHUE KOTOPBIX
arperaisi He NpuUMeHsIack. B 1aHHOM ciyyae y4acTHHK 000poTa TakXe BIpaBe
chopMHpOBaTh OTKAa3 OT IMpPHUEMa 4YacTH HEarperupoBaHHBIX JIEKAPCTBEHHBIX
npenapatoB, chopmupoBaB u ornpasuB B ®I'IC MJIJIIT coorBeTcTBYIOMmMMI Xml-
JOKYMEHT.

JlomyckarTcsl  CIIEHApUu  OTrPY3KH  JIEKAPCTBEHHBIX IpPEnapaTtoB  OT
NOCTaBUIMKA MOIYYaTelto, IPU KOTOPOI MOKYNaTENEM BBICTYIIAET TPEThS CTOPOHA
(1. e. nanHo# opranuzarnuu (MII) mepexonur mpaBo cobcTBeHHOCTH). B maHHOM
coyuae B ®OI'MC MJUIIT peructpupyeTcs TOJBKO oOIEpauus Ieperadyn ot
MOCTaBIIMKA (PAKTUYECKOMY T'pYy30IMOIydaTeqo JIeKapCTBEHHBIX MPenaparos.
Omneparus nepenaydu mpaBa COOCTBEHHOCTH OT TPY30MOaydaTess K IOPHANYECKOMY
BJIAJEbIy IPU 3TOM HE PETUCTPUPYETCS.

I[Ipu ocymecTBieHHH Tpolenyp MpUeMa-TIEpeadyd  JIEKapCTBEHHBIX
npemnapatoB nepenayda ceegaenuit Bo @®I'MC MJJII npou3BoauTcs: ydaCTHUKaMH Ha
OCHOBAHHHM OJIHOTO THITa JOKyMeHTa (ToBapHas HakiamHas TOPI-12), ¢ ykazanuem
HOMEpa W JaTbhl HakKJIagHOW. TakXke MOMyCKaeTcs BO3MOXHOCTh YKa3aHUsA
PEKBU3UTOB YHHUBEPCAIbHBIX MEPEJATOUYHBIX NOKYMEHTOB (nanee — YIIII), B Tom
CJIy4yae eClii TaKOW THUI TOKYMEHTA UCIIOIb3YETCsl yYaCTHUKaMH 000poTa.

Perucrpanus B8 ®I'IC MJJIIT cBenenuii 06 akmenTOBaHUU JICKAPCTBEHHBIX
MPEMapaToB  OCYLIECTBISECTCSI B COOTBETCTBHM PEIMVIAMEHTHBIMU  CPOKaMH,
ompeeneHapIMU moctaHoBieHueM [IpaBurensctBa P ot 14 nexabps 2018 r. N
1556 «O06 ytBepxkaenuu IlonokeHUss O CHUCTEME€ MOHMTOPUHTA JBHXKCHUS
JEKApCTBEHHBIX MpenapaToB sl MEIUIMHCKOTO MpUMEHEHUs». Perucrpanus
CBEJICHHM 00 aKIEeNnTOBAaHUM TOCTaBKU JIOJKHA OCYIIECTBISATHCS CYOBEKTOM
oOpallleHHs BHE  3aBUCUMOCTH  OT  TEKYIIEero craryca  MOJNHCAHUs

COIMPOBOAUTCIIBHBIX (bHHaHCOBbIX JOKYMCHTOB IIOCTAaBKHU (TOBapHI)Ie HaKJIaJHBIC,
30



VHUBEpCAIbHBIE  NEPEeNaTO4YHble  JOKYMEHTBI)  CyObeKTaMu  oOpalieHus
JIEKapCTBEHHBIX CPE/CTB.

B ®I'MC MJUIIlI d¢ukcupyercst (aktuyeckas CTOMMOCTb €IUHUIIBI
MOTPEOUTENBCKON yHaKOBKHM JIEKAPCTBEHHOTO IIpemnapara, KoTopas JOJKHA
COOTBETCTBOBATH CTOMMOCTH €UHULBI NOTPEOUTENIBCKOM YIIAKOBKU
JICKApCTBEHHOI'0 IIpenapara, OTPaKEHHOW B CONPOBOIAUTEIIBHOW JTOKYMEHTALIUU.
[Ipu sTOoM, psan cyOBEKTOB OOpaleHUs! JIEKAPCTBEHHBIX CPEJICTB PACCUUTHIBAET
CTOUMOCTh eauHulBl 1o ¢opmyne «O6mas croumocts mnaptuu ¢ HIAC /
KOJIMYECTBO» C OKPYTJIEHHEM J0 TMOJHOM KOMEHWKH MO MpaBUIly «K Onkaiiemy
LEJIOMY», YTO TIPU OOpaTHOM mepecyeTe (CTOMMOCTb €IMHHULIBI TOTPEOUTETHCKON
YIaKOBKH * KOJIMYECTBO) BBI3BIBAET PA3TMUKE OOIIEH CTOMMOCTU MapTUU U 001Ien
cymmbl HJIC nmpuBeIeHHBIX TOCTAaBIIMKOM B CONPOBOAUTEIBHON JOKYMEHTAIIMU HA
HE3HAYUTEIIBHYI0O MAaTE€MaTUYECKyI0 IOTPEIIHOCTh, BO3HUKAIOLIYI0 B CBA3U C
OKPYIJICHUEM CYMMBI.

Taxxke pnonyckarorcs caydan, korma B @OI'MC MJJIIT yka3siBaroTcs
(akTUYeCKUEe CTOMMOCTH €JIMHHUIIBI TMOTPEOUTENbCKOW YHNAKOBKH COTJIACHO
HaKJIaJHOM, OJHAKO yKa3aHHas CyMMa BCEX ILIEH MOTPEOMUTEIbCKUX YHNAKOBOK
[10JIy4aeTCsl MEHBIIE, YEM CTOMMOCTb I'OCYIapCTBEHHOI'O KOHTPAKTa MEHEE YeM Ha
CTOMMOCTb OJTHOM MOTPEOUTEIBCKOM YMAaKOBKU. B 3TOM cilyyae mocTaBIIMKOM B
TOBAPHOM HAKJIAAHOW YKa3bplBAa€TCA, 4YTO <«H3JMILNEK» JaHHOW YIAaKOBKHU
IIOCTABJIAETCA 3a CYET CPEACTB I'PY300TIIPABUTEIIA.

HeoOxomumo 00paTuTh BHHMMAaHHE, YTO YKa3aHHBIE PACXOXKICHUS HE
SBJISIFOTCS OCHOBAHUEM JUIsl OTKa3a Ipy30IoJiydyaTess B IPUEMKE JIEKAPCTBEHHBIX
IIPENapaToB K y4yeTy Ha OCHOBAaHWM JTAHHBIX, OTPAXKECHHBIX B CONPOBOAUTEIBHBIX
JOKYMEHTAaX.

4.2. OnpuxoaoBaHue MOCTABKHU MO cxeme 702

Hauwnnas c¢ urona 2021 roga Ha cxeMy YHOPOIIEHHOTO ONPHUXOAOBAHUS
MOATAITHO HAKJIAJbIBAETCS PsIi OTPAaHUUECHUN.

V3MeHeHHs ¥ OrpaHHYEHHs B CXeME OIPHXO0I0BAHMs, BCTYMAIONINE B CHITY
01 uross 2021 roga’:

1. Onepanuio ONpUXOJOBaHUA BO3MOXKHO MpoBecTH Toyubko st JIII,
HAXOASNIIUXCS B TPa’KAAHCKOM 000poTe (TO €CTh paHee BBEJCHHBIX B
rpakIaHCKUK 000pPOT M HE BBIBEJICHHBIX M3 000pOTa, B TOM YHCIIE B paMKax

1

TTonubri TepeveHb CTaTycoB TIPUBEIICH B JIOKYMEHTE https://xn--80ajghhoc2ajlc8b.xn--
plai/upload/%D0%BC%D1%80%20%D0%BF%D0%BE%20%D0%BC%D0%B4%D0%BB%D0%BF.pdf
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omeparuil Criucanus).
[lepedeHpb cTaTyCcOB, JIs1 KOTOPBIX ONIEPAIIHS OMPUXOJ0BAHUS JOCTYITHA!
* B o6opore (in_circulation);
* Otrpyxen (in_realization);
* OxxuaaeT noaATBepkaeHUs (waiting confirmation);
* OxuaeT MOATBEPKICHUS HOBBIM BiajeibiieM (change owner state gov);

* OTrpyXeH 1o areHTCKOMY J0oroBopy (transfer to agent).

* OxuJaeT NOATBEPKACHUS NoJydeHus coOcTBeHHUKOM (transferred to _owner);

» OxuaeT NoATBepKIeHUE Bo3Bpara (transfer to production);
* B apOutpaxe (in_arbitration);

* [Ipuocranosienue obdpamienus (paused circulation);

* OTrpyeH Ha HE3apErUCTPHUPOBAHHOE MECTO OCYIIECTBICHUS ESITCIBHOCTH

(moved_to_unregistered)

s JITI, Haxonsmuxcsi B cTaTycax, CBSI3aHHBIMHU C BBIBOJOM M3 000pOTa B
paMKax pO3HUYHON TPOAAXH, OTIYCKa IO JBFOTHOMY PEUENnTy U
WCIIOJIb30BAHUS ISl MEIUIIMHCKOTO MPUMEHEHHUs, CXE€Ma OINPUXOJ0BaHMUS,
KakK 4 paHee, He npuMeHuma. Jlonyckaercs npuMmeHenne 702 cxeMbl B MOMEHT
Haxoxaeuust KM B peectpe oskumanust PB\KKT B mensx mocranoBku KM Ha
OamaHc opraHuzainuu, ocymecTBuBmer BbBoa JIII w3 oGopora, s
IITATHOTO 3aBEPIICHUS IMPOIECCOB BBIOBITHUS M3 000pOTa W HCKITFOUCHUS
HapyIIEHUN CO CTOPOHBI YYACTHHUKA.

CoxpansieTcs BO3MOXXHOCTh OCYILIECTBUTH OMNEPAIMI0 OMPUXOAOBAHUS OT
OaslaHcoAepKaTENeH-KOHTPAreHTOB OpraHu3aIlii, eCId OHW HE BHECCHBI B
CIIUCOK JIOBEPEHHBIX (IPABUJIO IOBEPEHHBIX KOHTPAr€HTOB COXPAHSAETCA s
orepaiuu o0paTHOTO akienrta — cxema 416).

HN3meHeHus u OIrpaHHYCHUA B CXCMC OIIPHUXOA0OBAHUA, BCTYIIMBIINEC B CHITY

01 ¢peBpans 2022 roga:

1. BxirouaeTcs mpoBepka Ha IpEeAMET aHalu3a COOTBETCTBHS MOCTAaBIIMKA,

yKa3aHHOTO B cxeMe U (hakTuaeckoro Oamanconepxkarens. J{ns obecrieuenus
JaHHOM mpoBepku cxema 702 [omosHSETCA CIEAYIOIUM HabopoM
aTpuOyTOB:

aTpuOyT «receive type» - BUIbI ONepanuii MPUEMKH, 3HAUCHUS:
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e 1 — pocrymjeHue (yka3biBaeTcsl  MoJiydyarTejeM  IpH
ocymecTBienuu onepauuu npuemku JIII  wHa  Oananc
OpPraHU3aluN);
lIposooumcs nposepka Ha cosnadenue ykaszannozo MHH unu MJ] c
Gpaxmuueckum enadenvyem JII1.

e 2 — BO3BpaT OT Hmokynarejas (yka3bIBaeTcsl MOCTABIIMKOM IPH
ocyuiecTBiaeHuu onepauuu Bo3sparta JIII or koHTpareHTa);
lIposooumcs nposepka Ha cosnadenue ykaszannoeo MHH unu MJ] c
Gpaxmuueckum enadenvyem JII1.

e 3 — mepecopt (yka3bpiBaeTcsi pakTudeckuM Biaaaeabuem JIII npn
npoBeAeHUH npouecca uHBeHTapusanuu s JIII, xoropsie
OTCYTCTBYIOT Ha OajlaHCe YYaCTHHKA M0 JAaHHBIM B CHCTEeMe
OI'C MJID).

He nposooumcs nposepka na coenadenue yxaszannoeo MHH unu MJ]
¢ paxmuueckum enadenvyem JII1.
atpuOyT «shipper_id» - uaentudpukatop M/l ornpasutens. [Ipu ornpaBke
cxembl 702 HE0OXOaUMO JMOO 3aMOJHUTH JaHHBIM aTpuOyT, OO yKa3aTh

NHH rpy3ootnpaButens B atpudyre shipper info.inn. Bmagenen JIIT Gyner
npoBepsThes 6o o MJI, nmu6o mo MHH.

2. B cnywasx, xorma B cxeme 702 He ykazaH »3JieMeHT, To cxema 702
OTIpeIeNSIeTCS KaK «IOCTYTIIICHUE.

3. CrannmaptHas ommbOka 22 Oymer mHQOpMHUpOBaTH ydacTHHKa 00 OIIHMOKE
HECOBITAJICHUS BJaJEbIa, KaK ¥ MPH TEKYIIUX BO3SHHUKHOBCHHSIX JTaHHOW
CUTYaITUH.

4. YyacTtHUKaM 000poTa TOBapOB MPH OMPUXOJOBaHUM TOBapoB 1o 702 cxeme
PEKOMEHAYEeTCs YKa3bIBaTh KOPPEKTHBIN BHUJI ONEpAIIU TPUEMKH TOBAPOB.

5. YuactHukam 000poTa TOBapOB HEJOMMYCTUMO UCTIONh30BaHKE cXeMbl 702 TuI
3 - IepecopT AJis pean3aIuy MTaTHOTO B3aUMOJICUCTBHSI C KOHTpAareHTaMHu.

a. B pamkax oOpaTHOro akienrta JOMyCTUMO HCIOJb30BaHuEe cxeM 416
w702 tun 1 - noctynienue;

b. HNcnonp3oBanue cxembl 702 TUIl 3 - HEpPecOPT AOMYCTUMO TOJIBKO
1ocJie KOPPEKTHOTO 3aBEpIICHHs] MPEIbIAyIIed omepauud U Ipu
HATMYUU (HaKTHIECKUX OMIMOOK TPEOYIOMHX €€ UCTIOIb30BaHHE;

C. HUcnonp3oBanue cxembl 702 Tum 3 - mepecopT HAXOIUTCSA HaA
JOIIOJTHUTEIIBHOM KOHTPOJIE €€ UCITOIb30BaHUsI Y YACTHUKAMHU.
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4.3. IlepeMerieHre MKy MeCTAMU JAeATEJIbHOCTH Y4aCTHUKA 000poTa

OI'MC MJUJIIT obGecrieunBaeT BO3MOXKHOCTb PETUCTpallid CBEACHUU O
MEpPEMEIICHUHN JIEKAPCTBEHHBIX MPENapaToB MEXAY PpPa3lIUYHbBIMH MeECTaMu
OCYIIECTBIICHUS IEATEIbHOCTH (COTJIACHO JULEH3UN) BHYTPU CYObEKTa 0OpalieHus
JIEKapCTBEHHBIX CpEACTB 0e3 mepexoja MpaBa COOCTBEHHOCTH, a TakKkKe
IIEPEMEILIEHUE C MECTA OCYLIECTBIEHHUS NEATEIBHOCTH HA MECTO OTBETCTBEHHOTO
XpaHEHUs U 00paTHO.

Hnst orpaxenuss B ®I'UC MJUIIl ¢dakra nepemenieHus: JeKapCTBEHHBIX
npenapaToB HEOOXOIUMO BBITIOJHUTD CIAEAYIOIINE TEHCTBUSA:
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1. YaocroBepuTbCsi B TOM, YNAKOBKH JIEKAPCTBEHHBIX IpENaparos,
comepxamue yHuKaimbHble uiaeHTU(dukatopsl SGTIN, kotopsie
YYaCTHUK 000pOoTa IUIAHMPYET NEPEMECTUTh B APYroe MECTO
OCYILIECTBIICHUS IEATENBHOCTH, HaxoaATcs no AanHbiM OI'MC MU y
HETo Ha OayaHce.

2. CyObekToM oOpanieHus: JeKapCTBEHHBIX CpeacTB B JIMUHOM KaOuHeTe
OI'MC MJIIT nomxHO OBITH 3aperMCTPUPOBAHO MUHMMYM 2 MeEcCTa
OCYILECTBIICHUS AEATEIbHOCTH.

3. OcyuiecTBUTh  MEpeMEUIeHUEe  JIeKApCTBEHHBIX  IpenaparoB U
3apeructpupoBath B ®I'YIC MJIJIIT cBenenus o nepemerieHuu (cxema
431 nmoruueckoit monenu daitnop oomena ®I'NC MJIII), ucnions3ys
s niepeaadu uHdopManun T1okyMeHT B ¢popmare Xml. B momsix
«SSCC» u «SGTIN» xml-nokymeHTa HEOOX0IMMO YKa3aTh BCE KOJIbI U
YHUKaJIbHBbIE UICHTU(PUKATOPHI YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB,
KOTOpBI€ ObUTH MEepeMENIEHbI Ha IPYTOoe MECTO JACSTEIIbHOCTH.

CBenieHMs1 0 BHYTPEHHEM TMEPEMEIICHUH JIEKAPCTBEHHBIX MPENapaToOB MEXIY
aJpecaMl MECT OCYILIECTBJICHUS JAESITENIbHOCTH COTJacHO JIMLEH3UH (C Y4YeTOoM
TaKUX BHJIOB JEATEIbHOCTH, KaK TPOU3BOACTBO JICKAPCTBEHHBIX CPEACTB U
dbapmarieBTHYECKas eITeNbHOCTH) peructpupyercs B ®I'MC MIJIII B Teuenue 5
pabouux IHEW ¢ (paKTUYECKOM AaThl epeMeNIeHuUs JIEKapCTBEHHBIX MPEnapaToB 10
NPEACTABICHUS CBEAECHUN O NajJbHEUIIMX ONEpalusIX C TAKUMH JEKapCTBEHHBIMU
npenapaTaMu.
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5. BbIBOJ JleKapCcTBEeHHBIX MpenapaTosB u3 000pora

BbeiBog u3 000poTa JIEKApCTBEHHBIX MPENAapaToB - pealu3alusi, npojaxa u
OTIYCK (B TOM 4YHCJE MO PEUENTy) JIEKapCTBEHHBIX IMPENapaToB MOTPEOUTENIO,
IMpUMEHEHHUE, Tepe/laya Ha YHMUYTOXKEHHE, YyTpaTa M CHHCAHHE JIEKapCTBEHHBIX
npenaparoB, oT00p 00pa3loB, BEIBO3 paHee BBE3EHHbIX B Poccuiickyro denepanuio
JIEKapCTBEHHBIX IMpenaparoB (Pe3KCHoOpT), a TaKKe BBIBOA M3 000pOTa MO UHBIM
MPUYKHAM.

Cpoxu nepenauyu unpopmanuu B ®I'C MIJIII: CyobexT oOpalieHus
JIEKApCTBEHHBIX CPEJICTB, OCYIIECTBISIIOIIANA BBIBOJ M3 000pOTa JIEKAPCTBEHHBIX
npenapaToB (3a MCKIIOUEHHWEM BBIBOJA M3 00OpOTa JIEKAPCTBEHHBIX IpENnapaToB
nyTeM OoTOOpa o0pasloB, BbIBO3a paHee BBE3eHHBIX B Poccuiickyro dexneparuu
JIEKapCTBEHHBIX MIPENapaToOB WU Mepejauu Ha YHUUTOXKEHNE ), B TEUCHUE 5 pabounx
JTHEW C JAThl COOTBETCTBYIOIIEH ONEPALIMU MIPEJACTABIIAET B CUCTEMY MOHUTOPHUHTA
CBEJICHUS.

B ®I'IC MJIII peanu3oBaHbl CAEAYIOUIME BUABI BBIBOJA JIEKAPCTBEHHBIX
npenaparoB u3 o0opoTa:

- PO3HHYHAS TIPOJIAXKa;
- JIbITOTHBIN OTITYCK JIEKAPCTBEHHBIX MPENapaToB;
- BBIBOJI U3 000pOTa /I OKa3aHMS MEIUIIMHCKON TTOMOIIIH;

- BBIBOJ] M3 000pOTa MO UHBIM MTPUYUHAM.
5.1. Po3HUYHAs MPOAAKA JIEKAPCTBEHHBIX NPenapaTon

Jlns BeIBOJIa M3 000pOTa JICKAPCTBEHHBIX IIPEnapaToB B paMKax PO3HHUYHOU
MPOJaXHW y4aCTHHUK 000pOTa JIOMKEH MMETh aKTyaJlbHO€ KacCOBOE MPOrpPaMMHOE
obecnneuenne, KKT wu ckanep, oOecneumBaromuii cuuThiBanue 2D kojma
MapKHUPOBKHU.

KaccoBoe mporpammuoe obGecrnieduenue aopadaTsiBaeTcs mocTaBimmkom WT-
YCIIYT B COOTBETCTBUU C TPEOOBAHUSIMH K MAPKHPOBKE JICKAPCTBEHHBIX TIPETIapaTOB.
[Ipu oTcyTcTBUM cKaHepa, cmocoOHOro cuuThiBath 2D Koa, ydacTHHKY 0OoOpoTa
HEOOXoauMO ero mpuoOpecTh 3a coOcTBeHHBIH cueT. C  mepedHeM
MPOTECTUPOBAHHOTO OOOPYA0BaHUS MOXKHO O3HAKOMHUTHCS Ha caiTe «YecTHbIN
3HaK».
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CBeneHust 0 BbIBOJIE M3 000pOTa JIEKAPCTBEHHOI'O Ipernapara HepenaroTcs
yuyactHUKOM oOopora B ®I'MC MJUJIII yepe3 Omneparopa (UCKaIbHBIX JAHHBIX
(manee — OD]]), B pexuMe peaabHOTO BpEMEHHU.

O®/1, na 6e3B03Me3HOM OCHOBE, oOecnieunBaeT nepegauy ceaeHuii B GI'UC
MJIJIIT o BeIBOsIE M3 000pPOTA JIEKAPCTBEHHBIX MPENapaToB YYaCTHUKOM 000pOTa.
[Ipouecce nepenaun CBEAEHUN COCTOUT U3 CIEAYIOUIUX LIArOB:

1. Ilpu ocymecTBaeHnn pacyéra ¢ mokymnareyieM GOpMHUPYETCs KaCCOBBIN
4YeK U PUCKAIBHBINA JOKYMEHT.

2. ®duckanpHblil JOKyMeHT mudpyeTcs puckanbHbiM HakonutesneMm KKT u
3aTeM 3amudpoBanHblid akeT nepenaercs OD/], oTkyna nepegaercs B
®denepanbHy0 HaJIOroBYI0 cinyk0y Poccuiickoii denepanuu (nanee —
®HC).

3. Tlocne moarBepxknaenust onepauun B ®HC, noxkymeHT mepenaercs u3
OdJ] 8 ®I'C MJUJIIT (cxema 10511 nmormueckoir moaenu ¢aityios
obmena OI'IC MJIJITI).

[Ipu orcyrcTBUM CBeleHMM O BBIOBITMM B JIMUHOM KaOWHETE Y4YaCTHUKA
000poTa, B MEPBYIO0 OYEPEIb, PEKOMEHIYETCS MPOBEPUTHh HAIMYKE KACCOBOTO YeKa
B Jluunom xkabunere O®DJ[ (mpu Hamuuuu). B ciaydae oOTCyTCTBHS Takou
BO3MOKHOCTH YYaCTHHUKY 000poTa HEOOXOIWMO OOpaTUThCS B CIYXOy
texHuueckou noaaepxxku ©I'MC MJJIIT.

Ilocneoosamenvnocmey  6vlnoIHeHUA  OCUCMEUIL  COMPYOHUKA ANMEYHOU

Op2anHu3ayuu NPU PO3HUYHON NPOOAdice 1eKapPCmeeHHO20 npenapama:

1. Hoayuums 3anpoc om nayuenma.

2. Ocywecmeums hapmayesmuueckoe KOHCYIbMUPOGAHUE.

3. Iloooopamb neodxo0umble 1eKapcmeeHHble nPenapameal.

4. Honyyums coznacue nayuenma Ha npuodpemenue 1eKapCcmeeHHblX
npenapamoe.

5. Iloouepéono cuumamsv koovl mapxkuposxku DataMatrix 2D ckanepom
¢ Kaxcooil ynaxKoeKu j1eKapcmeeHHblX nPenapamos.

6. Yoocmosepumucsa, umo K00bl MAPKUPOBKU CUUMAIUCH KOPPEKHHO.

7. Honyuums onnamy 3a JaeKapCmMEeHHblI npenapam u NPOOUMD
Kaccoenlii uex.

8. Bvloambv nauyuenmy nexapcmeeHHull npenapam, coawy (npu
Heo0Xxo00umocmu) u Kaccoewlil uekx.

B pamMkax poO3HWYHOW TPOAAXH JONMYCKAETCA OTHOYCK JOJIH W3
Pa3yKOMIUIEKTOBAaHHOW YIIAKOBKH JIEKAPCTBEHHOTO MIpEIapara, T.€. YaCTUYHOE
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BbIOBITHE BTOPUYHOM yHaKOBKH. BTopuyHas ynakoBKa JIEKapCTBEHHOTO Ipenapara
JOJIKHA COXPAHATHCSA B allTEYHOM OpraHU3alMd 10 MOMEHTa OTIyCKa MOCJIEeAHEH
J10JI1 BTOPUYHOM yHakoOBKH. i1 OCYIIECTBIEHHUS YACTUYHOIO BBIOBITHS B KACCOBOM
MporpaMMHOM oOecreyeHun CcyObeKkTa oOpalieHusl JEKapCTBEHHBIX CPEICTB
HEOOXOIMMO BBECTH KOJUYECTBO MPOJAHHBIX IMEPBUYHBIX YMAKOBOK M oOIIee
KOJIMYECTBO MEPBUYHBIX YIIAKOBOK BO BTopuyHOM ynakoBke. KaccoBoe 110 nomxHo
oOecreunBaTh MPOBEPKY KOJIMYECTBA paHEE BBIBEJEHHBIX M3 000poTa J0iel u
0JIOKUPOBATh BBIOBITHE «U3JIUILIKOBY, BEIBOJISI COOTBETCTBYIOIIEE YBEIOMIICHHE.

B ciiydae oGHapy KeHuUs MOMBITKUA OCYIIECTBUTH BHIBOJI U3 000POTA «H3ITUIIIKAY
OI'MC MJIIT ocyuiecTBUT BBIBOJL JIEKAPCTBEHHOI'O Mpernaparta u3 o0opoTa, npu
sTOM OyzeT 3a)UKCUPOBAHO HApYIIEHUE, U COOTBETCTBYIOMIAs HH(pOpMaIHs OyaeT
HaIpaBJieHa B HaI30pHbINA oprad (Poc3apaBHanzop).

B ciywae otTmycka JieKapcTBEHHBIX IMpenapatoB (PU3MUECKOMY JIHILY,
3aCTpPaXOBAHHOMY B paMKax JOOpPOBOJIBHOTO MEAMIIMHCKOTO CTpaxoBaHUS,
ceeneanss B OI'MC MJJIIT mopmarorcss ydacTHUKOM oOopora mo cxeme 511
noruyeckoil mogenu (aitnnoB oomena ®I'NC MJIID» ¢ ykazaHuem «HYJeBOiI»
HeHbl YIAKOBKM, a TAaK)KE€ yKa3aHHWE B CXEME BHJa JIOKyMeHTa (OJlaHKa CTpOroi
OTYETHOCTU WU «mpoueey). JomomHutenbHsix cBeaeHuid B OI'MC MJIII
cyOBEKTOM 00OpaIeHus JIEKapCTBEHHBIX CPEJICTB HE MOIAETCS.

CyObexThl 00pallieHus1 JeKapCTBEHHBIX CPEICTB, 3aHUMAIOLIUECS POSHUYHON
npojakeil  JIGKapCTBEHHBIX  MpPErnapaToB, MOTYT  OCYIIECTBIATH  OTIYCK
JIEKapCTBEHHBIX MPENapaToB TOJbKO (PU3NYECKHM JHUIAM C HCIOJIH30BAHUEM
KOHTPOJIbHO-KAaCCOBOM TEXHUKH.

Po3HuuHBIN mpoaaBel] JEKapCTBEHHBIX MPENapaTroB, HE UMeEs JHICH3UIO Ha
(dbapMaleBTHYECKYIO JEATEeIbHOCTh C YKazaHueM Buja pabotr (ycayr) «OmnToBas
TOPTOBJISl JICKAPCTBEHHBIMH CPEACTBAMH ISl MEAMIIMHCKOTO MPUMEHEHHS», HE
BIIPAaBE OCYLIECTBIIATH ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMM.

JIJist y49acTHUKOB OOOpPOTOB HE JIOMYCKAeTCs MPHOOPETEHHE JIEKapCTBEHHBIX
MpernapaToB y anTeYHbIX OPTaHHW3alUd U JUCTPUOBIOTOPOB, KOTOPHIE HE MMEIOT
JIMLIEH3UH Ha ONTOBYIO MPOJAXKY.

I[OHOJ'IHI/ITGJIBHBIC Pa3bACHCHHA, KaCaroHeCsa peain3alu JICKAPCTBCHHBIX

mpenaparoB, MpuBeAcHBI B uchMe Poc3apaBHamzopa ot 16.01.2020 N 01u-71/20

"O pO3HUYHOI ¥ ONTOBOI TOProBIe JeKapCTBEHHBIMH TIpernaparamu’>,

% MuceMo npuseeHo B [TpuioxeHuy 2 HACTOAIMX METOIMYECKUX PEKOMEH AUt
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B curyanusix, korja MapKupoBaHHbBIN J€KapCTBEHHBIN NpenapaT ObLl
«MpoOUT» Ha Kacce B alTeKe, HO, 10 TEM WM MHBIM NMPUYMHAM HE ObUI OTHYLIEH
MOKynaTesto (0TKa3 0 MHUIIMATUBE MOKYNATENsl, OTCYTCTBUE HEOOXOJUMOM CYMMBI
JEHEKHBIX CPEACTB Ha OIUIATy U T.J.), TAKOM YEK HE 3aKPhIBAETCS U JOKEH OBITh
aHHYJMPOBAaH MOCPEACTBOM ILITATHOTO KacCOBOIO MPOTPaMMHOr0 OO€eCreyYeHUsl.
Nudopmanusi, coxmepxkamascs B TakoM uyeke, B O®DJ[ He mnepemaeTcs u
COOTBETCTBEHHO, CBEJICHUS O BBIBOJIE JIEKAPCTBEHHOrO Mpemnapara u3 odopoTa B
OI'NMC M/JIIT ve ¢uxcupyrorcs. B cinydae aHHyIMpOBaHUS KacCOBOTO 4eKa
uHpopmalus o TakoM JiekapctBeHHOM npenapate B ®T'UC MJIII coxpansiercs B
cratyce «B o6opoTe». JlonoIHUTENbHBIX AEHCTBUN YUaCTHUKY 000pOTa COBEPILIATD
He TpeOyeTcs.

5.2. JIbrOTHBIN OTNYCK JIEKAPCTBEHHBIX Npenaparos

B ®I'IC MJ/JIII peanu3oBaHbl CIENYIOIIME BUIbI JIBIOTHOIO OTIIyCKa
JIEKapCTBEHHBIX IIPEIApPaTOB:

- BBIBOJI U3 06opoTta o 100% nwrore;

- BBIBOJ U3 060p0Ta I10 JIBI'OTC CO CKI/I,Z[KOI;'I.

5.2.1. BeiBoa u3 o6oporta no 100% Jabrore

BriBog 13 060poTa IeKapCTBEHHBIX IPEMAPATOB, OTIYCKAEMBIX MO PEIENTY IO
100% nbrore, OCyleCTBISIETCS C HUCIOJIb30BAHUEM YCTPOMCTBA — PErUCTpaTopa
BBIOBITHSI. TH(OpMaIus o BEIBOJIE M3 000pOTa TaKUX JEKAPCTBEHHBIX IMPENapaToB
noctymaetr B OI'MC MJIJII B aBTOMaTH4YeCKOM pEXKHUME IOCPEACTBOM
dbyHKIIMOHANIa perucTparopa BeIObITHSA (cxema 10521 norudeckoit moaenu ¢haiaonB
oomena ®I'IC MIJII).

Taxke pomyckaeTcs OTIYCK JIeKapCTBEHHBIX mpemnapatoB 1o 100% nbrore
yepe3 KKT ¢ nepenaueit jokymeHTa, moarorosieHHoro mno cxeme 10511 8 ®I'UC
MJJIIT nmocpenctBoM ykaszaHusi IieHbl 3a enuHuily «0 py0.». Hckimrouenuem
ABJISIETCS. OTHYCK JIEKAPCTBEHHBIX IIpenapaToB, OCYIIECTBISAEMBIM B paMKax
JOTOBOpPA KOMMCCHHM MEXJy alTe4yHOM OpraHu3aldel W yIOJIHOMOYEHHOU
dapmarneBTHUECKON  opraHm3amnmeil. B mamHOM cnmydae  OTIYCK  JIOJDKEH
OCYLIECTBIISITHCS C UCTIOIB30BAHUEM PETUCTPATOPA BHIOBITHSI.

Anzopumm oelicmeuii compyoHuUKa anmeuHoll opeaHu3ayuu

1. Honyuamenv JIII npedocmaensiem compyoHuxy (nepeocmoibHUKY)
J1b2OMHBLIL peyenm.
2. Compyonuk noodoupaem npenapamol 6 COOMEEMCMEUU C NOJIYYEHHHIM

peuenmom, npu IMOM CKAHUpyem Koobl MApKUposKu Ha Hux. Baswcno:
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OMCKAHUpPosana 001xcHa ovimsy Kaxcoasa ynaxoeka. Ilpu noemoprom
CKAHUPOBAHUU YNAKOBKU DPe2UCmPAmop 6ulovimus He 000agum ee 6
CHUCOK 0714 6bleo0a u3 o00opoma, a coodouwium nojav3oeamenio 00
OWUOOYHOM CKAHUPOBAHUU.

3. Compyonuk 66o0um oamy, cepuiro u Homep peyenma (Ha pecucmpamope
8bIObIMUA UIU 6 MOBAPHO-YUEMHOU cucmeme) U evloupaem oelicmeue
«3apecucmpuposamsv eviovimue». Ilocne nosenenus Hna Oucniee
pezucmpamopa 6bloblmus CO0OUWEeHUA 0 MOM, YmO 3anpoc OMNpPaeieH,
eévioaem JIII nonyuamento. Basxcrno: oxncuoamv omeem @IHC M/III o
pe3ynomamax nonvimku 6vieooa JIII uz ooopoma ¢ momenm omnycka
JIII ne nyscno.

4. B ciayuae wacmuunozo 6vl0blmusn 6MOpPUYHOI YRAKOBKU U3 0Oopoma,
coomeemcmayouan ungopmayusn 0 Koiuyecmee doneil
J1eKapCmeEeHH020 npenapama yKa3vléaemcsa ¢ pecucmpamope evlovimus
unu 6 moeapo-yuemnou cucmeme yuacmuuka. Ilpu smom emopuunas
YRAKOGKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCTIEOHEll NePEUUHOl
YRAKoGKuU.

5.2.2. BbiBOA 13 000pOTA 10 JIBIOTE CO CKUAKOI

OTmyck  JIGKApCTBEHHOTO  Tpemaparta ¢ YacTHYHBIM  JIOTUPOBAHHEM
OCYIIECTBIIICTCS Yepe3 KOHTPOJIbHO-KACCOBYIO TEXHHKY, ¢ mnepenaueit B OI'MC
MJJIIT cootBetcTBytomero xml-gokymenta (cxema 10511 yormdeckoi mopaenu
datimoB oomena OI'YIC MJIJIIT).

B pamkax JBroTHOr0 OTIyCKa JIOMYCKAaeTCS YaCTMYHOE BBHIOBITHE
JIEKapCTBEHHOTO TMpenapata. s oCylIecTBIEHUS YAaCTUYHOTO BBIOBITHS uepe3
KacCOBOE TMpOTrpaMMHOE oOecredueHrue CcyObeKTa oOpallleHHsl JICKapCTBEHHBIX
CPEACTB HEOOXOIMMO BBECTH JOJIIO YHAKOBKM JIEKAPCTBEHHOIO IIpemnapara.
KaccoBoe mporpammHoe obecreueHne JOMKHO OOecTlednBaTh MPOBEPKY
KOJIMYECTBA paHee BBIBEJCHHBIX U3 000pOTa 10Jei 1 OJOKUPOBATH BHIOBITHE
«M3JIUILIKOBY, BBIBOJA COOTBETCTBYIOLIEE yBenoMiIeHHne. Bropuunas ynakoska JIII
COXpAaHSIETCS O MOMEHTA BBIOBITHUS TTOCJIETHEN JJOJIM BTOPUYHOM YITaKOBKH.

B cmydae oOHapyXeHUS TONBITKH OCYIIECTBUTh BBIBOA M3 000poTa
«znuikay, ®I'MC MJUJIIT ocyiiecTBUT BBIBOJ JEKApCTBEHHOIO Ipernapara u3
obopoTta, mpu 3TOM OyneT 3adUKCHPOBAHO HAPYIIEHWE, W COOTBETCTBYIOIIAS
uHpopmars OyJeT HampaBiieHa B HaI30pHBIN opran (PoczapaBuanzop).

Anzopumm oeiicmeuil compyoHUKa anmeuHou Op2anu3ayuu

1. HOlellameJlb JIeKaApCmeeHno2o npenapama npedocmawmem

COMPYOHUKY AnMmMeuHOoll OP2AHU3AUUN JIb2OMHBLIL Peyenm.
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2. Compyonuk noodoupaem npenapamot 6 COOMEEMCMEUU C NOTYUEHHBIM

peuenmom, npu Imom cKauupyem Koovl mapkuposxku DataMatrix na
HUX.
Basxicno: omckanuposana o0ondxcna ovimv Kadxcoaa ynakoexa. Ilpu
NO6MOPHOM CKAHUPOGAHUU YNAKOGKU PECUCMPAMOD GblObIMUA He
Jobaeum ee 6 CHUCOK 014 6bleo0a U3 o0bopoma, a CcooOwWUM
noav3oeamento 00 OUWIUOOUHOM CKAHUPOBAHUU.

3. Compyonuk eeooum oamy, cepuro u Homep peyenma (Ha pezucmpamope
6b10bIMUA UL 8 MOBAPHO-YUEMHOU cucmeme) u evldupaem oeiicmeue
«3apezucmpuposams eviovimuey. Ilocne nosaeénenus na Oucniee
pezucmpamopa 6bl0blmus COOOUWEeHUA 0 MOM, YMO 3anpoCc OMNPA61eH,
ommnyckaem jieKapcmeeHHblil npenapam noJiyyamesio.

Baosicno: oxcuoamoe omeem OI'HC M/UIII o pe3yrvmamax nonvimxu
évi6o0a JIII uz o6opoma 6 momenm omnycka JIII ne nuyxicno.

5.2.3. BeiBOA M3 000poTa /151 OKA3AHUSI MeIMIMHCKOI MOMOIIU

BBIBO,H n3 060p0Ta JICKAPCTBCHHLIX IIPCIIapPATOB OJIA OKAa3aHUA MC)II/IIII/IHCKOﬁ
ImoMoImu OCymeCTBIIACTCA C UCIIOJIB30BAHUECM PCTUCTPATOPA BBIOBITHS.

Nudopmaruss o BbIBojJE M3 000pOTa TaKUX JIEKAPCTBEHHBIX IPEMapaToB
noctynaetr B ®I'MC MIJIII B aBTOMAaTMYECKOM PEXHUME MOCPEACTBOM

dbyHKIIMOHANA peructparopa BeIObITHS (cxema 10531 morudeckoit Mmoaenu Qaiion
oomena ®I'IC MJII).

JIJist ocyIiecTBIEHNS YaCTUYHOTO BBIOBITHSI JIGKAPCTBEHHBIX MPENapaToB s
OKa3aHus MEIULUMHCKOM TMOMOIIM B  TOBAapHO-YYETHOM cucteMe (mpu
UCIIOJIb30BAaHUM PETUCTPATOpa BBIOBITHUS B «CETEBOM PEXHME») CYObEKTa
oOpalmieHusi JEKapCTBEHHBIX CPEJICTB WIM B PEruUCTpaTope BBIOBITHS (TIpH
WCIIOJIb30BAaHUHU PETHCTPATOPA BHIOBITUS B «AaBTOHOMHOM» PEXHME) HEOOXOIUMO
BBECTH JOJIIO YIAKOBKHM JIEKAPCTBEHHOTO Ipernapara. BropuuHas ymakoBka
JIEKapCTBEHHOI'O Ipernapara COXpaHsAEeTCsS J0 MOMEHTAa OTIYCKA IOCIEIHEN IOJIHU
BTOPHYHOHN YIMakoBKU. TOBapHO-y4YeTHasi CUCTEMa (MJIM PETUCTPATOP BBHIOBITHS)
JIOJKHBI 00€CTieunBaTh MPOBEPKY KOJIMYECTBA paHEE BBIBEJICHHBIX M3 000pOTa
J0JIel M OJOKUpOBaTh BBIOBITUE «U3JIMIIKOB», BBIBOJS COOTBETCTBYIOIIEE
YBEJIOMIICHUE.

B cmydae oOHapyXeHHS TIOMBITKH OCYIIECTBUTh BBIBOA M3 000poTa
«znumkay, PI'MC MIJIIT ocymectBut BeiBoa JIII u3 ob6opota, nmpu sToM Oyaer
3a()MKCUPOBAHO HapYLIEHUE, U COOTBETCTBYIOMIAas MH(popMalus OyeT HarpaBieHa
B Ha/130pHbIN opran (Poc3npaBHangzop).
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ANropuT™M  AEUCTBHHA  COTPpYAHMKA MEIMIMHCKONW OpraHu3aluu  Ipu
MCIIOJIb30BAaHUM UM PErucTpaTropa BbIOBITUS BCErJa OAMHAKOB U HE 3aBUCHUT OT
croco0a ero NOJKJIIOYEHMS.

1. Compyonux noayuaem uau cozoaem OOKYMEHmM-0CHO8aAHUe 0/
pezucmpayuu 6v1600a J1eKAPCMEEHHO20 npenapama u3 0oopoma. Imo
Moodcem  Obimb  mpeOOo6aHUe-HAKNAOHAA, AKM  CRUCAHUA  NpuU
UCNOIb306AHUN 071 OKA3AHUA MEOUUUHCKOU NOMOWU WU 10001
0py20il OOKYMEHm 6 COOMEEemCmeuu ¢ GHYMPEHHEN YYEemHOU
NOMUMUKOU YYACMHUKA 000pOom

2. Compyonuk noooupaem ynako6Ku Hnpenapamoe 6 COOMmEemcmeuu ¢
OOKYMEHMOM-0CHOBAHUEM U CKAHUpYem KoObl mapkuposeku DataMatrix.
Ecau npu 3mom ucnonwvzyemca moeapHo-yyemHas —cucmema,
unmezpuposannas ¢ OI'UC MJUIII u pecucmpamopom 6évlobimus, mo
COMpPYOHUK Modcem cpazy 6eudemv Ha 3IKpaHe KoMnvlomepa
UHpOpMayuo 0 0AHHOM NEKAPCMEEHHOM npenapame u 0 mom, Moxcem
U OanHbBll npenapam Ovimb 6vleedeH u3 oovopoma. Pecucmpamop
6bl0bIMUA NPU CKAHUPOBAHUU KO0008 mapruposku DataMatrix npu
YCREWIHOM PACNO3HABAHUU KOOA MAPKUPOBKU, HAHECEHHO20 HA YNAKOBKY

3. nekapcmeennozo npenapama, 6vl600um HA IKPAH HAUMEHOBAHUE
JleKapcmeenHno2o npenapama.

4. 3asepuiue noooop, compyoHuk evloupaem oelicmaeue

5. «3apecucmpuposams évibvimue» Ha pezucmpamope éviovimus. Eciu ne
UCNOIb3YemCA MOGAPHO-YUEemMHAn cucmema, Ha Oucnjiee ycmpoiucmaea
0yoem 6vl6e0eHO coOOUIeHUE 0 HEODX00UMOCMU 6600a HOMEPA U Oambl
OOKYMEHma-o0CHOBAHUA neped OMNPABKoil céedeHuil.

6. B ciyuae uacmuunoz2o 6vl0bimus 6MmMOPUYHON YNRAKOBKU U3 obopoma,
coomeemcmayouan ungpopmayusn 0 Kouuecmee doaeil
J1eKapCmMeEeHH020 npenapama yKa3vléaemcsa 6 pecucmpamope 6vlovimus
unu 6 moeapo-yuemuoii cucmeme yuacmuuka. Ilpu smom emopuunasn
YRAKOGKA COXPAHAEMCA 00 MOMEHMA GblObIMUA NOCTIEOHEl NePEUUHOIL
YRAKOBKU.

5.2.4. BbiBOA M3 000pOTA 1O HHBIM MPUYHHAM

BoiBo JIIT 13 000poTa MOKET OCYIIECTBISATHCS YUaCTHUKaMHU 000pOTa €
YYETOM Pa3JIMYHbIX TUIIOB COBEPIIAEMBIX OINEPALU, B TOM YHCIIE:

e 0TOOp 00pa3IoOB TAMOKCHHBIMU OpPTraHAMM;
e 0TOOp 00pa3IoB B paMKaX BEIOOPOYHOT'O KOHTPOJIS;
e 010Op 00pa3oB B pamkax (henepanbHOro HA30pa;

e 0TOOp 00pa3IoB s (papMalleBTUUECCKON IKCIIEPTU3HI;
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® HEJI0CTaua;

e [iepejayva IEMOHCTPALMOHHBIX 00pas3IoB;

e cnucaHue 0e3 nepesayr Ha YHUUTOKEHUE;

e BpiBOg u3 obopora SSCC/SGTIN, HakomIEHHBIX B paMKax
AKCIIEPUMEHTA;

® CIIMCaHUE Pa3yKOMIUIEKTOBAHHOW BTOPUYHOMU YIIAKOBKH;

e CIHCaHHe MPOU3BOJCTBEHHOTO Opaka;

® TIPOM3BOACTBO MEAUIIMHCKUX W3/ICIHIA;

® [IPOM3BOCTBO JICKAPCTBEHHBIX MPEMapaToB;

e 0TOOpP KOHTPOJBHBIX OOPA3IIOB;

e 0TOOp apXUBHBIX 0OPA3IOB

e qepenaua JIII Ha yHUUYTOXKEHHME.

5.3.0co0ennoctu padorst ®I'MC MJ/UUIII B mepmox yBeAOMHTEIbHOIO
pesxknMa PyHKIIMOHMPOBAHUSA CHCTEMBI

Jlns  JIeKapCTBEHHBIX TMPEMapaToB, CBEACHHUS O KOTOPBIX IMPEICTABICHBI
cyonbekToM oOparieHus B Poc3apaBHaazop nepea BBOJOM B TpaxAaHCKUNA 000pOT
(mocpeACTBOM UCIOJIb30BaHUSI ABTOMATU3UPOBAHHONW HH(POPMALIMOHHON CHCTEMBbI
Poc3npaBHagzopa) wiv B OTHOIIEHHWHM KOTOpPHIX Poc3apaBHag30poM BBIIAHO
pasperieHrue Ha BBOJ B TPakXIaHCKHU 000poT (71 MMMYHOOMOJOTHYECKHUX
JeKapCTBEHHBIX TmpemnapaTtoB) g0 1 depanms 2021 roma, coxpaHseTcs
YBEJAOMUTEIBHBIN PEKUM J0 UCTEUEHUS CPOKA X TOTHOCTH.

B nenax onpeneneHnss BO3MOKHOCTH COXPAaHEHUsI YBEIOMUTEIBHOIO PEXKUMa
B OTHOIIICHUU CEPUM JICKAPCTBEHHOTO Mpemnapara cyObeKTaMu OOpalieHHs MOTYT
OBITH UCTIOJIB30BAHBI CIEIYIOIINE PECYPCHI:

1. Dnexkrponnsiii cepBuc Poc3apaBHanzopa «CBeneHUsI O JEKAPCTBEHHBIX
CpelncTBaX, BBOAMMBIX B TpaxkaaHCkuii o0opor B Poccuiickorn ®Denepammmy,
pa3MeIeHHbI o aapecy https://roszdravnadzor.gov.ru/services/turnover.

2. Meron APl «8.13.1. ®umprpanus 1O peecTpy PEIICHHH O BBOJC
JIEKapCTBEHHBIX MPENapaToB B rpaxkaanckuii ooopot» GI'MC MJIIL.

B oTHOmIEHMHM JIEKAPCTBEHHBIX IIPENAPATOB, IPOU3BOACTBO  KOTOPBIX
OCYIIECTBIAETCS BHE Tepputopuu Poccuiickoit ®denepanuyd U BBO3 KOTOPHIX B
Poccuiickyto @enepannto OCymecTBISIETCS OTACIbHBIMU NAPTUSIMH, BO3MOKHOCTh
COXpaHEHHMs YBEJOMUTEIBHOIO PeKUMa OMNpeelsieTcsl o Haubosee paHHEH Jate
(mate mpeacrtasnenus ceenenuii B AVIC Poc3npaBHaazopa Wiy BblJIaud pa3peieHust

Poc3gpaBHaazopoM O mepBOMl BBO3MMOM NAPTUH W3 CEPUM JIEKAPCTBEHHOTO
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npemnapara).

5.4.0co0eHHOCTH BBIBOJAA U3 000pOTa JIEKAPCTBEHHBIX INpPeNapaToB B
ciay4yasx nepenaum csegenuii B ®I'MC MIJIII cy0ObekTamMmu o0OpaieHust
JIEKAPCTBEHHBIX CPEJACTB ¢ HAPYUICHHUEM PerjiaMeHTHBIX CPOKOB

[Ipy mocTaBKax JEKapCTBEHHBIX IPENApaToB IIOJy4YaTeM TOBapa MOTYT
CTOJIKHYTBCSL C CUTyalMsAMHU, IPU KOTOPBIX T'PYy300THPABUTEIIb, I[OJYUYUB OT
MEIUIIMHCKONW WM alnTeYHOW OpraHu3aluu COOOIIEHHH B paMKax OOpaTHOTO
MOPSAIKA aKLENITOBAHUS CBEJICHUI O ITOCTABJICHHBIX JIEKAPCTBEHHBIX IIPENapaTax, He
3apeructpupoBai B ®I'MIC MJIJIIT o TeM WK MHBIM NPUYKMHAM MOJTBEPKICHUE
(akuenToBaHuE) CBEJAEHUNW O TMPUEMKE MApPKUPOBAHHOTO TOBapa Ha CKJIaj
MoJyyarejis B PErilaMEHTHbIE  CPOKHM,  YCTAHOBJIEHHbIE  HOPMAaTUBHOM
JIOKYMEHTALUEN.

Jnst  oOecriedyeHus: BO3MOXHOCTH JIalbHEWIIEro BbIBOJAA M3 000poTa
MEIUIIMHCKMMH Y allTE€YHBIMU OPTraHU3aIUIMU TAKUX JICKAPCTBEHHBIX ITPENAPATOB,
HE JOXXHUAAsACh MOJITBEPXKACHHUS TPYy300TIIPABUTEIISI 10 UCTECUCHUN YCTAHOBJICHHBIX
cpokoB nepenaun cBenenuit, B ®I'MC MJUJIIT peanuzoBaHa ¢(yHKIIMOHATBLHOCTD
yueta noio0HbIX SGTIN (manee — peectp OKUIAHUN).

ITo dakty nepenaun rpysomnonydarenem B ®I'YIC MIJIIT cBenenumii mo cxeme
416 moruueckoit monenu (QaiioB oOMeHa (0OpaTHBIM aKIENT) B YCTaHOBJICHHBIC
cpoku (o 1 pabouero mgHs), TaKOMy YYacCTHHKY OO0OpOTa MpeAoCTaBIsETCS
BO3MOXHOCTb OCYIIECTBUTH BBIBOJI M3 000pOTa JIEKApCTBEHHOTO TMpemnapara (B
paMKax pO3HMYHOW MpOAAXH, OTIyCKa MO JIbIOT€ WM HWCIOJIb30BAaHUSA IS
OKa3aHMUSI MEIUIIMHCKOW MOMOIIH), IPU STOM HH(OpMAIUsi O CEpUHHOM HOMEpeE
BBIBEICHHOM 13 000pOTa yImakoBkH jekapcTBeHHoro npemnapata (SGTIN) orpasurcs
B peecTpe OXUJIaHWu. MaKkCHUMalbHbIA CPOK OKHIAHHS AKIECNTOBAHUS CBEIACHHUU
IPy300TIPABUTENIEM B JAHHOM CJIy4ae COCTABUT / paboYmX JHEH.

Jlanee, B TOM ciTy4ae eciii B 0003HAUYCHHBIN BBIIIE CPOK, IPY300TIPABUTEIH HE
nepenan B I'IC MJJIIT cBenerust 06 akIenTOBaHUH TIOCTABKH, TOTA YKa3aHHBIH
SGTIN oTpa3utcs B peecTpe HapylIeHUM, sl JadbHEUIIEro aHaIu3a CUTYalH CO
cTopoHsl perynstopa (Poc3apaBuanzop).

Cpox B 7 pabouux JHEH UCUUCISIETCS UCXO/ISI U3 CyMMBI HOPMAaTHBHBIX CPOKOB
Ha MPUEMKY I'PY300TIPABUTEIEM JIEKAPCTBEHHBIX MPENAPATOB OT MPOU3BOAUTEIIS,
UX JAIbHEWIIYIO OTIPY3Ky Ipy3omnonydarento u cpoka nomaun B @I'MC MJIII
CBEJICHHI O BBIBOJIC U3 000POTA YIAKOBKH.

JlanHasi ~ (QYHKUIMOHAIBHOCTH HE IMpeaycMaTpUBaeTCs Jid  [PUEMKHU
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JICKAaPCTBCHHBIX IIPCIIApPAaTOB 110 CXEMC IPAMOI0 IMOPAJAKa aKICIITOBAHUSA.

5.5. BbiB0OA 13 000pOTAa JIEKAPCTBEHHBIX NPENapaToB MPH
HepadoTOCIIOCOOHOCTH PEruCTPATOPA BHIOBITHSA

B cnyuae HepaboTOCTIOCOOHOCTH PETUCTPATOPA BHIOBITHS YHACTHUKY 000pOTa
HE00X0IMMO 00paTUTHCS B CIYKOY TeXHUYECKOM noaaepxku Oneparopa.

5.6. Oco0eHHOCTH BBIBOJA U3 000pOTa AJIAl OTACJIBHBIX KAaTer Opuii
YYACTHUKOB

5.5.1. BbiB0oa U3 000pOTA U3 TPYAHOAOCTYIHBIX H OTAAJEHHBIX OT CETH U
CBSI3M MECT OCYIIeCTBJIEHUS AeSITeIbHOCTH

1. Opranuzanuu ¥ WHAUBUIYAJIbHBIE NPEANPUHUMATETU, HAXOAIIUECS B
TPYAHOJAOCTYITHONM MECTHOCTH, a TAK)KE MMEIOLIUE MeCTa OCYILECTBICHUS
NEATEIbHOCTH, PACIOJ0XKEHHbIE B TPYAHOJOCTYIIHOM MECTHOCTH, HO
HMeKINe BO3MOXKHOCTL Iepeaavd JaHHBIX 4yepe3 ceTb WHTepHer,
JOJDKHBI  TIepeflaBaTh CBeJIeHUs 00 omepanusx ¢ JEeKapCTBEHHBIMU
npenapatamu B ®I'IC MJJIIT cormacHo TekyIuM Ou3HEC-TIpoIeccam
JBUKEHUSI JIEKAPCTBEHHBIX TIPEMapaToB, OIyOJUKOBAaHHBIM Ha calTe
YecTHbIi 3HaK.

2. OpraHuzalnuy U WHIUBUAYAJIbHBIE IPEAIPUHUMATENN, UMEIOIIUE B CBOEM
COCTaBE MeECTa OCYUIECTBJICHHS  JECATEIbHOCTH, HAXOMISIIUECS B
TPYIHOJOCTYITHOM MECTHOCTH M He MMeKIIHe 10cTyna K ceTu HTEepHeT:

o Ilepenaua cBepenuit B ®I'MMC MJIJIIT ocymecTBisieTca uepes
TOJIOBHYIO OpraHW3alfl0, B COCTaBE€ KOTOPOW OCYILIECTBIISIET
NEeATeIbHOCTh  000COOJICHHOE — TMOApa3felieHne  MEIUIMHCKON
OpraHu3anuy Wik GuiIrall anTeyHOW CETH.

e Eciu MecTo OCYIIECTBICHUS  JICSITENBHOCTH HE  SIBISETCS
CTPYKTYPHBIM TOJpa3/IeICHUEM BBIIIECTOSIIECH oOpraHu3auuu (To
€CTh SIBJISIETCS CaMOCTOSITEJIbHBIM IOPUANYECKAM JIMIIOM WM
WHJMBU1YaJbHBIM MPEAIPUHUMATENIEM), B TAKOM CIy4ae YYACTHUKY
obopoTa HEOOXOAMMO 3arpy3uTh XmI-TOKYMEHT O BBIBOJIE
nexkapctBeHHoro mnpemnapata B OI'MMC MJJIIL yepe3 Jluuubiit
KaOWHET M3 MecCTa, TNie ecTh AocTyn K cetn MuTepHeT. Cpoku Ha
repeiady CBEICHUN COCTABIIAIOT 5 THEM.

5.5.2. BbiBOa 13 000poTa (pebAlIepCKO-AKYIIEPCKUMHU MYHKTAMU

Oenpamepcko-akymepckuit myHkT (nanee — MAII) sBusercst CTpyKTypHBIM
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MO/pa3/ieIEHUEeM MEAMIMHCKON OpraHu3allii, OCYIIECTBIIAIOINIMM JOBpPayeOHYIO
NEPBUYHYI0 MEIMKO-CAHUTAPHYKD TIOMOIIb B  CEJIbCKOM MECTHOCTH, H
Y4aCTBYIOIIUM B 000OpPOTE JIEKAPCTBEHHBIX IIPENapaToB.

MenuuvHCcKass opraHuzanus, B cocTaBe Koropod Haxoautcs DAIIL
OCYILIECTBIIIET IIepelady JIEKapCTBEHHBIX IIPENapaToB HA MECTO OCYILECTBIICHUS
nestenbHocT DAIl U QuKcHpyeT COOTBETCTBYIOIIYIO OTTPY3KY HalpaBiICHUEM
ceegenuit B ®I'MC MJIJIII.

B cnyyae po3HMYHON MpoAaXu JEKApCTBEHHBIX MPENapaToB W/MIU OTIyCKa
JIEKapCTBEHHBIX NIPENApaTOB CO CKUJIKOM allTeYHOM OpraHu3alneil, HaXOoIAIencs B
denpamepckux myHkrax (naiee — @IT) u GAII, BbIBOA J€KapCTBEHHBIX IPENapaToB
13 000pOTa OCYHIECTBISETCS C UCMOJIb30BAHUEM KOHTPOJIBHO-KaCCOBOM TEXHUKH.

O6ocobneHHble TOMpa3aeieHuss MeAulmHckor opranuzanuu (DAIl, OII),
OKa3bIBAIOIINE MEPBUYHYIO MEIUKO-CAHUTAPHYIO MTOMOIIb, OCYIIECTBISIOT BBIBOI
JICKapCTBEHHBIX TIperapaToB M3 000poTa C UCIOJB30BAaHUEM PETHCTPATOPA
BBLIOBITHS.

B pamkax mnocranosnenus IlpaBurtensctBa Poccuiickonn depepaunuu OT
18.12.2020 Ne 2166 "O BHeceHun wusmeHeHuid B IlomoxkeHne o cucreme
MOHUTOPHUHIA JBWKEHHSI JIEKAPCTBEHHBIX IIpenapaToB MJid MEIULHMHCKOTO
OpUMEHEHHs" Uil TaHHOW KAaTerOpuu YYacTHUKOB BBOJASTCS JONOJHUTEIbHBIE
noc1abJIeHHsI B YaCTH PEeTJIaMEHTHBIX CPOKOB nepenaun cBeaennii B ®I'MC MJIJIII.
B cooTBeTCTBHM € JaHHBIMH MU3MEHEHUSIMU CPOKH IMEpPEelauyn CBEICHUI O MpUEMKe
Y BBIOBITHY JICKAPCTBEHHBIX IMPEMApaToB YBEJIUYUBAIOTCS ¢ S 10 30 paGouux aHeil

€0 JIHS (haKTHUYECKOIi NPUEeMKH WM BbIOLITHS COOTBETCTBEHHO.

IIpumeuanmue:

1. Ecniu ®AII, ®II nHaxonarcss B TPYAHOAOCTYIIHOM MECTE, HO MHPHU 3TOM
uMeroT aocTyn k ceth MuTtepHer — B Takom ciydae DAL, OII obs3an

nepeaaBaTh CBEJACHUS O BBIBOJIE JIEKAPCTBEHHBIX MPEMapaToB U3 000pOTa B
OI'MC MJIIL

2. Eciu OAIT/PIT HaxoauTcs B OTHAIEHHBIX OT CETEWM MECTHOCTU U HE UMEET
nocTyna K cet IHTepHeT — BBIBO/I JIEKAPCTBEHHBIX MPENapaToB U3 000poTa

OCYIIECTBIIAETCS TOJIOBHOM OpraHu3alyeil, B COCTaB KOTOPOM BXOJIUT
OAIT/OIL

5.5.3. BoiBoa u3 000poTa OpraHM3alMsMU, OCYIIECTBJISIIOMMMU
HapAay c OCHOBHOH (ycTaBHOM) AeATeJbHOCTHIO
MEAULMHCKY IO AeSITeJIbHOCTD (o0pa3oBaTe/ibHbIE

OpraHv3anum, YIpe:kKACHUA HAYKH, YIPCKACHUA COLIHAJTBHOIO
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00CJIy’KMBAHUA U UHbIC OPTraHU3ALMH)

OpraHuzanusm ¥ UHIMBUYAIbHBIM MPEANPUHUMATENSAM, OCYIIECTBISIIOUIUM
Hapsily C OCHOBHOM (YyCTaBHOI) AESATENBHOCTHIO MEIUUMHCKYIO JAESTEIbHOCTD,
HeoOxonumo otpaxate B ®I'MC MJJII cBemenust 0060 Bcex omnepamusix c
JIEKapCTBEHHbIMU  MpenapaTamMu. AJITOPUTM  JI€UCTBUM Takux CyOBEKTOB
oOpalieHus JeKapCTBEHHBIX CPeACTB 1o BHeceHuto nudopmanuu B I'MC MJIIT
aHAJIOTMYEH aJTrOpUTMY, IPUBEJEHHOMY B IyHKTE 5.2.3.
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6. OTaejbHBIE MPOLECCHI

6.1. PekomeH1auMu M0 BeICHHI0 TOBAPHOH HOMEHKJIATYPbI Y4aCTHUKA
obopora

B nensx obecnedyeHus KOPPEKTHOTO HHTErPALIMOHHOTO B3aWMOJEHCTBUS C
OI'MC MJUIIl yyacTHuUKY o00OOpoTa NHpH BEIECHUM TOBAPHOW HOMEHKJIATYPbI
JIEKapCTBEHHBIX MPENapaTroB, HAXOALIUXCS Yy HEro OanaHce, PeKOMEHAYETCS B
KauecTBE OCHOBHOI'O HJEHTU(UKATOpPA HMCIOJb30BATh BHYTPEHHUN YHUKAJIbHBIN
uaeHTudukKatop jekapcrBeHHoro mnpemnapara B peectpe ECKIIIl (manee — xon
ECKIJIII).

Hns nmomyuyenuss u ywera kona ECKIIII B TYC yuwacTtHuka obopota
HeoOxoauMo ucnoias3oBath Metoa APl 8.5.1 «Meton nnst nonydenust ”HQopMauuu
U3 peecTpa MPOU3BOAMMBIX OpraHU3alMi JIEKAPCTBEHHBIX IpenaparoB». CHucok
meronoB API onybnukoBanbl Ha caiite UecTHblil 3Hak B nokymeHTe «C
«Mapxkuposkay. MJIIJIIL. TIportoxon obmena unTepdeiicHoro ypoBHs v3.04» B
pasnene «JlokymeHTsl 11t padotel B MIJII».

6.2. Pexomenganun nmo pacuery cymmsol H/IC

B cootBeTcTBUM ¢ TpeOOBaHUAMHM HWHTETPALIMOHHOTO B3aMMOJEHCTBUS C
OI'MC MJIIT yuacTHEKY 000pOTa HEOOXOIUMO BHOCUTH CBEJCHUS O CTOUMOCTH
YIIAKOBKH JIEKAPCTBEHHOTO Tpernapara, PacCUMTaHHON MCXOMAsl U3 OOIIeH CyMMBbI
MOCTAaBJIEHHBIX JIEKAPCTBEHHBIX MpPENapaToB U X kKoiauyectBa, u cymme HJAC nns
KaXXJI0H MTOTPEOUTEIIHCKON YITaKOBKH.

B pamkax mnpsMoro mopsaka akIenTOBaHHWS CBEICHUS (DUKCHUPYIOTCS
MOCTABIIMKOM (TPy300THpaBuTeneM). B ciaydae oOpaTHOro akienTa CBEACHHS
bukcupyroTcs rpy3omnonydateneM. Bo n3bexxanue pacxoxaeHUs 3HAUCHHU CTaBKH
HJIC yvacTHMKaM 000pOoTa pPEKOMEHAYETCS HWCIOJIb30BaTh €IUHBIA aITOPUTM
pacueta cymmbl HJIC o popmyne: Cymma HJIC = CtouMocTh MOTPEOUTEIBCKOM
ymnakoBk#u JIIT (6e3 HIC) * Craska HJIC/100.

s oxpyrnenust cymmbl HIIC no aByXx 3HaKoB mociie 3amsiToi HeoO0X0AMMO
MOJIb30BATHCS ApU(PMETUUECKUMHU MPABUIAMU OKPYTJICHHUS.

6.3. Ilopsiiok cMeHBbI IepsKkaTesisi PerucTPAMOHHOT0 YA0CTOBEePEeHUs
JIEKAPCTBEHHOT 0 Mpenapara

Huxe B Tabmune (Tabnuma 1) mpuBeneH nepedyeHb AEHUCTBHII CyObekTa
oOpallleHUs JI€KapCTBEHHBIX CPEJCTB JJISI CMEHBI Jep KaTesisl PErucTPallMOHHOTO
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YAOCTOBEPEHUSI HA JIEKAPCTBECHHBIN Mpenapar JJjs MEIUIUHCKOTO MPUMEHEHHS B
cucteme ®I'MIC MIJIII.

Bynymmid AepxaTesb
Texkymmi AepKaTeib | peruCTPAlMOHHOT 0
[eiicTBue perucTpanuoHHOro YAOCTOBEpPEeHUS (komy
Y10CTOBEpPECHUA nepesalTCs NpaBa Ha
MPOAYKT)
Perncrpanus - Peructpupyert
NMPOAYKTOB B HOBbI GTIN B accoumanuu
accoumanun GS1 GS1
Perucrpauus - [Tocne 0OHOBIIEHUS 3aTTUCH
JIEKAPCTBEHHOI' 0 B ECKIJII u mnosBneHus
npenapara B HoBoro DrugCode no
MJIII U3MEHECHUSM B Py
(u3menenue aepxarens PY
(mamee — JIPY)
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peructpupyet HOBbIM JIII B
MJIJIT mox voBerit GTIN

orosop HA | - 3aknro4yaeT Jorosop (mpu
yAaJIeHHbIT YCJIOBHUH, 4TO y 3TO0ro JIPY
poctyn K PJ He OBLJIO paHee J0roBopa)
Jorosop Ha | OniayuBaeT paHee, | 3akimouaer J0roBop (Ipu
omjiary KO/IOB | [IPEIOCTABJICHHBIE KOJBI | YCIIOBUH, 4TO Yy 31O0ro JAPY
MApPKHPOBKH MapKMpOBKM,  €CIM  OHH | He OBLJIO paHee JI0roBopa)
MIPEOCTABIICHBI HA YCIOBUSAX
MOCT-OTLJIATHI.
OTtuer 0 | YcII0BUS IEPEXOTHOTO Omuccusi KM oTkpbiBaeTcs
HAHECeHU U Hepuoaa. [0CJIE YTBEPKIAECHUS HOBOTO
(10319) Omuccus Koﬂggno HUPOAYKTY | IPY  m  perumcrpanuu
Ha CTaporo
r;eucpr,nl;)aechI1 HE MO3IHEeE, nponykra B GS1 u MJUIIL
4yeM yepe3 6 MecALeB NocIe Omipasiser  OTHETEL O
MOMEHTa yTBEpK/ICHHS Hanecenun  (10319) or
nosoro JIPY B ECKJIII. nuMeHHu HoBoro JIPY ¢ matel
yTBEPXKIeHUs HOBOrO /PY
[Ipuem noxymenToB 10319
3aKpbpIBa€TCA €  MOMEHTa
MOCTYIUIEHUS TIEPBOTIO OTYETA
O HAHECEHUHM B CHUCTEMY
MJIJIIT (10319) ot HOBOTO
JAPY. Ilpu »tOM cTapomy
JAPY  pekomenayercsi B
clyyae 3aka3a KoOJIOB IO
MPEIOTIaTHOU cxXeMe
3aIpalnBaTh KOJbl, HCXOIS
U3 peabHON MOTPEOHOCTH Ha
NPOJYKT, KOTOpBIA Oymer
Iepe/lad HOBOMY BJIAJICIIBILY.
Peanuzanua Het orpannuenuii Het orpannuenuii
CTOKA,
NMPOU3BEICHHOI 0
A0 YTBEpPKIACHUA
M3 nosoro JIPY
HE3aBHCHMMO  OT

€ro HaxOKJIACHHUA

Tab6muna 1
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6.4. Ilopsinok orpaxenus onepauuit B ®I'MMC M/JIII npu ocyuiecTBiIeHUun
ONTOBOM NMPOAAKH 32 HAJTMYHBIN M 0e3HAJTUYHBIN pacyer

[Ipn ocymiecTBI€HHMH ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMM IpPEMApaTaMH 3a
HaJMYHBIA WK O€3HANIMYHBINA pacueT B (PUCKATBbHOM JOKYMEHTE B 00A3aTEIbHOM
nopske Heooxoaumo ykaseiBaTh MHH rpy3zononyuarens. B Takom ciydae BbIBOJ
u3 obopora nekapctBeHHbIX npenapatoB B GI'MC MUJIIT ne mpousoiiner. anee
KOHTpareHTaM HeoOXOJAMMO BBIIIOJIHUTH ONlEepaluu NpueMa-nepeadmn.

6.5. Ilopsimok padoThI € JIeKAPCTBEHHBIMHU NMPENApaTAMM ¢ HEBAJIUIHBIMHU
cpeacTBaMM UICHTH(pUKAIUU

HauGonee yacto BcTpeyaeMble OMIUOKHU MPU HAHECEHUHU CPEJICTB UACHTU(DUKAIINH
Ha ynakosky JIII:

1. Mcrionb30BaHue B MEPBOM TPYIINE JAHHBIX KOJWYECTBA CUMBOJIOB, OTJIMYHOTO
OT TpeOyeMOTo KOJIMYeCTBa CUMBOJIOB — 14 CMBOJIOB.

a) JloGaBiieHrEe MEHBIIIETO KOJIMYECTBA CUMBOJIOB;

b) Jlob6aBneHre OOJIBIIETO KOJIMYECTBA CHUMBOJIOB.

2. Mcnonp30BaHKE BO BTOPOM I'PYIIIE TaHHBIX KOJIUYECTBA CUMBOJIOB, OTJIUYHOTO
0T TpeOyeMOoro KoJIru4ecTBa CUMBOJIOB — 13 CHMBOJIOB.

a) Jlob6aBieHre MEHbILIETO KOJMYECTBA CUMBOJIOB;

b) Jlob6aBneHre OOJIBIIETO KOJIMYECTBA CHUMBOJIOB.

3. Hcnonp3oBaHuE€ NPOU3BOJIBHBIX CHMBOJIOB B TPETbEl TIpynmne AdaHHBIX,
NpeICTaBIAONIEeH COO0M YacTh KO/Ia MPOBEPKHU CPEICTBA UICHTU(UKAIUY.

4. Vicnonib30BaHUE B COCTABE KKPUIITOXBOCTA» KOJIMYECTBA CUMBOJIOB, OTJIMYHOTO
OT TpeOyeMOT0 KOJIMYECTBA CUMBOJIOB — 44 CUMBOJIA.

a) Jlob6aBieHre MEHbBIIIETO KOJINYECTBA CUMBOJIOB;

b) JloGaBieHne OOIBIIET0 KOJIMYSCTBA CHUMBOJIOB.

5. [Ipomyck B cocTaBe cpeAcTBa HACHTU(DUKAIIUYA CUMBOJIOB-pa3aenureneii GS.

6. Ilpomyck B cocraBe cpeAcTBa WACHTH(PUKANKUKA OJHOTO WM HECKOIBKHUX
uneHTudukaropos npumenenus 01, 21, 91 u 92.

7. obGaBneHne OMIMOHATBHBIX TPYII JaHHBIX B KOje MapkupoBku Data Matrix.

8. Hanecenue xoma mapkupoBku Data Matrix Ha iBeTHOM (hoHE.

JleficTBus y4acTHHKOB 000poTa TMpu OOHAPYKCHHWH HEBAIHIHBIX CpPEIICTB
WJICHTU(DUKAITNH
1. Curyanus:
1.1. TIpu npoBenenun omnepauuu npuema JIII ma MJI ydactHuka omuOKu B
cpeAcTBe uAeHTUPUKAIMKM He ObulM oOHapyxeHbl. HecooTBeTcTBHE cpelicTBa
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unaeHtTupukanuu [MIPO 1556 6bw1o BeIsIBIEHO npu nomnbiTke BbiBoAa JIII u3 obopora
yepe3 PB.

1.2 Ilpu npoBenenun onepauuu npuema JIIT nva MJ] yuacTHuka ObUIO BBISIBIEHO
HECOOTBETCTBUE cpeacTB uaeHTUGuKauu [IITPD 1556.

JIeCTBYeT B OTHOLIEHUH CIIEAYIOIIUX ONEPALIUAN:

* 702 — Peructpanus B IC MUJIII cBenenuii 06 Onpuxoa0BaHUH.

* 416 — Peructrpaums B MUC MJIJIII cBeneHunii O NpUEMKE JIEKAPCTBEHHBIX
MpenaparoB Ha CKJaj Mojyyarens (Mpu oOpaTHOM MOpSAKE MpHeMa JIEKapCTBEHHBIX
npenapaToB Ha CKIIAJ MMOTy4aTes).

* 415 — Peructpauus B8 UC MJJIII cBenenuir 006 OTrpy3ke JieKapCTBEHHBIX
IpernapaToB CO CKJajia OTHpaBUTeNs (IPU MPSIMOM MOPSJIKE OTIPY3KH JIEKAPCTBEHHBIX
IpernapaToB CO CKJajla OTIPABUTES ).

* 471 — Peructpauus B UC MJJIII cBenenuir 006 OTrpy3ke JieKapCTBEHHBIX
NpernapaToB HOBOMY BIIAJIENbILy B paMKax roc. 00ecreueHusl.

* 472 — Peructpauus B UC MJJIII cBenenuid 06 OTrpy3ke JieKapCTBEHHBIX
npenapaToB CO CKJaJa OTIPABUTENS B paMKaxX areHTCKOTO JOTOBOPA.

* 473 — Peructpauus B MUC MJJIII cBenenuwii 0 NpuUEMKE JIEKAPCTBEHHBIX
[IpEIapaToB areHTOM B paMKax areHTCKOIO J10r0BOpa.

JlencTBus y4aCTHUKOB:

1. IMocnenyromuii BeiBo JIIT uepe3 PB HeBo3MOkEH.

2. B otHomenuu JIIT mpuMeHsAeTCst OJJHO U3 YKa3aHHBIX JEUCTBUM:

a) Ecim JIIT npousBenen Haunnas ¢ 1 urons 2020 (3a uckimrouenuem 7B3H), to
ocymiectBisgeTcs Bo3Bpat JIII mocraBmuky.

b) Ecnu JIIT umeet npuznak 7B3H u JIII npoussenen Hauunas ¢ 1 okts6ps 2019,
TO ocyuiecTsisiercs: Bo3part JII1 mocraBmuky.

c) Bo Bcex octanpHbIX ciaydasx BeiBoj JIIT ocymecTBisieTcs 6€3UCONB30BAHMS
PB, npu nomotu onepanmii 521/531.

2. Curtyanusi:

2.1 Tlpm ckanupoBaHuu cpeacTBa wuAcHTHGUKanuu 2D ckanepom 06e3
cHequanbHbIX HacTpoek 2DckaHepa He BBISABIEHO HECOOTBETCTBHE CpEACTBA
unentudukamuu [MITPD 1556.

JlelicTBUS yYaCTHUKOB:

1. TIpoBecTu ckanupoBaHWE CPEACTBA UACHTH(PUKANK Tpy momotnu 2D ckaHepa
CO CrenuaabHBIMU HacTpoiikamu 2D ckaHepa /uisi 0TOOpaKeHUsT CUMBOJIA-PA3ICTUTEIS
GS.

2. JIns mpocMOTpa OTCKaHUPOBAHHOTO CPEJCTBA UACHTHU(PUKALIMK HCIOIb30BaTh
CpPEICTBO MpocMOTpa HUH(POpPMAIMM CO CHEUUAIbHBIMU HACTPOMKAaMHU, KOTOpPOE
MO3BOJISIET MPOCMATPUBATh CUMBOJIBI B KogupoBke ANSI nimu UTF-8.

3. B ciayuae oOHapykeHHsI OTCYTCTBUSI B CPEACTBE WUJCHTU(PUKAIIMU CHUMBOJIA-

52



paznenurens GS nelicTBOBaTh B COOTBETCTBUM C ACHCTBUSIMU yYaCTHUKA ISl CUTyaIui
1.1 u 1.2 pazgena 6.5.
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Ipunoxenue 1. Ilepeyens cxem Jiornyeckou mojaeu ¢aiijio ooMeHa

OIrucC MIJIII
Ne XSD-
KpaTtkoe HasBaHue onepauuu
CXeMblI
10300 |3muccus KoJ0B MapKUPOBKU
10311 |3aBepuieHue yrnakoBKHU (PErUCTPATOP IMUCCHUH)
10319 | Beimyck JIIT 3a npenenamu PO (peructpaTop SMHUCCUN)
10511 | Po3nuunHas npogaxa c ucrnonb3zoBanruem KKT
10521 | Otnyck no AbrOTHOMY pelenTy (PerucTpaTop BHIOBITHS)
10522 | Otmyck 1o JbroTHOMY pelenTy ¢ ucnonb3zoBanueM KKT
10531 Bbimaua nmst okazaHus MEIMIIMHCKOM MTOMOIIHU (PerucTpaTop
BBIOBITHS)
250 OTtmeHa onepanuu
251 OT13bIB yact TOBapa OTHpaBUTEIEM
252 Otka3 ot nmpuemMku yacT ToBapa [lokynartenem
253 KoppexTupoBka paHee HampaBiIeHHbIX PEKBU3UTOB
313 Brimyck JITT
314 Otrpy3ska JIIT coOCTBEHHUKY TS BBITYCKA TOTOBOM MPOTYKIIMH
331 Otrpy3ska JIIT B PO
332 Bgo3 JIII B PO
333 Bgo3 JIII B P® no xkoHcurHanuu
334 [TepemerieHre B 30HE TAMOKEHHOT'O KOHTPOJIS
Brinyck 17151 BHYTpeHHETro MoTpedieHus
Odopmaenune sxcopra
Otka3 B none3y rocyaapcersa B 3TK
335
Odopmiienne peskcrnopra
[lepenaya na yunutoxxenue u3 3TK
Tamoxennoe oopmieHue
341 [Tpuemka Ha cknan u3 3TK
342 Boga JIII B o6opot Ha Tepputopun PO
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Ne XSD-

KpaTkoe Ha3BaHMe onepanun

CXeMbI

351 Cwmena cobctBenHuka JIIT

360 BBo3 cooctBennbix JIIT nuz EADC

361 Otrpyska JII1 B P® u3z EASC

362 Bgo3 JII1 B P® u3z EADC

363 Bgon JIIT u3 EASC B o6opot Ha Tepputopun PD

381 Otrpy3ska JIIT coOCcTBEeHHUKY

391 [ToBTOPHBII BBOJ B 000POT

415 Ortrpy3ka JIII co ckiana

416 [Tpuemka JIII Ha ckian

417 Bo3Bpar npuocTaHOBIIEHHBIX JIEKAPCTBEHHBIX MPENapaToB

431 [Tepemenienue

441 Otrpy3ka JIIT Ha HE3aperucTpUupPOBaHHOE MECTO IE€SATEIBHOCTH

442 [Ipuemka Ha cknan JIII, paHee oTrpyKEHHBIX Ha
HE3aperucTpUPOBAaHHOE MECTO JESTEIHHOCTU

461 Otrpy3ska JIIT B EADC

470 [Tepememenne JIII B pamkax rocy1apCTBEHHOTO JIEKAPCTBEHHOTO
oOecrieueHus

471 ITepenadya HOBOMY BJIaJI€/bILY

472 Otrpy3ka JIII o areHTCKOMY JOTOBOPY

511 Po3nuuHas npogaxa

521 OTIyCcK MO JbrOTHOMY PELENTY

531 Brimaua ni1s oka3zaHusa MeJUIIMHCKOW ITOMOIIHN

241 [lepenaua Ha yHUUYTOXKEHUE

542 YHuuTOXKEHUE

552 BoiBon u3 obopota

701 [ToaTBepxAEHUE OTTPY3KU/TIPUEMKHU

702 OnpuxoaoBaHue
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Ne XSD-

KpaTkoe Ha3BaHMe onepanun

CXeMblI
911 ArperupoBaHue
912 PacdopmupoBanue rpynnoBoi ynakoBKH
913 N3bsTre n3 rpynnoBoi ynakoBKU
914 BxiroueHue B rpyIIoByrO YIIaKOBKY
915 ['pynnoBoe arperupoBaHue
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Ipuno:xenue 2. [Tucbmo ¢ pa3psicnennsavu Poc3apaBHaa3opa 06 ormycke

JEKAPCTBCHHBIX MpemaparoB

MUHHCTEPCTBO 31PaBOOXPAHEHUS ! 234”36!!]
Poccuiickoit Penepanuu
PEJNEPAJIBHASA CJIYV2KBA 11O HAA30PY
B C®EPE 3IPABOOXPAHEHUSA ! P}’KOBOZIHTCJ'U[M
(POC3JIPABHA/I30P)
MEIULHUHCKHUX, OIITOBBIX U alITEYHBIX
PYKOBOJIMUTEJIb opraﬂmaunﬁ

Caasstrickast . 4, crp. 1, Mocksa, 109074
Tenedon: (495) 698 45 38; (495) 698 15 74

16.01.AOR0 N Ofwr = 1 [/ AO

HaNe ~  or T

O pO3HHYHO} U ON'TOBOM TOProBJie
JIeKapCTBEHHBIMH IIperiapaTaMu

OQenepanbHas cmyx6a mo Hamsopy B cdepe 3IpaBOOXpaHEHHS B CBS3H C
MHOTOYMCIICHHBIMH  OOpAleHHsIMH 110 BOIpPOCY PO3HMYHON M OMNTOBOH TOPrOBIH
JIEKapCTBEHHBIMH TpenapaTamMu /I MeJHLUHCKOTO IPHMEHEHHUS COODOIIaerT.

B cootBercTBHH co craTheit 506 'paxnanckoro kopekca Poccuitckoit Denepanuu
no JIOTOBOpY IIOCTaBKH IOCTaBIIHUK-TIPOJABEII, OCYILECTBIISAIOILINH
NpeANPHHUMATENBCKYIO IeATENBHOCTD, 00s3yeTcs nepeaTh B 00YCIIOBIEHHBIH CPOK HIIH
CPOKH NPOHU3BOJMMBIC MIIH 3aKyllaeMble WM TOBAphl IOKYIATENIO Ul MCIOIb30BAHHS B
NpeANPUHAMATENbCKON AEATENbHOCTH MIIM B WHBIX LENAX, HE CBA3AHHBIX C JIMYHBIM,
CEMEeHHBIM, JIOMAIIHUM U HHBIM MO0GHBIM HCIIOIB30BAHHEM.

B cooTBercTBHM ¢ pa3sbACHEHHAMH [OCTAHOBJIEHHS [Ineryma Beicuiero
Apbutpaxsoro Cyma Poccuiickoii ®enepaunn o1 22.10.1997 Ne 18 «O HekoTOphIX
BONpocax, CBsA3aHHBIX ¢ npuMeHenneM [lonoxenuii 'paxaanckoro konekca Poccuiickoii
Qeziepaud 0 JOTOBOpE IOCTABKH», MOJ LESMH, HE CBA3AHHBIMH C JIAYHBIM
HCIIOJIb30BAHUEM, CIIe/lyeT IOHUMATh, B TOM YHCIIe IPHOOPETEHHE IOKYIaTEeIeM TOBApOB
A ODecIleveHnst ero JesTeNbHOCTH B KAuecTBE OPraHW3aUMH HIIH rpakJaHuHa-
NpeAnprHHUMaresis (OprTeXHUKH, OHCHOM MeGell, TPAaHCTIOPTHBIX CPEJICTB, MaTepHaoB
JUISL PEMOHTHBIX paboT H T.I1.).

OTHOIIEHHs, BO3HMKAONIME B CBS3M ¢ obpameHneM - pa3paboTKoi,
AOKIIMHUYECKHUMH  MCCIIE/IOBAHHAMH, KIHHHYECKHMH HCCIIE[0BaHUAMH, OSKCIEPTH3OM,
TOCYNapCTBEHHOH perucTpanded, Co CTaHjapTH3aluedl u KOHTPOJIEM KayecTBa,
TPOH3BOACTBOM, H3TOTOBIICHHEM, XpaHEHHWeM, TNeEpPeBO3KOH, BBO3oM B Poccmiickyio
®enepanuio, BeIBO30M U3 Poccuiickoii ®eniepauny, peKIaMoH, OTIIYCKOM, pean3aliei,
nepenayel, NMPUMEHEHHEM, YHHUTOXEHHEM JIEKApCTBEHHBIX CPEICTB, perynupylorcs
®QenepanbHeiM 3akoHOM 0T 12.04.2010 Ne 61-®3 «O6 OOpaleHH: JIeKapCTBEHHBIX
CpeAcTB» (nanee — 3aKkoH 06 oGpalleH!H JIeKapCTBEHHBIX CpENCTB).

Cornacuo crathe 54 3akona 06 oGpamenun JIEKapCTBEHHBIX CPEACTB OINTOBAs
TOPrOBIIA  JICKAPCTBEHHBIMH ~ CPEACTBAMHM  OCYIIECTBJSAETCS  MPOH3BOIAMTEAMH
JICKapCTBEHHBIX CPEACTB W OpPraHW3alUMsAMH ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH
CPCACTBAMH N0 MNpaBHJIAM HAUIeXKAllEed IUCTPHOBIOTOPCKOM MPaKTHKM M MpaBHiIaM
HaJyleXalled TpPAaKTHKH ~XPaHEHHs M  [ePeBO3KH  JIeKapCTBEHHBIX Tnpenaparos,
YTBEPXKNCHHBIM ~ COOTBETCTBYIOIIMMH  yIIOJIHOMOYEHHBIMH (elepalbHBIMH  OpraHaMy
MCIIOJIHUTEILHOM BJIACTH.




2

Po3HWYHas TOproBNs JIeKapCTBEHHBIMH TpenapaTaMM IS MEIMIHHCKOrO
NPUMEHEHHS B KOJIMYECTBAX, HEOOXOAMMBIX JUIi  BBINOJHEHHS  BpadyeGHbBIX
(penbamepckux) — HasHAYeHHMH,  OCYIIECTBIAETCS  ANTEYHBIMH OpraHHu3aLHsIMH,
MHIMBHyalbHBIMU NPEANPHHUMATEISIMH, UMEIOIIMMH JTHIEH3HIO HA (hapMalleBTHYECKYIO
ACATENIBHOCTb, ~ MEIMLIMHCKHMH  OpraHM3alHsAMH, HMEIOIIMMH  JIMIEH3HIO  Ha
(apmaneBTHYECKYI0  JEATENBHOCTb, M HX  06O0COBICHHBIMH NoApa3/ieleHuAMU
(amOynaropusivu, penbamepcknmu 1 QesbaepcKo-aKymepeKHME IIyHKTaMH, LIeHTpaMu
(oTaenenusiMu) obeit BpauebHO# (ceMeiinoii) IPaKTUKH), PacIOJIOKEHHBIMA B CEJIbCKUX
HACe/ICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHble OPraHM3alli, MMEIOLIUMH
JHMLEH3UIO Ha (apMaleBTHYECKYIO IEATETbHOCT.

dapmaneBTHYECKas AeATEIBHOCTD, BKJIIOYAIOIAA B cebs:

-ONTOBYIO TOPrOBJIIO JIEKAPCTBEHHBIMA CPEICTBAMH, X XPaHEHHE, TEPEBO3KY;

-H (WIM) PO3HHYHYIO TOPrOBJIO JIEKAPCTBEHHBIMH npenapaTamM, HX OTIIYCK,
ABJIACTCS JIMLIEH3UPYEMbIM BHIOM JIEATEILHOCTH.

Po3HuuHBIA npoaaBel, He UMes JTHIEH3HIO HA (hapManeBTHYECKYIO AEATENBHOCTD C
yKasanueMm paboTkl (YCIIyrH) «ONTOBas TOPIOBIIA JIEKADCTBEHHBIMH CPENCTBAMH /s
ME/MIMHCKOTO  NPUMEHEHMs», He BIpaBe OCYIIECTBIAThH ONTOBYIO TOPrOBIIO
JIEKapCTBEHHBIMHU CPECTBAMH.

ITo muenuro ®AC Poccun (macema PAC Poceun ot 19.09.2017 Ne UA/64899/1 7, oT
21.06.2017 Ne WA/41856-TTP/17, ot 23.10.2014 Ne AJ1/43043/14), B cnyuae ecmu
00BEKTOM 3aKyIKH SBIISETCS MOCTABKA JIEKAPCTBEHHBIX CPEJICTB, 3aKa34HKy HEOOXOAUMO
YCTaHOBHTh TpeOOBaHHE K yYaCTHMKaM 3aKyKH O COOTBETCTBHH 3aKOHOZIaTENbCTBY
Poccuiickoii  ®enepauun, a wWMeHHO, eciH YYaCTHHK 3aKyNIKH He SsBIISeTCS
TTPOU3BO/UTENIEM JICKADCTBEHHBIX CPE/ICTB, O HAJIMYMH y OPraHM3alkk ONTOBON TOPrOBIIH
JMLEH3MH Ha (apMaleBTHYECKYIO NESATENbHOCTh C YKA3aHHEM «OITOBAs TOProBIIs
JICKapCTBEHHBIMH  Cpe/ICTBaMKU». PO3HMUYHBIA mnpojaBen, He HMes JMIEH3MIO HA
(apMaleBTHYECKYIO NESTENBHOCTh C YKa3aHHEM «ONTOBAS TOProBJIS JIEKapCTBEHHBIMU
CPeACTBaMK», HE MOXET ObITh YYaCTHHKOM 3aKyNKH H IMOCTAaBIIHKOM JIEKapCTBEHHBIX
CPEACTB O roCyJapCTBEHHOMY KOHTPAKTY.

Eciu  ywactHukom  Beimeykasannoi 3aKyNIKH  SBJIS€TCS  IPOU3BOJUTEND
JICKapCTBEHHBIX CPE/ICTB, TO Y4aCTHHK 3aKyNKHM B COCTAaBE CBOEH 3asBKH MPENOCTABISET
JMICH3AIO Ha OCYIIECTBIEHHE NEATENLHOCTH MO MPOH3BOACTBY JIEKAPCTBEHHBIX CPE/CTE,
BBIIAHHYIO B COOTBETCTBHM ¢ mocTaHoBieHHeM [Ipasurensctsa Poccuiickoit ®enepanyn
or 06.07.2012 Ne 686 «O6 yrBepxaernu [Tonoxenus o JMLEH3UPOBaHUU TPOU3BOJICTBA
JIEKapCTBEHHBIX CPE/ICTBY,

JlononuuTensHO HHPOPMUPYeEM, UTO HACTOSIIEE THCHMO HE SBISETCS oHULIHATBHBIM
TOJIKOBaHHEM IIOJIOXKEHHH NEHCTBYIOLIEr0 3aKOHOAATeNbCTBA POCCHICKOM Qenepanuu B
CBA3H C OTCYTCTBHEM Y PoC3/ipaBHa/130pa COOTBETCTBYIOIMX MOTHOMOYHI.

M.A. Mypaiuko

I'ycbkoBa U.A. (499)578 01 43
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Ipuio:xkenue 3. [lopsigok padoThl yuacTHHKA 000poTa B ciay4ae
BpeMeHHoM HegoctynHoctu @T'UC MIJITT

1. HazHauyeHHe JOKYMEHTA

HacTrosimuii 1TOKyMeHT ONUChIBAET MOPSAOK JAEHCTBUIM Y4aCTHHUKOB 000poTa
B Clly4ya€ BO3HMKHOBEHHS BPEMEHHOW HEIOCTYIIHOCTH OJHOW WA HECKOJIBKUX
koMnoHeHT cucteMbl ®I'MIC MJUIIL, a Takke BBINOJHEHUS NPEBEHTUBHBIX MEP
ydyacTHHKamMu o0opoTa il MHUHMMH3ALUUUA PHUCKOB MPEPHIBAaHUS JEATEIbHOCTH
opraHn3auuu B yactu nepenadn cBegeHnii B @I'MC MIJIHI w  cHmxkeHuns
HEraTuBHOTO 3(PeKTa Ha TOBAPHO-YUETHbIE CUCTEMbI YHACTHUKOB 000pOTAa.

Jlis obecrnieueHust HENPEPBIBHOCTH MPOLiecca MPOU3BOICTBA U JATbHENUIIETO
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB MO TOBAPOINPOBOASAIICH LenH (B Ciyyae
BbIsIBJIeHUS BpeMeHHo HenoctynHocth PI'MC MIJIII) anst Bcex KaTeropuii
YYaCTHUKOB 000poTa (ITPOU3BOAUTENEH JIEKAPCTBEHHBIX IPEMapaToB, OpraHu3aui

OIITOBOM TOPTOBJIN, MCANIWHCKUX W alITCYHBIX OpFaHHSaHHﬁ) pa3pa60TaH
aJ'IBTepHaTI/IBHHﬁ cepBUC
«®apma.llpocTo» (https://ph.mdlp.crpt.ru/login),

o0ecreynBarorii BO3MOKHOCTBIO MOATOTOBKHU U MEPEAaur BCEX KIHOUYEBbIX TUTIOB
MH(GOPMAIIMOHHBIX COOOLIEHUN (Oomepaluii, OTpakaImuX GakTUIeCKue NeHCTBUS
C JIEKapCTBEHHBIMH TIpErapaTaMu, COrJIACHO JIOTHYECKON Mozenu (ailiioB oOMeHa)
B ®I'NC MJIIL.

[Ipumeuanue: Tpu uUMeErONIEHcS TOTPEOHOCTH WCIOJIB30BAHUSA JTAaHHOU
(GYHKIIMOHAIBHOCTH peructpanuio B cepBuce «®apma.llpocTo» ydacTHUKY
000poTa HEOOXOIUMO MPOU3BECTH 3a0JIarOBPEMEHHO. B MOMEHT HEIOCTYIMHOCTHU
API ®I'MMC MJIJITT peructpanmsa B cepBuce «Papma.llpocToy» HegocTymHa.

C yyetoMm TOro, uro cepsuc “‘@apma.llpocTo’” pazmeniaercss Ha OTAEILHOM OT

GOI'C MJUITT xkoHTYpE, OH HE NOABEDKEH BJIUSHUIO HEIOCTYIHOCTHA CEPBUCOB
OI'C MJUJIIL.

CCLI.]'II(I/I Ha HOHBSOB&TGJ’IBCK}’IO I[OKYMGHTaHI/IIO, d TAaKXKC BI/II[GOMaTepI/IaJIbI
no pabore c¢ cepsucom «Dapma.llpocTto» mpuBeneHbl B pasnene https://xn--
80ajaghhoc2ajlc8b.xn--plai/business/projects/medicines/box solutions/.

2. Ilopsimok padoOTHI ¢ CHCTEeMOIl AJIs1 MPOM3BOAUTENEH M
HMIIOPTEPOB JIEKAPCTBEHHBIX NpenapaTos

2.1. 3aka3 ¥ reHepanus CPeCTB HAEHTU(PUKANNH

Hnst  obecniedyenust OecriepeOOWHON TIOCTaBKM W HAHECEHUS KOJOB
MapKHAPOBKH PEKOMEHAYETCS OCYIIECTBISATH PETYIIPHOE HAKOTUICHHE KPUTITOKOIOB
B YHCIIE, IOCTATOYHOM JjIsi OecrepeOoitHONH pabOThl MPOU3BOJCTBEHHOTO ITUKIIA
3aBOJ1a-U3TOTOBHUTEIIS.

[Ipennaraemblii BApUAHT XpAHEHMS 3aMaca KPUIITOKOJOB MOAXOIUT KaAK JJIs
MPOU3BOUTEIICH, OCYIIECTBIAIOMINX HAHECEHWEe, TaKk MW IS JAepxkareyeu
PETUCTPALIMOHHBIX  YAOCTOBEPEHUN, OCYIIECCTBISIONMIMX  ITPOU3BOJICTBEHHYIO
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JEeSATENbHOCTh HA KOHTPAKTYEMbIX (B TOM YHUCJI€ M MHOCTPAHHBIX) IUIOIIAKaX. B
TOM CIy4yae YYacCTHUK, SMUTUPYs 3amac KpPUITOKOJAOB, MepeAaeT WX A
NOCIEAYIOLUIETO HAHECEHMsI 3aBOAY HM3TOTOBHUTENIO B O00BbEME, JHOCTATOYHOM JUIS
BBINTyCKa NapTHH JIEKAPCTBEHHBIX MPENapaToB Ha MEPCIEKTUBY 3-6 MeCsLEB.

OOpamaemM Bame BHMMaHHME, YTO OrpaHUYEHHUE IO YHUCITY KPUITOKOJIOB
IIPUCYTCTBYET TOJIBKO JUIsl TE€HEpaluu OTKPHITHIX 3aka30B B CY3. B ciyuae, ecin
YYaCTHUKOM TPOU3BOJUTCS CBOEBPEMEHHOE 3aKpBITHE 3aKa30B U IIOJIYYEHUE
KPHUIITOKO/IOB, MOTEHIUAIbHBIA 00bEM HE OIpaHUYEH.

Cob0aroneHne XpOHOJIOTHMM 3arpy3KH M OTCJIEKHBaHHME CTaryca
00padOTKH 10KYMEHTOB

Pexomennyetcst cobo1aTh ClAeAYIONIME MpaBUiia COXPAHEHUSI XPOHOJIOTHMHU
3arpy3ku 1okymeHToB B @I'MIC MJIJIII co cTOpOHBI TOBapHO-YYETHON CHCTEMBI
IIPOM3BOAMUTENS  JICKADCTBEHHBIX  CPEICTB COIJIACHO ITIOCTaHOBJICHUIO
IIpaBurenscTBa Poccuiickon denepannn
Nel556 ot 14 nexabpst 2018 rona (B Tekyiieu perakiun).

1 Ocy1iecTBIATh MOCIEAOBATENBHYIO 3arpy3Ky JOKYMEHTOB COTJIACHO
onucaHulo B JokyMeHTe «llacmopra mpoleccoB», pa3MEIICHHBIX Ha CalTe
UYecTHbIi3HaK.pd B pasnaere
«loxymenTsl 1ist pa6otsl B MJIJITT».

2 BeinonHsATh 3arpy3Ky JOKYMCHTOB ITIOCJICIOBATCIIBHO U C HanOOJIBIITHM
HWHTCPBAJIOM BPEMCHH, NOIIYCTUMBIM AJIA IIPOU3BOJCTBCHHOI'O ITPOICCCA YUACTHHUKA.

3 OTcnexuBarhb CTaTyC NIpcaAblAymecro OTIIPABJICHHOI'O AOKYMCHTA OO
OTIIPABKH IMOCJICAYIOUICTO.

Ilpumep:

a. Omnpaska cxemvl HaHeCeHusl;
b. Ilonyuenue cmamyca o6pabomxku 0OKymeHma;
c. 3anpoc cmamyca no nepgomy us KM 6 omueme;

d. Ilposepra, umo KM 6 cmamyce “Hanecen”, omnpaska
omyema 06 azpezayuu.

Oo6pamaem Barie BHMMaH#Ee HA KOPPEKTHOCTH IMOJJaBAEMbIX CBEICHHI B
OTYETaX, B YACTHOCTH:

— Cpoka rogHocTH;

- Howmepa cepuu;

— Brmanensua ToBapa;

— Tuna npousBojicTBa (COOCTBEHHBIE MOITHOCTH, KOHTPAKTHOE
IPOU3BOJICTBO).

B cnyuae BO3HMKHOBEHHSI OUIMOOK CO CTOPOHBI y4acTHHUKa 00OpOTa B
MOJAaBaeMbIX CBEACHUAX KOJI MApPKUPOBKHM MOXKET OBbITb OTHECEH K
COOTBETCTBYIOIIEH cTaTycHOM Mozenu. McrnpaBiieHne NOAOOHBIX CUTyalul
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TpeOyeT NpUBJICUEHUS CIELUAIUCTOB TEXHUYECKON mnojanep:xkku Omneparopa
CUCTEMbl U JUIMTEIBHOrO pa3oupatenbcTBa. McmpaBieHue cBeAeHUM
MPOU3BOAUTCS CcOTpyAHMKamMu OrmepaTopa CUCTEMBI Toche O(ULIHUATIBHOTO
3ampoca OT y4acTHHKa Ha HMCHpPABICHHE CBEJIECHUN Ha OJIaHKE OpraHu3alui,
NOATBEPKACHHOM TIedaTrbio. CpOKM M BO3MOXKHOCTH BHECEHHSI WU3MEHEHHUH B
cBeneHus, padee noxanHele B OI'MC  MJJIII  yyacTHUKOM, He
pErIaMEHTUPOBAHBI.

2.2. llopsipoxk B3ammogeiictBua ¢ PI'UC MUJIII Ha
HHTEp(erCcHOM YpOBHe B  CJy4ae KpPaTKOBpPEeMEHHOH
Hepoctynmuoctu ®I'C MJITI

B cnyuae ¢ukcanuu yBeIMUYEHHOTO BPEMEHHOTO MHTEpBajia OTBETOB CO
ctopousl ®T'MIC MJJIII, BHemiaaHOBBIX pabOT WM PETYISPHBIX PEIU30B
Cucrembl cienyeTr 00€CHeYUTh COOTBETCTBYIOLIYIO PEAKIUI0O CO CTOPOHBI
ITPOM3BOJICTBEHHON CUCTEMBI Y YHACTHUKA.

B cnyuae miiaHOBBIX peM30B M BHEIUIAHOBBIX PalOT, MOATBEPKIACHHBIX
COOTBETCTBYIOIICH WH(MOOPMAIIMOHHOW PACCBHIIKONW CIIyXKObl TEXHUYECKOU
MOJJICPIKKHA, PEKOMEHTYETCS:

— OcylecTBUTh OTIPABKY JOKYMEHTOB 3apaHee;

— Ha Bpemsi penuza nmpekpaTuTh OTIPABKY JOKYMEHTOB M OIPOC CTaTyca
y’K€ OTIPABIEHHBIX U M0 BO3MOKHOCTU KOTHUTh UCXOJAIINE TOKYMEHTHI
Ha CTOPOHE MPOU3BOJCTBEHHON CUCTEMBbI YYAaCTHUKA;

— OcCyuiecTBIsATh OTIPABKY JOKYMEHTOB MPH MOJTYYEHUH COOOIIEHUS 00
OKOHYaHUHU paboT.

B cnydae ¢ukcaruym HEeKOppEeKTHOM pabOThl Ha WHTEpP(DEHCHOM ypOBHE
B3aMMOJICUCTBUSI PEKOMEHIYETCS MPOBECTH JTUArHOCTUKY COOCTBEHHOU
UHQPPACTPYKTYPBI, IPOBEPUTH HATTUUHME CETEBOTO COSUHEHUS 10 MPOTYKTHUBHOM
cpeast ®I'UC MJUIIL, a Takke yBEIUYUTh BPEMEHHOW HMHTEpPBA OTIPABKU
JIOKYMEHTOB.

JIns mpou3BoAUTENEN U UMIIOPTEPOB JIEKAPCTBEHHBIX MPENapaToOB TAKXKE
noctyneH  ceppuc  «®apma.llpocto»,  sBuAOmUMNCS — albTEpPHATUBHBIM
WHCTPYMEHTOM IE€PENavu CBEICHUN O JBUKCHUU JICKAPCTBEHHBIX MPENApaToB B
MOMEHT HenocTynHocTH cuctembl OI'MIC MJUJIIL.  [etanbHOoe omucaHue
npecTaBiIeHo B pazaene 3.1 HacTosIIero JOKyMeHTa.

3. Ilopsaok padoThI ¢ cMCTEeMOM AJI OPraHU3aLMUil ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMHU NPenapaTaMu

3.1. O0MeH Ha MHTep(eliCHOM YPOBHE CUCTEMBbI

[Ipumeyanue: NpU HUMEIOMICHCS TOTPEOHOCTH MCIIOJIb30BAHUS JTaHHOM
(GYHKIIMOHAIBHOCTH peructpanuio B cepBuce «®apma.llpocTo» ydacTHUKY
000poTa HEOOXOAMMO MPOM3BECTHU 3a0arOBPEMEHHO. B MOMEHT HEAOCTYINHOCTH
API ®I'MC MJIJIIT peructpanms B cepBuce «Papma.llpocTo» HegoCTYIIHA.

Ecan ToBapHO-yueTHasi cucTeMa Y4YacTHHKAa 00OpOTa HE MOJJEPKUBACT
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OTJIO)KEHHYIO OTHpaBKy AOoKyMeHTOB B aapec ®I'MC MJUJIII, to B cimyuasx
BO3HUKHOBEeHUS HeAoCTYNTHOCTH API ®T'IC M/IJIIT Heo6x01uMO BOCIIONIB30BATHCS
cepBucom «Dapma.Ilpoctoy, pacmonoxeHHbIM o aapecy https://ph.mdlp.crpt.ru/. B
JTAHHOM CEPBUCE TOCTYITHBI K POPMUPOBAHUIO U MOCIEAYIOIEH Mepe/ladyn B CUCTEMY
OI'MC  MJUJIIT  nokymMeHTBI, oOO€ClNeuMBaIONIM€ MOHHUTOPUHT  JBHXKCHHS
JIEKApCTBEHHBIX MPENApPaTOB.

[locne aBTopu3anmu ydyacTHuKa oOopora B cepBuce «dapma.llpoctor
HE0OX0IUMO TepedTu B pazgen «YepHOBUKH», cPOPMUPOBATH HEOOXOAMMBIE
NOKyMEHTBl g ornpaBku B cucteMy @OI'MC  MJUJIL  JIoKyMeHTHI,
chopmupoBanHbie B cepBuce «®Papma.llpoctoy, MOXKHO moAnmUcaTh U COXPAHUTh
JUISL TIOCTIEAYIOIIEH OTIIPABKHU.

B momenT HegoctynHoctu cuctembl ®T'MC MJIII cepBuc «Dapma.llpocTon
MOKET HCIOJIb30BaThCsl Y4YaCTHUKOM o0opoTa Kak Oydep uisi HaKOIUJIEHUs
chopmupoBanHbiX B ctopony GT'MC MJUJIIT nokymMeHTOB.

ITocne Boccranosnenus goctynHoctu API ®I'MC MIJIIT neobxomumo
BBINIOJIHUTH CHHXpOHU3auto cepBuca «Papma.llpocto» ¢ cucremoit ®I'MC MJIIT
U 3aTeM B pazzeiie “UepHOBUKH BBINIOJIHUTH MEpeady JOKYMEHTOB, 0KHIAFOIIUX
B OYEpPEIN HA OTIIPABKY.

4. Tlopsimok  padoThl ¢  CHCTeMOH Ui  OpraHM3alMi,
o0ecnmeYnBAKIINX BbIBOJ M3 000pPOTA JIEKAPCTBEHHBIX NPENapaToB

4.1. JInuHblii KAOMHET YYACTHUKA 000pOTA CHCTEMBbI

B cayuasx BpemeHHOW HenOCTYMHOCTH JIMYHOrO KabOWHETa Y4YacTHHUKA
obopora ®I'MC MJJIIT mnpouecchl IBWKEHUS U BBIOBITHS JICKAPCTBEHHBIX
npernapaToB HE MpHOCcTaHaBIuBaeTcs. [Ipy HeoOXoAMMOCTH TTOMCKA HEOOXOIUMOM
uHpOpMAIIMK, a TakXKe TOJTOTOBKM OTYETOB Ha TMEpEeMEIICHHE, CIHCAHHE U
BBIOBITHE JICKAPCTBEHHBIX MpErnapaToB HEOOXOIWMO BOCIIOJIB30BATHCA CEPBHUCOM
«®Dapma.llpocto». ITlocie BoccTaHOBIEHHUS PabOTOCIIOCOOHOCTH CHCTEMBI BCS

uHdopManus OyJeT yCHenrHo oTpaxkeHa B JInuHOM KaOuMHETe yJacTHHKa 000poTa
OI'MC MJIIL.

4.2. PO3HUYHAS TOPIrOBJIS JIEKAPCTBEHHBIMU MpenapaTaMu

B caydasx BpeMEHHOW HEOOCTYMHOCTH MNPOAYKTUBHOro KoHTypa PI'MC
MJUIIT mpoueccsl pPO3HUYHOM MPOJAXU JICKAPCTBEHHBIX MPENAapaToB HE
MPUOCTAHABIMBAIOTCS M YEKH, HANPABICHHBIE B aJpec ornepaTopa (UCKATbHBIX
JAHHBIX TOCPEACTBOM KOHTPOJIBHO-KACCOBOM TEXHUKH, OYyIyT HaXOAUThCS B
odepeau Ha oTnpaBky B mpuemMHbiid KoHTYp ®T'MIC MJIJIIL. Ilocne BoccTaHOBIEHUSA
paboTOCTIOCOOHOCTH CHCTEMBI OYepe/lb UeKOB OYET MOCIIeIOBATEIHFHO pa3o0pana,
nepeMenieHa B 0a3y TaHHbBIX, HH()OpMAIUs 0 BRIOBITUN JIEKaPCTBEHHOTO TIpemnapara
Oyner oTpakeHa B JImaHoM kabuHeTe yuyacTHHKa o6opoTa OI'MC MJJIIL.

[Ipu oOTCyTCTBUM MO MECTY OCYIIECTBICHHS JESITEIbHOCTH CYObEKTa
oOpallleHHsl J€KapCTBEHHBIX CPEJICTB HA MOMEHT ocyIiecTBiaeHus npoaaxu JIII mo
cucreme OI'MMIC MJUJIII, BO3HMKIIEr0o BBHUIY OTCYTCTBUSI IOITBEPKIACHUU CO
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cropoHsl mocrtaBmuka JIII, mpoumecc posHuynou npoxaxu  JIII  He
npuocTtanasimBaeTca U aia cucrembl MJUIIT cnenyer cormacHo peaim3oBaHHOMY
MEXaHNU3MY peecTp 0KUIAAHUNA. TO €CTh IPU OTCYTCTBUU MOATBEPKACHUSA OTIPY3KHU
JIEKAPCTBEHHBIX IMPENapaToB OT IIOCTaBIIMKA JOIYCKAaeTCAd MpoAaka JdTHUX
JIEKapCTBEHHBIX TMpenapaToB IOKYNaTell0 B paMKax oOpaTHOro MOpsIKa
aKuenroBaHus (T.e. YINAKOBKAa JIEKAPCTBEHHOTO TIperapara YHUCIUTCA 3a
rpy300TnpaBuTesnieM). B 1aHHOM citydae BbIBEI€HHBIN U3 000pOTa KO MAPKUPOBKU
IONAJAEeT B peeCTp OXKUAaHul. bosiee neTalbHOE ONMHUCAHUE MTPOLIECCA ITPUBEICHO B
NOoKyMeHTe «MeToauyeckue peKOMEHJIaluuu 1o padoTe ¢ MapKUPOBAHHBIMU
JIEKapCTBEHHBIMU TIpernapaTtaMu», pa3MelleHHOM Ha caiTte YecTHblii3Hak.pd B
pasznene «Jlokymentsl mo padore ¢ MJIUJIID», nmoapazaene «OCHOBHBIE NEUCTBUSA
ydacTHUKOB MJUJIII».

4.3. PaboTa ¢ perucTparopamMu BbIOBITHS

[Ipy BO3HUKHOBEHHMM COOBITUSI HEPAOOTOCIIOCOOHOCTH PErucTpaTropa
BbIOBITUS yuacTHHK 00opoTa ®T'MIC MJIJIII nomkeH moaatk oOpalieHue B CIIyKO0y
TexHuueckou noaaepxxkku OO0
«Omneparop-1IPIIT» mo snekTpoHHO#N mMmouTe Support@crpt.ru, mmbo 3asBUTH O
HEucnpaBHOCTH yepe3 auuHbli kabuner OI'MC MJITL

B oOpamiennn HeoOXOAMMO OMUCATh BO3HUKIIYIO MPOOJieMY, MPUIOKUTH
HE0OXO0IMMbIE CHUMKHU JKpaHa, WUTIOCTPUPYIOIINE OMIMOKY B pab0oTe YCTpONCTBA.

[lo pe3ynbraramMm paccMOTpeHUsI OOpallleHUs COTPYIHUKAMHU CIYKOBI
TEXHUUYECKOW MOACPKKU, OKa3aHUsI KOHCYJIbTAIIUHU, PEIOCTABICHUS PEIICHUs U
MOJIy4deHUss  OT  y4YyaCTHHUKA  00OpoTa  TOATBEPKICHUS  KOPPEKTHOM
paboTOCTIOCOOHOCTH YCTPONUCTBA 0OpaIlieHNe 3aKPhIBACTCA.

B cnyyae BeIsIBIIEHHS] TEXHUYECKOW HEHCIIPABHOCTH YCTPOMCTBA oOpaleHue
NepeaacTcss CEpBUCHBIM MHKEHEpaM IS AalibHeiero ananusa. [lo pesynbraram
aHaIM3a IPUHUMAETCS pellieHre O 3aMeHe JIM00 PEMOHTE yCTPOICTBRA.

Ha mepuon mpoBeneHusi 3amMeHbl JIMOO PEMOHTA PETHCTPATOpPA BBHIOBITHS
YYaCTHUKY 000pOTa MPEIOCTaBISECTCS JOCTYN K «IPSMOI» Mojadye CBEICHUI O
BHIOBITUY JICKAPCTBEHHBIX MpemapaToB mo cxemaMm 521/531 mocpeacTBoM cepBuca
«®apwma.llpocro». [nd ckaHUpOBaHHUS KOJA MApPKUPOBKH H IOCIEAYIOLIECH
nepenauu ceeaenuii B ®I'NC MJIIT yepe3 BbllieyKa3aHHBINA CEPBUC HEOOXOAUMO
BOCIIOJIB30BAThCSl OECIIATHBIM MPUIIOKEHUEM NI MOOUIIBHOTO TenedoHa
«®Papma.Ckanep» (pasMemieH B MarasuHe mprmioxkenuin Google Play) im6o
cka"epoM 2D mTpux- KOJI0B.

[Tocne mpoBeeHrs 3aMEHBI TMOO PEMOHTA YCTPOUCTBA AOCTYH K «IIPSIMOI
MoJaue CBEACHHM 3aKPbIBACTCH.

B cimywae otcyrcTBHS peructpatopa BBIOBITHS TOPSIOK  JIEHCTBUA
AHAJIOTMYEH OMHMCAHHOMY B JTAHHOM paszene. B 3Ttom ciydae moctyn Kk “npsiMon”
MOJaye CBEJCHUW 3aKpPBIBACTCSA IIOCJIE MOJYYEHHE YYACTHUKOM pPErucTparopa
BbIOBITHS. [Ipy TOM B MOMEHT
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HampasieHusl oOpaiieHns 00 OTKPBITUM YYAaCTHUKY CXEMbl “‘OpsIMOM” mMmoaauu
ceegenuit B ®TUC MJIJIIT y yyacTHuUKa NOJKHAa OBITh OQopMileHa 3asBKa Ha
MOJIyY€HHE PEruCcTPaTOpa BBIOBITHS.

B ciiyuae Bpemennoit Hegoctynnoctu @I'MIC MJII ipu BeiBoE M3 060pOTa
JIEKapCTBEHHOTO TIpernapara 4Yepe3 PpEerucTparop BBHIOBITHUS OTYET O BBIBOJE
nomemiaercs B ovepeapr B mnpuemHblii koHTyp PI'MC MJIUIIL m mo dakry
BOCCTaHOBJICHHSI CUCTEMBI OTYEeT OyAeT oOpaboTaH U nepemenieH B 0azy AaHHBIX
OI'MC MIJITL. JlanHas onepaiiusi BBIMOJTHSAETCS KaK B clydae paOOThl YCTPOIICTBA
B aBTOHOMHOM pE€XHMME, TaK U NPU MOJKIIOYEHUN K TOBAPHO-YYETHOM CHUCTEME
y4acTHHKa 000poTa (CeTeBOM PEXHUM pabOThl pETUCTPATOPA BHIOBITHSA ).

5. Ilopsimox B3ammopgeiicteuss ¢ ®I'MC MIUIIL B ciayuae
JA0JTOCPOYHOM HEJOCTYITHOCTH CHCTEMBI

B cinyyae BO3HMKHOBEHMS JOJITOCPOYHOM HenocTynmHocTu cepBucoB PI'MC
MJIJIIT (Gonee
6 wacoB) Onepatop no corjacoBaHuto ¢ Munnpomtoprom Poccun, Munzapasom
Poccun, Poc3apaBHam3opoM myOJUMKYeT ONOBEIIEHWE BCEM YYacCTHHKaM O
BPEMEHHOM BKJIIOUEHHM peXuMa OOpaOOTKM BXOMASIIMX JOKYMEHTOB TOJBKO Ha
npuém. B 3Tom pexxkume OynyT HEOCTYITHBI:

Bezossl API ®I'NC MJIJITI, kpoMe 3arpy3ku CXem;
OtcnexxuBaHue craryca oOpabOTKH JTOKYMEHTOB;
BbI30BBI CLIPABOYHBIX U CUCTEMHBIX METOOB;
Hoctyn x JInuHOMYy KaOUHETY y4acTHHKA.

Bce nopannbie mokymeHThl B nepuos HegoctynHoctu OI'MC MJJIIT
MOMEIIAIOTCS B TPOMEKYTOUYHOE XPAHWININE TAHHBIX M Oy IyT 00paboTaHbl IPH
BBIXOJIE CHUCTEMbl W3 aBapuMHOW curyamuu. Ilocine BoccTaHOBICHUA
paborocniocoonoctu ®I'UC MJJIIT ayis k0IOB MapKUPOBKH, OTTIPYKEHHBIX
MOJIy4YaTeNIsIM U TIOMEUIEHHBIX B MPOMEXYTOUYHOE XPAHWIHUIIE (3arpyKEHHBIX B
OI'MC MIJIIT ¢ ommbkamu, TONMYIICHHBIMU Y9acTHUKaMu ) Ha 48 4acoB OyaeT
BKJIIOYEHA CXeMa ‘‘ONPUXOJOBAHMS’, KOTOpas MPAKTUYECKHM UIACHTUYHA
o0paTHOMY aKIIEITOBAHUIO TIOJYYECHHS TOBAPOB:

HET 00s3aTeNbHOCTH yKa3aHusd UJAeHTU(UKATOpa y4aCTHUKA
OTIIPABUTEIS; HET 00513aTEILHOCTH MOTYyUYEHUS TIOTBEPXKICHUS 00
OTTPY3KE OTIPABUTEIIEM;

OTPaHUYEHNE HA UCITOJIB30BAHKE B CXEME YKA3aHUS TPAHCIIOPTHOM YIaKOBKH,
9TOOBI HE ONIPUXO/I0BATH IO OIMHUOKE UyKHE JIEKAPCTBEHHBIE TIPETIapaThI.

Cuenapmii nmpumeneHuss cxembl 702-posting.xsd. Cxema 702-posting.xsd
JOCTYyITHA W MOXET MPUMEHATHCS CyOBheKTaM OOpalieHHsl 3a HUCKIIOYECHUEM
npousBogutenen. Cxema 702- posting.xsd pekomeHayeTcsl sl UCTOJIb30BAHUS
anTeYHBIMM U MEIMIIMHCKUMH opranm3amusiMu. Cxema 702-posting.xsd MoxeT
MPUMEHSTBCA CyOBbEKTaMu OOpallleHusi B CJly4dae, €Clih TPy300THPABUTEIb
JIEKapCTBEHHOT'O Mpenapara no KakuMm-nuo6o npuurnHam He nepenan B ['IC MJITT
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CBEJICHUS O MPUEMKE U OTIPy3Ke MapKUPOBAHHOIO JIEKAPCTBEHHOI'O MIpenapara.

CyObekT  oOpalleHus,  OCYHIECTBUBIIMNA  (PAaKTHUECKYI0  IMPUEMKY
MapKHpPOBAaHHOI'O JIEKAPCTBEHHOI'O IMpenapara Ha CKIaJ, A MOCIEIYIOIIEro
BBIOBITUSL WJIM JIBUJKEHHSI MApKUPOBAHHOT'O JIEKAPCTBEHHOTO IMpernapara MOMKET
OCYIIECTBUThH OMPUXOJI0BAHUE TAKOI'0 JIEKAPCTBEHHOTO MperapaTa MyTeM 3arpy3Ku
cxembl 702. Cxema onmpuxoJi0BaHUsI HEe TpeOyeT MOATBEPkKIAEHUS 00 OTTpYy3Ke CO
CTOPOHBI OTHpaBUTENA. 3arpy3uB cxeMy 702 MapKUpOBaHHBIN JIEKapCTBEHHBIN
npenapar Ooyzaer IPUHST Ha CKJIaJ opranuzauuu. Jlanee ero
MOKHO OyJeT peanu3oBath ¢ ucnonb3zoBanueM KKT wnmu PB. IlocnenoBarenbsHOCTh
IaroB MOApOOHO OMHMcaHa B JIOKYMEHTE, ONyOJIMKOBAaHHOM Ha caiTe
UYecTHbiit3nak.pdh

CxeMy OINpUXO0/J0BaHUS B YKa3aHHOM CJIy4ae MOXHO TaK)Ke HCIOJIb30BaTh B
cepsuce “®Dapma.llpocTo”.

6. MHTErpanuoHHoe B3aUMOJICHCTBHE c BHEIIHUMH
UH(OPMAIUOHHBIMH CUCTEMAMHU

O6pamaem Baiie BHUMaHue, 4TO cOTylacHO nMocTtaHoBieHuto [IpaButenscTBa
Poccuiickoit ®eaeparuu Nel556 ot 14 nexabps 2018 rona, yacts Gynkimii ®I'UC
MJJIIT ocymiecTBasieTcss HA OCHOBAHUU CBEJICHUM, TIOTy4aeMbIX OT (eaepaabHbIX
OpraHOB MCIOJIHUTEIBHOM BIACTH MM HA OCHOBAaHUU CBEICHMI, CONEPIKAIINXCS B
UX MHQOPMAIMOHHBIX CHUCTEMAaX M IIOJYYa€MbIX C HCIOJb30BAHUEM CHCTEMBI
MEXBEJIOMCTBEHHOI'O  3JIEKTPOHHOIO B3aumojeicTBus (naiee — CMOB) B
ACUHXPOHHOM pEXHUME.

Cornacao ®epnepanpbHoMy 3akoHy "OO opraHuzanuu MpeaoCTaBICHUS
roCyJapCTBEHHBIX U MyHUIUINIANBHBIX ycayr" oT 27.07.2010 N 210-®3 (nmocneguss
penakiusi), CpOK TPEJOCTAaBICHUS CBEJACHUNA C HCIOJIb30BAHUEM CPEICTB
MEKBEJIOMCTBEHHOT'O B3aUMOJICMCTBUSL HE MOXKET MPEBBIIATh S5 JHEHM C MOMEHTa
dbopMupoBaHUs 3ampoca sl CIy4daes:

— Ot Munmnpomropra Poccun: B yacTh moydeHUs HWHPoOpMamuu o
JUUEH3USAX Ha TPOU3BOJICTBO;

— Ot MunzgpaBa Poccun: mnonydenus wHOOpPMAMK TIO CBEACHUSIX
COEpKAIUXCS B  €IUHOM  CTPYKTYPUPOBAaHHOM  CIIPAaBOYHHUKE
nexkapctBeHHbIX npenapatos (ECKIIIT);

— Ot PocznpaBuaazopa: nmoxydeHus: HHGopManuu o (HapMareBTUIECKUX U
MEIULIUHCKUX JTUIEH3UAX;

— Ot ®enepanbHO HAIOTOBOM CYKOBI: B YACTH MOJYYEHUS! CBEACHUHN 1O
angpecam n3 ®UAC u cBeneHHMil U3 peecTpa IOPUIWYECKUX JHI[ U
WHJMBU1YaJIbHBIX NpeANpUHUMATENCH;

— Ot ®enepanbHON TAMOKEHHOW CITY>KOBI: YACTH MOJYYEHUS! CBEACHUN U3
peecTpa TaMOKEHHBIX JIeKJIapaluii.

7. Co
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Ipuino:xkenue 4. [lopsinok 06padoTku oOpanieHNi Y4ACTHUKOB 000poOTa 110
KAaCCOBbIM YeKaM

1 B pamkax oOpaimieHusi B CIy)kO0y TeXHHUECKOH mojuepkku OmepaTopa Ha MpeaMer
MIPOBEPKU HAJM4Msl CBEACHUH O pPEAJTM30BAaHHOM JIEKAPCTBEHHOM Ipenapare (1o
cXeMaM JIOTHYecKOod wmozenu aiinmoB obmena 10511/10522), mocTynmuBmIMX OT
omnepatopa (uckanbHbIX AaHHBIX (manee — ODJ]) B ®I'MMC MIJII, cyObekty
oOpamieHus JeKapCTBEHHBIX CPENICTB (J1anee — 3asBUTEINb) HEOOXOIMMO MPEI0CTABUTh
CIIETYOIYI0 HH(POPMAIIHIO:

1.1. Onwucanue npuUUMHBI 0OpAIIECHHUS.
1.2. Komnwuio KaccoBoro 4eka (CKaH-Komwus, (GOTO WIH HHOE).
1.3. Jlanusie yeka B hopmare json ot OD /] (ipu HAIMYHH).

2 CoTpyAHUK TEXHHYECKOH MOJUICPKKH 00eCTeunBaeT MEPBUYHYIO IPOBEPKY HATHUUS
ceenennit mo cxemaMm 10511/10522 B 6aze manubix ®TUC MJIT, B cooTBETCTBUH €
PEKBU3UTAMH Y€Ka, IPECTABICHHBIMH 3asBUTEIIEM.

3. Ilpu orcyrcTBuu cBeaeHuii o yeke B ®TUC MJIJIIT:

3.1. CoTpymHHK TEXHHYECKOHW TOJUICPKKH ICKAIMPYyeT OOpalleHHWe 3asBUTEIS Ha
CICAYIOUIMA  YpOBEHb  TEXHUYECKOW  MONJAEPKKH I8 IPOBEICHUS
JIOTIOTHATEIFHOTO aHAIM3a MPUYHH HHITUICHTA.

3.2. Cpoxu paccCMOTpeHHs U OTPaOOTKH UHIIUICHTA OTIPE/ICIICHBI B IOKYMEHTE

3.3. «lIpaBuna periiaMeHTHOTO 0OCITY)KUBAHUS TEXHUIECKOH MOICPKKHA 000 PYT0BaAHUS
U TPOTrpaMMHOr0 OOecreueHus rocylapCTBEHHOW HHQPOPMAIIMOHHOM CHCTEMBbI
MOHUTOpPHHIa 3a OOOPOTOM TOBAapOB, MOMJEKAIIMX O0SM3aTEIbHON MapKUPOBKE
cpenctBamu uaeHTUGUKaMN (nanee — [IpaBuna perasaMeHTHOTO 0OCTy)KUBaHU).

3.4. Tlo pesynpTatam moJiyueHuss uHGoOpManuu O ¢dakre OTpabOTKH oOpalieHus

COTPYOHHMK TeXHUYecKoil momiuepkku Ormneparopa, NpeaoCTaBisieT OTBET
3asIBUTENII0 W 3aKpbIBaeT OOpallleHue COTJAaCHO TMOPSAKY, OINHCAaHHOMY B
[IpaBunax persiiaMeHTHOTO O0OCITYKUBAHHUSL.

4. Tlpu oTCYyTCTBHMH cBeJdeHHi 00 oTnipaBieHHOM Yeke 0T OD/I:

4.1. CoTpymHUK CIYXObl TEXHHYECKOW MOJICPKKHA HAMpaBlsgeT OOpalleHue Ha
ANIEKTPOHHBIN aApec cIyKO0bl TexHU4YecKoi nmoaepxku OD/I.

4.2. Cpoku paccMOTpeHUsT U OTpabOTKH OOpalieHus MOTyT BapbUpPOBATHCS B
3aBUCHUMOCTH OT PETJIAMEHTHBIX CPOKOB, YCTAHOBJIEHHBIX KOHKpPeTHBIM OD/].

4.3. Tlo pesynbrataMm mnonydeHuss uHpopmanuu o QaxTe OTpadOTKU OOpaleHUs
COTPYOHHK TeXHUYecKkol moanepkku Ormeparopa, NpPeaoCTaBlIseT OTBET
3asIBUTENII0 W 3aKpbIBaeT OOpallleHHue COTJIaCHO TOPSAIKY, OIHCAHHOMY B
[IpaBunax perinaMeHTHOTo 0OCTYKUBAHUS
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Ipunoxkenue S. Onucanue nMpouecca MApKUPOBKH JIEKAPCTBEHHBIX
NpenapaToB HA TAMOKEHHOM CKJIaj1e

MapkupoBka Ha TaMOXEHHOM CKJIAQJ€ OCYIIECTBISIETCA TIPU  BBO3E
HemapkupoBaHHbBIX JII1 B 30HY TaMOXEHHOTO KOHTPOJISL U IOMEIIEHHUS JIEKAPCTBEHHBIX
npenapatoB (nanee — JII1) moa TamoxkeHHYIO POLIEAYPY.

Hanecenue cpenctB unentudukaruu (nanee — CHU) Ha kaxayro BTOPUUYHYIO
(morpedburtensckyio) ynakoBky JIII (mpu ee oTcyTCTBUM — Ha NEPBUYHYIO YIAKOBKY
JITI) MOXeT OCYHIECTBISATHCS B 30HE TaMOXKEHHOTO KOHTpoJis B oTHomeHuu JIII,
MOMEIIIEHHBIX MOJI TAMOXEHHYIO MPOUEAYpPY, Ha TaAMOKEHHOM CKJIaJle, UMEIOIIEM
JULEH3UIO Ha (papMalleBTUYECKYIO e TEIbHOCTb.

Hanecenne CH A0MKHO OCYHIECTBISITBCS € COONIOJICHHEM TpeOoBaHUM
3aKOHO/IaTEJIbCTBA B YACTH MCIIOJb30BAHUSA METOJOB, HE JOMYCKAIOIIUX OTACICHUSA
CU wu (wmm) wmatepuanbHbIX HocHTelek, coxaepxkamux CH, oT ymnakoBKH
JIEKapCTBEHHBIX MPEnapaToB 0€3 MOBPEKACHUM.

Jlepkatenb  perucTpallMOHHOrO  yAocToBepeHus (maimee — PVY) (wm
IPEACTAaBUTENBCTBO Jepkarenss PY) ocyiiecTBisieT 3aka3 KOJIOB MapKUPOBKH Yy
onepatopa MUC MJUJIII ¢ ucnosib30BaHUEM YCTPOWCTBA PETUCTPALIMM DMHUCCUHU 10
nomenieHus JII1 moa TamMoKeHHYIO MPOUEAYPY TAMOKEHHOTO CKIIA/IA.

VYCTpoiiCTBO perucTpanum 3MHUCCUU TPEIOCTABISECTCS IMyTEM €ro Inepenayu
nepxxatento PY (unu npencraBuTenbCTBY Aepkarelis PY, sBisromnierocss HHOCTpaHHON
opraHuzanuei), auO0 TyTeM TMPEeJOCTaBlIeHUs K HEMYy YyIaJeHHOTO OCTYyIa
nHpOpMAaIMOHHOHN cucteMe Aepkarens PY (wnm npencraButensctBa aepxarens PV,
SIBJISIIOIIETOCS] MTHOCTPAHHOM opranmu3anueil). Pemenue o Beibope crioco6a ocHaIeHus
MIPUHUMAETCS AepkareneM PY caMoCTOsATENbHO.

Omara KOJOB MapKUPOBKU OCYIIECTBISETCS CYyOBEKTOM OOpalleHus He
no3nHee gatrbl HampaBieHuss B MC MJUJIII oTyeta O HaHECEHUU CPEJCTB
uAeHTUGUKAIIMK B 30HE TaMOXeHHOro KoHTpouss. [locie momydeHuss KOmOB
MapKUpOBKU Jepkatenb PY (wnam ero mnpeiacTaBUTENbCTBO) OOECIEYMBACT WX
nepenadyy TaMOKEHHOMY ckiany nansi QopmupoBanuss u Hanecenus CU  Ges
ucnonszoBanuss UC MJUIIL IIpu stom B UC MIJII nepxarenem PY (wnm ero
MPEACTABUTENILCTBOM) TOJAIOTCA CBEJCHHUS, (UKCUPYIOIIME TepeAadyy KoJOB
MAapKHPOBKM TaMOXXEHHOMY ckiany. Ilomawa cBegeHumii O mnepeagadye KoOJIOB
MapKAPOBKA TaMOXCHHOMY CKJIaay OJOKHMPYeT MaIbHEWUINE OMepanuyd C KOJaMH
MapKUpOBKH 10 MoMmeHTa HaHeceHusi CH Ha TaMOXEHHOM CKJaJe W Meperadu
COOTBETCTBYIOIIUX CBeJIeHUN nepxareneM PY (uwnu ero npencraButensctBoM) B UC
MJJIIL

TamoxkeHHBIN  CKJIag 1O mopydyeHuto nepxarenss PY  (wim  ero
MpPEACTAaBUTENbCTBA) OCYIIEeCTBIsieT (¢opmupoBanue u HaHeceHue CU, npu
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HeoOxoauMocTu — arperupoBanue JII, a Takke nepenady cBefeHuid aepxarento PY
(unu ero npencraBuTenscTBY) 0 HaHeceHuu CU Ha ynakosku JIIT u arperupoBanuu (B
clly4ae oCyUIecTBJIEHHs arperupoBanusi). CBelleHus nepenaTcs 0e3 UCIoIb30BaHUs
ncC MJUIIL.

[To nroram 3aBepuieHus npouenypsl HaHeceHUs: CH Ha TaMOKEHHOM CKIazae
nepxkatenb PY (Wnu ero mpeacTaBUTENbCTBO), 00ECTICUNBACT HAMIPABIICHUE CBEJICHUI
o HaHecennu CH ¢ ucnonp30BaHUEM YCTPOKCTBA perucTpauuu smuccur. [1o uroram
peructpanuu Boiieykazanubix cBeneHud B MC MJIIT gns SGTIN npucBauBaetcs
THUI SMUCCUUN «MapKUpOBaH B 30HE TAMOXKEHHOTO KOHTPOJIS».

[Ipy  oOCylleCTBIEHMM  arperupoBaHus  HAa  TaMOXXEHHOM  CKJIaJe
cootBeTcTBYIomMUE cBeaeHus: nepenatorcs B UC MJIII pepxkarenem PY (unu ero
peACTaBUTEILCTBOM) MOCTE TIepeauu cBeieHuit o Hanecenuu CU.

[Tocne nanpasnenus otyeta o HaHeceHnn CU wnm cBefieHnii 06 arperupoBaHuU
nepxxareineM PY (unm ero mpeacTaBUTENBCTBOM) PErHUCTPUPYIOTCS CBeAeHUs 00
ycioBusix BBo3a B Poccuiickyro @enepauuto JIII, mapkupoBanusix CU B 30HE
TaMOXEHHOTO  KOHTPOJs, a MMIIOPTEPOM  OCYUIIECTBIISICTCS  MOJTBEPKIACHUE
3aperucTpUPOBAHHBIX JiepkareneM PY (uiu ero npecTaBUTeIbCTBOM) CBEICHUI.

B ciyuae, ecnu BBO3 OCYIIECTBIISIETCS. HEMMOCPEACTBEHHO JiepxareneM PY (wiu
€ro  NPEeICTAaBUTEIBCTBOM)  pErucTpalus CBEICHMM 00  yCIOBUAX  BBO3a
OCYLIECTBIIIETCS corylacHO pasneny 3.3.3. IlacnoptoB npoueccoB. Peructpanus B UC
MJJIIT npanpHEWIIMX CBEICHWM O TaMOXXEHHOM O(GOPMIICHHH OCYIIECTBIISCTCS
UMIIOPTEPOM cornacHo pazzaeny 3.3.1 [TacnopToB mpoieccos.

[Tactiopta TmpoLIECCOB JOCTYIHBI IO CCBUIKE: https://xn--80ajghhoc2ajlc8b.xn--
plai/upload/Pasporta_processov_v1.36.pdf.

JlokyMeHT pacriojaraercsi Ha opuiuaabHOM caiite UecTHbIM3HAK.pd B pasaene
«MapxkupoBka jiekapcTB —lokymeHThI 111 padotel B MIJIIT — PazpaboTumkamy»

Y4acTHUKM B3aUMOJICCTBUS:

— [Hepxatens PY (unm mnpencTaBUTENbCTBO HHOCTPAHHOM OpraHU3aluu,
SBJSIOIIEH s AepxkareiaeM PY);

— mnoprep;

— TamoxeHHBIN CKIIaI.

[Topsimok nerictBuii npu mapkupoBke JII1 Ha TaMOXKEHHOM CKIIazie

1. IIpousBoacTBo u otrpy3ka JIII B Poccuiickyro denepanuio 6€3 HaHECEHUS
kona CHU (cpenctBa uneHTUDUKAITIN).

2. 3anpoc koaoB MapkupoBku y oneparopa UC MJIIT (MoxeT ocyiecTBIsAThCS
3a0J1arOBPEMEHHO, HO HE paHee, yeM 3a 180 nHeil 10 AaThl HAHECEHUs ).

3. I[IpenocTtaBneHue cyoObeKTy 00pallieHus: KOJOB MapKUpoBKHU oriepaTopom MC
MJUJIIL

4. Perucrpauusi cBeipeHud o0 smuccuu konoB MapkupoBku B MC MJJIII
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(coobmenue 10300).

llepeuenv nepedasaemuvix ceedenuil u gnaoeney UHPYOPMAYUOHHO20 pecypca:

Ilpu pecucmpayuu ¢ UC MJJIII ceedenuti 06 smuccuu Ko008 MAaAPKUpOBKU
ocyujecmensiemcs uKcayusl ciedyiouux c6e0eHull.

— 0ama smuccuu;

— peaucmpayuoHHwlil Homep oepxcamens PY (unu eco npeocmasumenvcmea) 6
Uc M ;

— udenmuguxamop cmanyuu ynpasienus saxazamu (CY3), npedocmasnennou
onepamopom UC MJJIII;

— uoenmughuxamop 3axaza ko008 mapxkuposxu 6 CY3;

— GTIN;

— nepeuensv SGTIN.

5. Broz JIII B Poccutickyro denepanuto u pasmenienue JII1 B 30He TaM0KEHHOTO
KOHTpPOJISI (Ha TAMOKEHHOM ckiaze) s Hanecenust CH.

6. dopmupoBaHre HEOOXOJMMBIX CBEJACHUM M Tiepeaada KOJAOB MapKUPOBKHU
TaMOXXEHHOMY ckiany it popmupoBanus u Hanecenust CU 6e3 ucnonbszoBanus NC
M/JIIL

DeKmpoHHbLIL 00KYMEHM, HANPABIAEMbBLL MAMONCEHHOMY CK1a0y O/
¢opmuposanusn u nanecenus CH, oonixicen cooepircams ciedyrouiue c6e0eHUA:

— pecucmpayuonHsli Homep oepacamens PY (unu eco npeocmasumenvcmea) 6
HC MJJITT;

— GTIN; — nomep npou3B00CMBEHHOU cepuu;

— 0ama ucmeyeHus CpoKa 200HOCMU,

— KOJIUYeCma0o K0008 MaApKUPOBKU,

— nepeuenb K0008 MAPKUPOBKU.

7. Peructpamus nepxareiaeM PY (wnm ero mpeacTaBUTEIbCTBOM) CBEIAECHUN O
nepeaayde KoJaoB MapKupoBKU TamokeHHoMY ckiaay B UC MJUJIIT (coo6menne 300).

Ilpu pecucmpayuu ¢ UC MJJIII onepayuu nepeoauu k0008 MApKUpoOBKU HA
MamMoMCeHHbll  cKnad oepycamenem PY (unu e2o npeocmasumenvcmeom)
ocywecmensaemcs nepedaua cieoyiouux c6e0eHUl:

— dama cogepuieHus onepayuu;

— pe2ucmpayuounslil Homep depacamens PY (unu eco npeocmasumenvcmea) 6
HC M,

— GTIN;

69



—  udeHmughukxamop Mecma HAaAXONCOeHUsT Mo8apa 6 30He MAMONCEHHO2O
KOHMPOJIsL (MAMOIAHCEHHO20 CKIA0a),
— SGTIN.

8. [lonmyyeHue KOJOB MapKUpPOBKH Ha TaMOXXEHHOM CKiazie U (HOpMHpOBaHUE
CH nnsa Hanecenus Ha ynakoBku JIII.

9. Hanecenne CH nHa BTOpmuHbIe (moTpedbuTenbckue) ynakoku JIII (a mpu
oTcyTcTBUU BTOpHuHOM ymakoBku JIII — nHa mnepBuunbie ynakoBku JIII) Ha
TaMO>KEHHOM CKJIaJIE.

10. ArperupoBanue JIII B TperuuHyro (TpaHCIOPTHYIO) YIAKOBKY Ha
TaMOXXEHHOM CKJIaJie, MpU HEOOXoIuMocTH (coobrieHue 911).

11. Ilepenaya TaMOKEHHBIM CKJIaJIOM MHGOPMAIMKU O 3aBEPIICHUN HAHECEHMUSI
CH na BropuuHble (motpedurensckue) ynakoBku JIII (a mpu ux oTcyTCTBUM — Ha
nepsuunble ymakoBku JIII), a Takke wuHbopmanmuu o0 arperupoBaHuu (mpu
OCYIIECTBJIICHUM arperupoBaHUs Ha TaMOXEHHOM CKJjaje) nepxarento PY (unu ero
peACTaBUTENbCTBY) 0e3 ucrnonb3zoBanus MC MIJIIL.

12. Peructpanus nepxkarenem PY (wnm ero npencraBUTEIbCTBOM) CBEJICHUIN O
Ha"Hecenuu CU na tamoxxenHom ckiaae B8 UC MJIJIIL.

HepequL TaMOXCHHBIX CKJIaJ0B:

o0nacTHas TaMOXKHS

Baaneaen TaMoKeHHBIN Anpec
TAMOXKECHHOI'0O CKJaaa opraH
AO «Hopcron» (CanTeH3) MockoBckas 143581, MO,

WCTPUHCKHUM P-OH, 1.
JIEHIKOBO, BJI. 248

000 «O0benMHEeHHAN
TaMOXEHHO-TOTUCTUYECKAS

Mockosckas
oOJtacTHas TaMOXHSI

142000, MO, T".
JOMOJIEAOBO, YJI.

o0nacTHas TaMOXKHS

KOMIIAHUS JIOTUCTUYECKAZ, 1.1/6,
KOPIL.7b
AO «OPDE» MockoBcKas 142143, MOCKOBCKA

OBJIACTD,

[1IOJOJIbCKUM PAMOH,
CTPEJIKOBCKOE

C/l, C. TIOKPOB, VII.
[TIOJIEBAS, /1.1

3A0 «AUTEMC

MocxkoBckas

109428, r. Mockaa,

CKJIAIbI» 00JacTHAs TAMOXKHS Ps3anckuil mpocnexr,
a. 16, ctp. 1

000 «TC MockoBckas 141200, MO, T

TPAHCCEPBUC» 00JacTHAs TAMOXKHS I[TYIIKMHO, VJI.
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PYCAKOBA, BJIAJJEHUE
Nel, CTPOEHUE 1

000 «ACOAPMA-POC» Tarapcranckas 422624, JlaneBckuii
TaMOKHS paiion, c. Cronbumm,
yi. CoBeTckas, 1. 2a
ITAO «buocunresy CaparoBckas 440033, r. Ilenza, ym.
TaMOXHS HpyxObl, 4

Ipuiaoxenue 6. Ilopsaaok padoThbl ANITEeYHBIX OPraHU3ANUN (ANITEKAX,
aNTe4YHbIX MYHKTAX, allTEYHbIX KHOCKAX) U MHAMBHUAYAJIbHbBIX
npeAnpUHUMATE/Iel, 0CYLIECTBJIAIOIUX (papMaleBTHYECKYI0
AeATeJIbHOCTh, C MAPKHPOBAHHBIMH JICKAPCTBEHHBIMHU NpenapaTaMu

OO01He MoJIOKEHUS

JIroObie  (u3uyeckre ACHCTBUS, OCYIICCTBISEMBIC C JICKAPCTBEHHBIMHU
npenapaTamMu cyObeKTaMu oOpallleHHs JEKapCTBEHHBIX CPEJICTB Ha BCEX I3Tarax
TOBApONPOBOJIAIICH II€MH, JOHKHBI OBITh OTpPaXE€Hbl B TOCYJAPCTBEHHOM
UH()OPMAIIMOHHONW CUCTEME MOHUTOPHHTA JBUKEHHUS JICKAPCTBEHHBIX MPEMapaToB
U1t MEAUIIMHCKOro TpuMeHeHust (nanee — @I'MC MJIIT)

B coorBerctBUM ¢ Ilonoxkenuem o OI'UC MJIJIIL, yrBepX)IeHHBIM
noctanoBjaeHueM IIpaButensctBa Poccuiickoit ®@enepanuu ot 14 nexadps 2018 r.
Nel556, ropuanueckue nuua U MHAWNBUIYAJIbHbIE NMPEANPUHUMATENH, SBISIOLIUECS
cyOBeKTaMH OOpalleHus JIEKApCTBEHHBIX CPEJCTB, JOJKHBI MPONTH PETUCTPALMIO B
OI'MC MJUJII, obecrneuynTh TOTOBHOCTh CBOMX HWH()OPMAIMOHHBIX CHUCTEM K
unpopmarmonnomy B3aumoaeiicteuto ¢ ®I'MC MJUJII u naunnas ¢ 1 urons 2020 r.
BHocuth B MC MJUJIII cBemermss 000 Bcex omeparusax, HTPOU3BOAUMBIX C
JIEKapCTBEHHBIMHU MpenapaTaMHu.

[IepemenieHre JIEKapCTBEHHBIX MPENApaTOB B PaMKax IpakIaHCKO-IIPABOBBIX
OTHOIICHUH OT OJHOTO CyOBEKTa OOpalleHUs JIEKAPCTBEHHBIX CPENICTB K JIPYTOMY
CyOBEKTy OOpaleHus JIEKQpCTBEHHBIX CPEACTB COMPOBOXKIACTCS Tepenadei
ceeaenuil B ®I'MIC MJIJIIT ¢ ucnonb30BaHMEM OJHOTO M3 CIECAYIOIIUX BapUAHTOB
MOpsJIKA MTPEIOCTABICHUS CBEICHUM:

- IPAMOM MOPSAIOK MPECTABICHHS CBEICHU (ITPSMOM aKIENT), IpU KOTOPOM B
OI'MC MIJIIT otnpaBuTeneM perucTpUpyrOTCsl CBeIeHUsI 00 OTrpy3Ke MOKYMATENto
JIEKapCTBEHHBIX IpPENapaToB, a MOJYYaTEJIEeM OCYLIECTBIISIETCS IOITBEPKICHUE B
OI'MC MIJIIT 3aperucTpupOBaHHBIX OTIPABUTENEM CBEACHUM 00 OTrpy3Ke
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JIEKApCTBEHHBIX MPENAPATOB;

- OoOpaTHBIN MOPSJAOK MPETOCTaBICHUSI CBEIECHUU (0OpaTHBIM akKIEenT), Mpu
koropom B @I'MMC MJUJIII nmomydareneMm pErucTpupyroOTCsS CBEICHHS O INPHUEMKE
JEKApCTBEHHBIX IpErnapaToB Ha CKIald, a OTHPABUTEIEM OCYIIECTBIISIETCS
MTOATBEPKICHUE CBEJICHUM O MMPUEMKE Ha CKJIAJ MOKYTIATEII.

Pemenue o BbIOOpe mOpsAIKa MPENOCTaBICHUS CBEACHUM MPUHUMAETCS
cyObeKkTamMu OOpalieHus] JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABISIONIMMU TaKHe
CBEJICHHSI, CAMOCTOSITENBHO.

Csenenust, nepenaBaemble B OI'MC MJUJII, dopmupytorcs cyObekTOM
oOpalieHusi JEKapCTBEHHBIX CPEJCTB BPYUYHYIO WM aBTOMATHUYECKHM CIIOCOOOM C
UCIIOJIb30BAHMEM TOBAPOYYETHBIX CUCTEM YYaCTHUKOB, HHTErpupoBaHHbIX ¢ DI'MC
MJUJIIL, v npenocTaBisitoTcs B popMe 3JeKTPOHHBIX JOKYMEHTOB ((aiinoB) B hopmate
xml. CocraBinenre Xml-JOKyMEHTOB, HEOOXOJIMMBIX I  OCYIIECTBIICHUS
uHdopmanmonnoro obmena ¢ ®I'MIC MJJIII, ocymiecTBiaseTcss Ha OCHOBAaHUM
COOTBETCTBYIOIIIUX CXEM JIOTHYecKoh Mojenu obOmena aiinop OI'UC MJUJITI,
OIHMCaHKHE KOTOPOil MPUBEICHO Ha caiiTe YeCTHBIM3HAK. P B pazene «JoKyMeHThI st
pabotsl B MJIJITI».

Hns paborer ¢ ®T'MC MIJIIT B aBTOMaTHYeCKOM pexuMme paboune Mecta
COTPYAHUKOB, OTBETCTBEHHBIX 32 IPUEMKY U OTIIYCK MapKUPOBAHHBIX JIEKAPCTBEHHBIX
IpernapaToB, JOHKHBI ObITh 000pyI0BaHbl 2D-ckaHepoM MITPUX-KOIOB (AJI1 PUEMKH
Y PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU TpeTapaTaMu) U PErUcTpaTOpaMu BhIOBITUS
(mmst BeIBOJIa U3 000pOTA JIEKAPCTBEHHBIX MPEMapaToB B paMKax OTIycKa OecIIaTHO
[0 JILFTOTHOMY PELENTy WX JJIs1 OKa3aHUS MEAUIUHCKON MOMOIIN).

2D-ckanep mpeacTaBisieT cO00M YCTPOMCTBO IS TOJIy4eHHUsT WHpopManuu u3
JUHEHHBIX 1 MAaTPUYHBIX MITPUXOBBIX KOJOB C BHIOOPOM TEXHOJOTHUHU PACTIO3HABAHUS
U OCOOCHHOCTEH NEKOJIMPOBAHUS B 3aBUCHMMOCTH OT THNA IITpUX-Kojaa. 2D-ckaHep
npuoOpeTaeTcsi CyObEKTOM OOpalleHusl JICKAPCTBEHHBIX CPEJICTB CaMOCTOSTEIBHO.
IIepeuenp nMpoTECTUPOBAHHBIX YCTPOUCTB pa3MelleH B pasneine «lIpoBepka ckanepa»
Ha caite uyecTHbI3HAK.pd. [lpm Hammuumm y yuactHuka oOoporta 2D-ckanepa
HEOOXOAMMO TMPOBEPUTH €ro pabOTOCHOCOOHOCTh Ha TMPEAMET KOPPEKTHOIO
CUMTBHIBAHUSA KOoJa MapKUpOBKH. COOTBETCTBYIOLIAs WHCTPYKLHS pa3MelleHa B
paznene «IIpoBepka ckaHepa» Ha caliTe YECTHBIM3HAK.P(.

Peructparop BBIOBITHS PECTABISET COOOM YCTPOMCTBO, OCYIIECTBIISIONIEE
CUMTHIBAaHME KoOJa MapkupoBku DataMatrix, ¢opMupoBaHue JTaHHBIX O
JEKapCTBEHHBIX IMpenapatax M mnocienyromyo nepegayy B OI'MC MJIII
nHpopMan o pukcanuu (pakTa BBHIOBITUS YNMAKOBKHM JIEKAPCTBEHHOIO Ipemnapara
3 000poTa. YCTpOWCTBO HMMEET NPOrpaMMHBIA HUHTEpdeic, MO3BOISIOMIMNI
repeIaBaTh CBEICHUS O BEIOBITHH JIEKAPCTBEHHOIO MperapaTa Kak B aBTOHOMHOM, TaK
u B cereBoM pexume. [loapoOnas mHopManus o pexumax padoThl U crocodax

72



MOJKJIIOYEHUS] PETUCTPATOPOB BBIOBITHS NPHUBEJCHA Ha CaWTe YECTHBIM3HAK.p( B
pasnene «Peructpatopsl BBIOBITHS». B 1ensx aBToMaruzanuu mpolecca nepegadyu
JAHHBIX MPU BBIBOJIE U3 000POTa JEKAPCTBEHHBIX NMPENapaToB CyOBbEKTY oOpalieHus
JIEKapCTBEHHBIX IPENAapaTOB PEKOMEHIYETCSI HHTETPUPOBATH PETUCTPATOP BHIOBITHUS C
HCTIOJIb3YEMOU UM TOBAPOYUYETHOM CUCTEMOMU.

WuTerpanus BBINONHIETCS CyOBEKTOM OOpalieHusi JEKapCTBEHHBIX CPEICTB
caMocCTosITeIbHO JInOO c mpuieueHreMm nocrtasiuka UT-ycnyr. [lpu paspaboTke
MHTErPAllMOHHOTO B3aMMOJEUCTBUSI HEOOXOIUMO PYKOBOACTBOBATHCS TEXHUYECKOM
JOKYMEHTAaIlMeH, pa3MEIIeHHON Ha caiiTe YeCcTHbIM3HAK.p] B pasnene «Boiaepixkka u3
TEXHUUYECKOW crienn(PUKalMU Ha TOCTaBKY PErUCTpaTopa BhIOBITHS».

OcHallleHHe anTeyHbIX OpraHu3alii 1 UHAWBUAYAJIbHBIX NPEANPUHUMATENEH,
OCYHIECTBIISIIONIUX (DapMalleBTHUECKYIO NEATEeIbHOCTb, PErUCTPaTOpaMU BBIOBITUS
IPOUCXOAUT HA OCHOBAaHHWM 3asBOK, IOATOTOBJIEHHBIX W HANpPaBIEHHBIX B aJpec
onepartopa cucreMbl MoHUTOpUHTa OO0 «Oneparop-LIPIIT». PerucrpaTop BeIOBITHS
IPEIOCTAaBISIETCS ONEPaTOPOM CUCTEMbI MOHUTOPHHIA Ha 0€3BO3ME3/IHON OCHOBE HA
OCHOBAaHHUU JIOTOBOpa MO MPEACTABICHUIO PETHCTPATOpPA BBIOBITHS JIEKAPCTBEHHBIX
npernapaToB cyObeKTaM OOpalleHusi JIEKapCTBEHHBIX CPEACTB, (opMa KOTOPOIo
yTBepkAeHa mnpukazoM Munmnpomtopra Poccum ot 13 amrycra 2019 r. Ne 2973.
[TonpoOHOCTH 0 3aKa3e, YCIOBHSIX M CPOKAX YCTAHOBJICHUSI PETUCTPATOPa BHIOBITHSA
NpUBEJCHBl Ha CalTe YeCTHBIM3HaK.pd, B paszgene WHCTPYKUMHA IS anTeYHOU
OpraHu3aluu.

Baxxno! PeructpaTop BBIOBITHSI HE HUCIIONB3YETCS MPU OCYIIESCTBICHUN PO3ZHUYHOM
TOPTOBJIU JIEKAPCTBEHHBIMU IpenapaTaMu

1. Ilpuemka MapKUpOBaHHBIX JIEKAPCTBEHHBIX MTPENApPaTOB

B 3aBruCcMMOCTH OT yCIIOBUIM IOCTaBKH, YKa3aHHBIX B JIOTOBOPE MEXY allTEYHON
OpraHu3anueld WIM HWHIUBUAYAJIbHBIM MpEAIPUHUMATENIEM, OCYIIECTBIISIIOIIUM
dapmaneBTHYECKyI0 JESATEIBHOCTh, W TMOCTABIIMKOM JICKAPCTBEHHBIX IPENapaTos,
MpUeMKa JEKapCTBEHHBIX IMPENapaToB MOXKET OBITh OCYIIECTBICHA KaK amTeYHOU
opraHu3anueld ¢ TMOCIEAYIONUM TEPEMEIICHHEM HEOOXOIUMBIX JEKAPCTBEHHBIX
npenapaToB B 000COOJIEHHBIE NOApA3ACICHUS, yKa3aHHblE B JIMIIEH3UHM, TaK U
HEMOCPEJACTBEHHO 000COOJIEHHBIMH MMOIPA3ICIICHUSIMU allTeUHON OpraHu3alnuH.

B cnydae ocyuiecTBiIeHUST NPUEMKHU JIEKAPCTBEHHBIX IPENAPATOB aNTEYHON
OpraHu3anueld WIM HWHIUBUAYAJIbHBIM MpEAIPUHUMATENIEM, OCYIIECTBISIIOUIUM
(dapMaleBTUYECKYI0  JEATEebHOCTh, OTBETCTBEHHBIE COTPYAHUKH  YKa3aHHOU
anteyHor opranuzanuu BHocIT B GI'MC M/JIII cBeneHus 0 MpUHATOM TOBape IO
cxeme 701 (B cirydae npsAMoro axuenta) uin cxeme 416(B ciryyae oOpaTHOTO aKilenTa)
C YyKa3zaHueM uJeHTU(]UKaTOpa MecTa OCYILECTBICHUS IEATEIbHOCTA TOJIOBHOM
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MEIUIMHCKON opranu3zanuu. [Ipy mnepemenieHnn JEKapCTBEHHBIX IPENApaToOB U3
anTeYyHOW opraHu3aluu B €€ 000COOJEHHbIE TOApPA3ACICHUs OTBETCTBEHHBIC
COTPYAHUKHM anTedyHou opraHuszauuu Hampasisiror B @I'MC MJII cBepgenus o
MEPEMENICHUM  JICKAPCTBEHHBIX IMPENApaToB MEXIY Ppa3IUyHbBIMH  aJpecaMu
OCYILIECTBIICHUS JEATEIbHOCTH, YKa3aHHBIMU B JULEH3UM, 0 cxeMe 431. Yuactue
COTPYJIHUKOB O0OCOOJICHHBIX MOJpa3/IeICHUl anTeuHOM OpraHu3aluyd B Tepeaade
CBEJICHHI O MPUEMKe JIEKapCTBEHHBIX MPENnapaToB HE TpeOyeTCsl.

B cnydae ocyliecTBI€HHMST MOCTaBKM  JIEKAPCTBEHHBIX  IPENapaToB
HETMOCPEJACTBEHHO B 000COOJICHHBIC MOJIPa3/IC/ICHHs allTeUHONW OpTaHu3all, MUHYS
alTeYHYI0 OpraHU3alliio, CBEJICHUS O MPUEMKE JIEKapCTBEHHBIX npenapatoB B ®I'MC
MJUITT HAIPABIISIOTCS OTBETCTBEHHBIM COTPYJIHUKOM 000C00JICHHOTO
nojipa3iesieHus: anTeuyHoi opraHuzaiuu o cxeme 701 (B ciaydae mpsMoro akienTta)
uin cxeme 416 (B ciiydae oOpaTHOrO akienrta) ¢ o0si3aTeNIbHBIM yKa3aHueM B xml-
JIOKyMEHTE WJeHTH(]HUKAaTOpa MecTa OCYIIECTBICHHS JCATEILHOCTH 000COOJICHHOTO
noApa3/ieJICHUs] aNTEYHON OpraHu3aIuiu.

B cnydae mnocTaBkM JIEKapCTBEHHBIX IMpenapaToB, MPEJHA3HAUYCHHBIX JJIs
MOCJIEAYIONIEH peanu3alud 10 JOTOBOPY KOMHUCCHH, CBEACHUS O TMPUEMKE
JeKapCTBEHHBbIX TpenapatoB BHocATcss B  @OI'MMC MJJII oTBETCTBEHHBIMU
COTPYAHUKAMHU anTeYHOW oOpraHu3auuu (B CilIy4ya€ IIOCTaBKM B alTE€YHYIO
OpraHu3allii0) WKW OTBETCTBEHHBIM COTPYAHHUKOM 00OCOOJIEHHOTO MOApa3/ieiieHus
anTe4YHOM OpraHu3anuu (B CiIydyae MOCTaBKM HEMOCPEACTBEHHO B 000COOJEHHOE
noJipasfieJieHue) ¢ ucrosb3oBanueM cxembl 701 ¢ o0si3aTenbHBIM yKa3aHueM B xml-
JOKYMEHTE HJICHTU(HKATOpa MeCTa OCYIIECTBICHUS JESITEIbHOCTH aNTEeYHOM
OpraHu3alMd WIAd HUACHTH(PUKATOpAa MeCTa OCYIIECTBICHUS JCATEIHHOCTU
000CcO0JIEHHOTO TIOIpa3eiIeHs] aNTEYHON OpraHu3allii, COOTBETCTBEHHO.

Y06eauBIIKCH B TOM, UTO MOCTABJICHHBIE JIEKAPCTBEHHBIC MTPeNapaThl HAXOASATCS
o paaaeiM GT'MC MJIJIIT Ha GamaHce anTedyHON OpraHU3aIliyd WM 000COOJICHHOTO
MOApPA3/ACIICHUsl anTEeYHOM OpraHu3allM, OTBETCTBEHHBIE COTPYIHHUKH YKa3aHHOU
anTeYHOM OpraHu3aIuyu Wik 000cobeHHOTo roapasaeneHus sHocsaT B DT'MC MJITT
CBeZIeHUS O pacPOPMUPOBAHHH MTOCTYIIUBIIIEH TPAHCTIOPTHON YITAKOBKH, COJIEpIKaIeh
JIGKapCTBEHHBbIE TIpernapaThl, Mo cxeme 912 wunum cBegeHuss 00 UIBATHM U3
TPAHCIOPTHOW YNAKOBKM BTOPUYHBIX YNAKOBOK JIEKAPCTBEHHBIX IMPENapaToB MO
cxeme 913 mis obecrniedeHUs AaNbHEHINIETO BBIBOJIA M3 000POTAa KaXKIOW €IHHUIIGI
ToBapa. lIpy HanTMYUKM HECKOJIBKUX YPOBHEH BIIOKEHHOCTH YIIAKOBOK JIEKAPCTBEHHBIX
MPENnapaToB B  TPAHCIOPTHYK  YNAKOBKY M3BSITHE BTOPUYHBIX  YHAKOBOK
JIEKapCTBEHHBIX MPENapaToB U3 TPAHCIOPTHOU YIAKOBKUA HEOOXOIUMO OCYIIIECTBISATh
OT BBILIECTOSINIETO YPOBHSI K HUKECTOAILIEMY, OTPa)kasl OMEPALUIO I KaXAOro M3
ypoBHer B ®I'MIC M/JIIL.

Cpok momaum cBeaeHuii B OI'MMC MJUIII o npuemMke neKapCTBEHHBIX
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IIPEIapaToB, CBEACHUN O IIEPEMEILIECHUN JIEKAPCTBEHHBIX IIPENIapaTOB MEXIY MECTaMHU
OCYIIECTBJICHHS] JEATEIbHOCTH, CBEACHUH O pacHOpMUPOBAHUM MOCTYNHUBIIEH
TPAHCIOPTHOM YMAKOBKM W CBEIECHUH 00 HM3BATUM U3 TPAHCIOPTHOM YMAKOBKU
BTOPUYHBIX YIMAaKOBOK JIEKapCTBEHHBIX MpernapaTtoB — g0 1 pabouero anHs (mo 5
pabouux HEN ISl BHYTPEHHETO MepeMEenIeHus).

2. BeiBom u3 o0opoTa MapKUpPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB IpHU
OTIyCKe OECIJIaTHO MO PELEeNnTy Ha JIEKapCTBEHHBIN Mpemnapar.

BriBos 13 000poTa JIEKapCTBEHHBIX IMPENapaToB MPH OTIYCKE OECIUIATHO MO
pelenTy Ha JICKapCTBEHHBIN MpenapaT anTeyHol opraHnu3anueit (ee 000co0IeHHBIMU
O/Ipa3ieICHUSIMH ) Wu WHIUBUTYaJIbHBIMU npeAnpPUHUMATEIISIMH,
OCYIIECTBIISIIONUMH  (DapMaIleBTUUECKYIO0  JICSITEIBHOCTh,  OCYIIECTBIISIETCS  C
UCITIOJIb30BAHUEM YCTPOUCTB PETUCTPALIUU BBIOBITHS.

Jlnst BBIBOJIA M3 000pOTa JIEKAPCTBEHHBIX MPEINapaToB MpU OTIYCKE OeCIIaTHO
M0 peIenTy Ha JICKApCTBEHHBIM IpemnapaT OTBETCTBEHHOMY COTPYAHHUKY alTEUHOU
opranuzaiuu (ee 060C00JICHHOTO TOAPA3CICHHS) HEOOXOAMMO OTCKAaHUPOBATH KOJI
MapkupoBku DataMatrix, HaHeCeHHBIN Ha YIAaKOBKY JIEKapCTBEHHOTO Tipemnaparta. [Ipu
YCIICIIHOM PAaCTO3HaBaHUU KOJa MApKUPOBKM Ha JKpaHE PErucTpaTtopa BBHIOBITHS
NOSIBUTCSI HAMMEHOBAHUE JIEKAPCTBEHHOrO Ipenaparta. B ciydae HMCHOJb30BaHUS
TOBAapOy4YeTHOU cuctembl, uHTerpupoBanHoit ¢ ®I'MC MIJIII u peructpatropom
BBIOBITHS, MHGOPMALIMS O JIEKAPCTBEHHOM MperapaTe U O TOM, MOKET JIM JaHHBIH
npernapatr ObITh BBIBEACH M3 000pOTa, MOSBUTCS Ha SKpaHe Kommbiorepa. s
3aBepIleHUs MPOoIecca BHIBOJA U3 000pOTa JEKAPCTBEHHOTO Mpenapara HeoO0X0auMo
BBECTH Ha PETUCTPATOPE BHIOBITUS WIIH B TOBAPOYUETHOM CUCTEME PEKBU3UTHI PEIICTITA
(mara, cepus ¥ HOMEp) U C TMOMOIIBIO MPOTPAMMHOIO WHTEpdeiica perucrparopa
BBIOBITUSI BBITIOJIHUTH JIEWCTBUE «3aperucTpupoBaTh BbIObITHE». MHbOpMamus o
BbIBOJIE U3 o0opoTa Oynet Hanpasiena B ®T'UC MJIIT B aBToMaTu4ecKoOM pekuMe
mocpencTBOM (yHKIIMOHAIA perucTparopa BeIObITHs (cxema 10521).

Cpox nonauu ceeaennii B ®I'IC MIJIII o BeIBOIE 13 000pOTa JIEKAPCTBEHHBIX
MpernapaToB MPH OTIYCKE OECIUIATHO MO PEIENTy Ha JIEKapCTBEHHBIN Mpenapar — 10 5
pabouux THEH.

3. BeiBog u3 000poTa MapKUpPOBAaHHBIX JIEKAPCTBEHHBIX MpenapaToB MpHU
OCYILIECTBIICHUU PO3ZHUYHON TOPTOBIIM JIEKAPCTBEHHBIMHU IpENapaTaMu, B TOM YUCIIE
OTIYCK JIEKAPCTBEHHBIX MPENApaTOB CO CKUAKOM MO PEelenTy Ha JIEKAPCTBEHHbBIC
Mpenaparsl.

ITepemaya cBeaenuit B OI'MMC MJUJIII o BeIBeAeHHBIX H3 000poTa
JEKApCTBEHHBIX  MpEnapaToB NpH  OCYIIECTBICHUU  PO3HUYHOM  TOPrOBIHU
JIEKapCTBEHHBIMU IIpenapaTamMmu, B TOM YHCJI€ OTIYCKE JIEKAPCTBEHHBIX TPENapaToB CO
CKHMJIKOM MO pelenTy Ha JIeKapCTBEHHbIE MTPEeNapaThl, ANTEUHbIMU OPraHU3alusIMU (MX

75



000COOJEHHBIMY TOJAPA3AEICHUSIMU) WIA UHAMBUIYAIbHBIMU MPEANPUHUMATESMH,
OCYLIECTBIISIIOIIMMU (hapMalEeBTUYECKYIO JEATEIbHOCTh, MOXKET OBbITh MPOU3BEICHA
OJIHUM U3 CIIEIYIOUIUX CIIOCOOOB.

B cnyuyae ucnonb3oBaHMsl alTEYHBIMU OpraHu3anusMu (UX 000COOJIECHHBIMU
MO/Ipa3/IeICHUSMHU) VI WHJVBUYaJbHBIMU npeAnpUHUMATEISIMH,
OCYLIECTBIISIIOIIUMHU  (papMalleBTUUYECKYIO JIESTENIbHOCTh, KOHTPOJIBHO-KaCCOBOM
TEXHUKHU CBEJEHUS O PEAIM30BAHHBIX JIEKAPCTBEHHBIX IpenapaTax (OTHYIIEHHBIX CO
CKHMJIKOM TIO pelenTy Ha JeKapCTBeHHBIE npemnapatsl) nepegatorcs B8 ®I'YC MIJITT
yepes oneparopa pucKaibHBIX TaHHBIX B PEKUME peasibHOro BpemeHnu (cxema 10511).

Ecnu anteynbiMu opranuzauusMu (UX 000COOJEHHBIMHU MOJpa3eieHUSIMN)
WIn WHIMBUTyaJIbHBIMU pEANPUHUMATEISIMH, OCYILIECTBIISIIOLIUMHU
(apmaleBTHUECKYIO NeATeIbHOCTh, KOHTPOJIbHO-KACCOBasi TEXHUKA B COOTBETCTBUU
co ctatbell 2 denepanbHOro 3akoHa «O MPUMEHEHNN KOHTPOJIbHO-KaCCOBOW TEXHUKHU
npu ocyliecTBiIeHnH pacuetoB B Poccuiickoit @enepanumn» ot 22.05.2003 Ne 54-®3
HE MpPUMEHSETCA, TO Iepefaya CBEACHUHM O pEATN30BAHHBIX JIEKAPCTBEHHBIX
npenapaTtax (OTHYIIEHHBIX CO CKUAKOM MO pelenTy Ha JIeKapCTBEeHHbIE MpernapaThl) B
OI'MC MJIIT ocymiecTBasieTCsl OTBETCTBEHHBIMU COTPYAHUKAMU C UCIIOJIb30BaHUEM
dbyakuuonana ®I'MC MJUJITL. CoobmeHust o BbIBOJEe U3 000pOTa JIEKAPCTBEHHBIX
npenapaTtoB GOPMUPYIOTCA B JIMYHOM KaOWHETE ydacTHHUKAa 000poTa ¢ 00s13aTeIbHBIM
yKazaHueM B Xml-JokyMeHTe HAeHTU(]PHUKAaTOpa MecTa eATEIbHOCTH alTeyHOM
opranu3anud (ee 000COOJIEGHHOTO TMOJpa3feNieHus]) WIM  HUHIWBUIYAIbHOTO
peINPUHUMATEIS], OCYIIECTBIISIONIETO (hapMalleBTUUECKYIO NeATEIbHOCTD.

Cpoxk nogauu ceegenuii B ®I'YIC MJIJIIT o BeiBoie U3 000pOTa JIEKAPCTBEHHBIX
npenapaToB MPU OCYIIECTBICHUM PO3HUYHON TOProOBIH, B TOM YHUCJE OTIIYCKE
JIEKapCTBEHHBIX MTPENapaToB CO CKUAKON MO PELENTY Ha JICKAPCTBEHHBIN MpenapaT —
10 5 pabounx gHEH.

OO6mast cxema mpeicTaBlieHa Ha PUCYHKE:!
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llpuxazom Munzopasa Poccuu om 03.12.2019 Ne984u enecenvl uzmenenus 6
CMaHoapm oCHaujeHuss 68pavebHol ambdynamopuu, herbouepcKo-aKyuepcro2o
NnYHKmMa, @envouepcko2o 30pasnyHKma, npeodycmampusaiowue Haiudue 6 HUX He
MeHnee 00H020 paboue2o mecma épada (ghervouepa) ¢ nepcoHaIbHbIM KOMHbIOMEPOM
U 8bIXO00OM 8 UHPOPMAYUOHHO-NENEKOMMYHUKAYUOHHYIO cemb "HUnmepnem”.

1.1 TlpueMka MapKUpOBAaHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB

B 3aBucruMOCTH OT yCIIOBUIM OCTABKHU, YKA3aHHBIX B JOTOBOPE MEXKY TOJIOBHOU
MEJUIIMHCKON OpraHu3allieil U MOCTaBIIMKOM JIEKAPCTBEHHBIX MpenapaToB, MPUEMKa
JIEKapCTBEHHBIX MPENapaToOB MOXKET ObITh OCYIIECTBIECHA KaK TOJIOBHOM METUIIMHCKON
OopraHu3aleld ¢ TMOCIeAYIONUM TMEePEeMEIICHUEM HEOOXOIUMBIX JIEKAPCTBEHHBIX
npenapatoB B 000COOJIGHHBbIE  MOJpa3fefieHus, TaK U  HEMOCPEICTBEHHO
000CO0JICHHBIMU TIO/IPA3CTICHUSIMUA T'OJIOBHOW MEUIIMHCKON OpraHU3aIluH.

B cnydae ocyiiecTBieHUsI MPUEMKH JIEKAPCTBEHHBIX IPENapaToB TOJIOBHOM
MEJUIIMHCKON OopraHu3alueil OTBETCTBEHHbBIE COTPYAHUKHN YKa3aHHOW MEIUITUHCKOM
opranuzanuu BHocsAT B DI IC MJIII cBenenust o mpuHsiToM ToBape mno cxeme 701 (B
clIy4ae IpsIMOTO akiienTa) uiu cxeme 416 (B ciaydae oOpaTHOTO akKIlenTa) ¢ yKazaHueM
UACHTU(PUKATOpPA MECTa OCYIIECTBIEHUS JESITEIIbHOCTH TOJOBHOM METUIIMHCKON
oprann3zanuu. Ilpm mnepeMelieHHH JIEKapCTBEHHBIX NIpPeNapaToB U3 TOJIOBHOM
MEIUIIMHCKON OpraHu3ali B €€ 000COOJICHHbIE MOApAa3/IeNieHuss OTBETCTBEHHBIC
COTPYIHUKH TOJIOBHOM MEIUIMHCKOW opranu3anuu Hamnpasisior B OI'MIC MJUJITT
CBEIICHHS O TIEPEMELICHUH JEKAPCTBEHHBIX IMPENapaToB MEXAY pa3JInuYHbIMU
aJpecaMu OCYIIECTBICHUS JeITeIbHOCTH Mo cxeme 431. YyacTtue cOTpyaHUKOB
000CO0JICHHBIX TO/Ipa3ICICHUI MEIUITMHCKON OpraHU3aluy B Iepeiade CBEICHUH O
IPUEMKE JICKaPCTBEHHBIX MIPENapaToB HE TpeOyeTcsl.

B cinywae  ocymiecTBieHHMST ~ TOCTaBKM  JIEKAPCTBEHHBIX  IIpenapaToB
HEIMOCPEJICTBEHHO B 00OCOOJEHHBIC MOAPA3ACICHUS MEIUIIMHCKOW OpraHu3aIlnd,
MHUHY$ TOJIOBHYIO MEIUIIMHCKYIO OPraHU3aI1I0, CBEICHUS O TPUEMKE JIEKapCTBEHHBIX
npenapatoB B ®I'MMC MJJIII HanpaBisitoTCS OTBETCTBEHHBIM COTPYAHUKOM
000CcO0IEHHOTO TIOIpa3IeeHIs MEAUITMHCKON opranu3anuu o cxeme 701 (B cimydae
MpsIMOTO akienTta) uinu cxeme 416 (B cmydae oOpaTHOTO akienTa) ¢ 00s13aTeIbHBIM
yKazaHueM B Xml-TOKyMeHTe HJIeHTU(DHKATOpa MECTa OCYIIECTBICHUS IEITeITbHOCTH
000CO0IEHHOTO TOIpa3AeICHIS MEAUITMHCKON OpraHu3aIliy.

B cinyyae mnocTaBKM JIEKapCTBEHHBIX MpENapaToB, MPEeAHA3HAUYCHHBIX IS
nocjieaAynei peanu3anuu 000CO0IEHHBIMU MOAPA3AEICHUSMHU, PACIIOI0KEHHBIMU B
CEJIBCKUX MOCEJICHUSX, B KOTOPBIX OTCYTCTBYIOT aliTeUHbIC OPraHU3all|H, [10 IOTOBOPY
KOMHUCCHH, CBEICHUS O NPUEMKE JIEKapCTBEHHBIX mpernaparoB BHociITca B OI'UC
MJIJIIT OTBETCTBEHHBIMU COTPYAHHKAMH TOJIOBHOM MEIUIIMHCKOM OpraHu3anuu (B
ClIyyae MOCTaBKH B TOJIOBHYIO MEIUIIMHCKYIO OPTraHHU3allii0) WU OTBETCTBEHHBIM
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COTPYJIHUKOM 000COOJIEHHOTO MOJIpa3IeJICHHs] MEUIIMHCKON opraHu3anuu (B ciydae
MIOCTAaBKH HEMOCPEJCTBEHHO B 00OCOOJIEHHOE MOJpa3JeieHue) ¢ HCHOJIb30BaHUEM
cxembl 701 ¢ oOsi3aTenbHBIM yKa3aHUEM B Xml-IOKyMeHTe uieHTU(dHUKaTopa mMecTa
OCYIIECTBJICHUSI  JEATEIbHOCTH TOJOBHOM MEIUUMHCKOM OpraHu3aluu WU
uaeHTugukaropa  MecTta  OCYIIECTBJICHUS  JACATEILHOCTH  00O0COOJICHHOTO
MOJpa3AeieHUs MEIUIIMHCKON OpraHn3aiuu, COOTBETCTBEHHO.

Y6enuBiIuch B TOM, YTO MOCTABJICHHBIE JICKAPCTBEHHBIC MPENapaThl HAXOIATCS
no nanHbiM OIT'C MJIIT Ha GanaHce rOJIOBHOM MEIMIIMHCKOW OpraHu3alluy WIH
000CO0JICHHOTO  TOAPA3JEICHUS MEAUIIMHCKOM OpraHu3allii, OTBETCTBEHHBIC
COTPYJAHUKHM  yKa3aHHOW MEIUIMHCKOW  OpraHu3alud Wi  000COOJEHHOTO
nonpaznenenuss BHocar B OI'MC MJUIIl cBemenuss o pachopMupOBaHUU
NOCTYIHUBIIEH TPAHCIIOPTHON YIAKOBKH, COJIEPKAIIICH IEKapCTBEHHBIE MpenapaTsbl, 10
cxeme 912 wunu cBeneHuss 00 U3BITHU U3 TPAHCIOPTHOM YMAKOBKH BTOPUYHBIX
yIMaKOBOK JICKAPCTBEHHBIX IpernapaToB 1o cxeme 913 mist obecrieueHus qaabHEHIIEro
BbIBOJIAa M3 000pOTa KaXJA0W eAUHUIIBI ToBapa. [Ipy HaTWYMU HECKOJIBKHX YPOBHEU
BJIOKEHHOCTH YIAKOBOK JIEKAPCTBEHHBIX IMPENApaTOB B TPAHCHOPTHYHO YIMAKOBKY
U3bSTHE BTOPUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX IMPEMAPATOB U3 TPAHCIIOPTHOMU
YIIaKOBKH HEOOXOJAMMO OCYIIECTBIISITH OT BBIIIECTOSIIETO YPOBHS K HUKECTOSIIEMY,
OTpaxkasi ornepanuio st kaxaoro u3 yposueit B ®I'MC MJIJIIT.

Cpok momaum cBeaeHur B OPI'MC MJUIII o mnpuemMke jeKapCTBEHHBIX
penapaToB, CBEJEHUN O MEPEMEIICHUY JIEKAPCTBEHHBIX MPENApaTOB MEXKIY MECTAMHU
OCYIIECTBJIICHUS] JEATEIbHOCTH, CBEIECHUU O pacPOpMUPOBAHUHM MOCTYNHUBIIEH
TPAHCIIOPTHOM YIAKOBKH W CBEJACHUH 00 H3BATUU W3 TPAHCIOPTHOM YITAKOBKHU
BTOPUYHBIX YIMAKOBOK JICKAPCTBEHHBIX MpemnapaTtoB — A0 1 pabouero nHa (1o 5
pabouux HEN /ISl BHYTPEHHETO MEPEMEIICHHS).

1.2 BeiBog u3 000poTa MapKHUPOBAaHHBIX JIEKAPCTBEHHBIX NPEMApaToOB MpHU
OKa3aHUU MEJIUIIMHCKON MTOMOIIU

BriBog 3 000poTa JIeKapCTBEHHBIX MpENapaToB MPU OKa3aHUM MEIUITMHCKON
MOMOIIM B  OOOCOOJEHHBIX TMOMAPA3NIENCHUAX MEIUIMHCKOW  OpraHu3aIlni,
00€CIEUEHHBIX JIOCTYMIOM K HWH(OPMAIMOHHO-TEJICKOMMYHUKAIIMOHHON  CETH
«HTEpHETY», OCYIIECTBISAETCS C UCTIOIB30BAHUEM YCTPOICTB PErUCTPAIIMN BBIOBITHSI.

Jlns BbIBOJAa M3 000pOTa JIEKAPCTBEHHBIX IIpenapaToB IMpPU OKa3aHUU
MEIUITMHCKON TTOMOIITH OTBETCTBEHHOMY COTPYAHUKY 000CO0JIEHHOTO
noApa3feiaeHuss HeoOXOAMMO OTCKaHMpPOBAaTh KoJI MapkupoBku DataMatrix,
HAaHECEHHBI HAa yNAKOBKY JIEKapCTBEHHOro mnpemnapara. llpu ycnemrHom
pacro3HaBaHUM KOJa MapKHUPOBKH Ha JKpaHE PETrUcTpaTopa BBHIOBITUS MOSBUTCS
HaUMEHOBaHUE JIEKApCTBEHHOro Impemnaparta. B ciyyae wucnoiab30BaHUsi TOBApO-
yueTHOU cucteMbl, uuTerpupoBanHoit ¢ ®I'MC MJIII u peructpatopoM BBIOBITHS,
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uH(pOpMaIKs 0 JIEKapCTBEHHOM IpenapaTe U O TOM, MOXKET JIM JaHHBIN NpenapaT ObITh
BBIBEJICH U3 000pOTa, MOSIBUTCS HA SKpaHe KommbioTepa. [[is 3aBepiueHus npouecca
BBIBOJIa M3 000pOTa JEKAPCTBEHHBIX IMPENapaToB € IMOMOUIbIO MPOrPAMMHOIO
uHTepdeiica  peructpatopa  BbIOBITUS ~ CIEAYEeT  BBIIOJHUTH  JIEHCTBHE
«3apeructpupoBarb BbIObITHE». WH(bOpmanus o BbeiBoge u3 obopora Oyner
Hamnpanisiena B @I IC MIJIIT B aBToMaTH4YECKOM peKUME TTOCPEACTBOM (PYHKITMOHATIA
peructpaTopa BbiObITUA (cxema 10531).

Cpox nonauu ceeaennit B ®I'IC MIJIII o BeiBOE 13 000pOTa JIEKAPCTBEHHBIX
pernapaToB MPpH OKa3aHUU MEAUIIMHCKON MOMOIIHU — A0 5 pabouux JAHEH.

1.3 BeiBog u3 000poTa MapKHUPOBAaHHBIX JIEKAPCTBEHHBIX IpENnapaToB MpH
OTIIycKe OeCIIaTHO IO PELENTy Ha JIEKapCTBEHHBIN Mpenapar

BriBog u3 000poTa JEKapCTBEHHBIX IMpenapaTroB NpH OTHYCKe OECIUIaTHO IO
peuenTy Ha JIEKApPCTBEHHBIM mpenapaT 000COOJICHHBIMU — MOJpa3eieHUsIMU
MEIUIMHCKUX OpraHu3aluii, 0O0EeCHeUYeHHbBIMU JIOCTYNIOM K HH(QOPMaAIMOHHO-
TEJIEKOMMYHHMKAallMOHHOW ceTh «MHTepHET» M paclolOKEHHbIMU B CEJIbCKUX
IIOCEJICHUSIX, B KOTOPBIX OTCYTCTBYIOT anTEYHbIE OpPraHU3alliH, OCYIIECTBISETCS C
UCIIOJIb30BAaHUEM YCTPOMCTB PETUCTPALIMH BBIOBITHS.

Jliist BBIBO/Ia M3 000pOTa JIEKAPCTBEHHBIX MPENapaToB MpHU OTIIYCKe OeCIIaTHO
IO Ppeuenty Ha JIEKapCTBEHHBI TMpenapar OTBETCTBEHHOMY COTPYIHHUKY
000COOJIEHHOTO TOAPA3ACICHUsT HEOOXOAMMO OTCKAaHUPOBATh KOJ MAapKHPOBKH
DataMatrix, HAaHEeCEeHHBIN Ha YMAKOBKY JIeKapCTBEHHOro mpenaparta. [Ipu ycnenrHom
pacno3HaBaHWM KOJa MapKUPOBKH Ha SKpaHE PETrUcTpaTopa BBIOBITHS TOSBHUTCS
HAaMMEHOBAaHUE JIEKApPCTBEHHOI'O Ipenapara. B ciaydae HCHOJIBb30BaHHS TOBApO-
y4eTHOU cucTeMbl, nHTerpupoBanHoi ¢ ®I'MC MJIII u peructpatropom BHIOBITHS,
uHOpMAIIH 0 JIEKAPCTBEHHOM IpernapaTe u 0 TOM, MOXKET JIU IaHHbBIHN MpenapaT ObITh
BBIBEICH U3 000pOTa, MOSBUTCS Ha dKpaHe KoMmbloTepa. [l 3aBepiieHus mporecca
BBIBOJIa U3 000pOTa JIEKAPCTBEHHOT'O Npenapara He0OX0JUMO BBECTH Ha PErUCTPaTOpe
BBIOBITHS WJIM B TOBapO-y4YE€THON CUCTEME PEKBU3UTHI PEIENTa (J1aTa, CepHsi 1 HOMEP)
U C TIOMOIINBI0 MPOTPAMMHOTO HWHTepdeica perucrpaTopa BHIOBITHS BBITIOJHUTH
neicTBue «3aperucTpupoBaTh BeIObITHEY. NH(DOpMaIus o BeiBoae U3 00opoTa Oyaer
Hampasiera B @I MIC M/IJIIT B aBToMaTHYECKOM peKuMe TTOCPEACTBOM (DyHKIIMOHATA
peructpatopa BboIObITHS (cxema 10521).

Cpox nogaun ceepennii B ®I'MIC MJIJIIT o BeIBoe U3 000pOTa TEKAPCTBEHHBIX
[IpenapaToB P OTIYCKE OECIUIATHO MO PELENTY Ha JEKapCTBEHHBIN Mpenapar — 10 5
pabounx JHEH.

1.4 BoeiBog u3 000poTa MapKHPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB MpHU
OCYILIECTBIICHUM PO3HUYHON TOPTOBIIH JICKAPCTBEHHBIMU IPENapaTamMu, B TOM YHUCIIE
OTIYCK JICKAPCTBEHHBIX IPENapaToOB CO CKHUJIKOM IO PELENTy Ha JIEKapCTBEHHBIE
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npenaparsl.

Ilepenaua cBenenuit B @OI'MMC MJIJIII o BbiBegeHHBIX U3 00OpoTa
JIEKapCTBEHHBIX  MpEnapaToB MNpPU  OCYLIECTBICHHMM  PO3HMYHOH  TOPTOBIH
JIEKapCTBEHHBIMU MpenapaTamMu, B TOM YHCJIE OTITYCKE JIEKAPCTBEHHBIX MPENapaToB CO
CKUJIKOM 1O peuenty Ha JIEKApCTBEHHbIE Ipenaparsl, 000COOJIEHHBIMU
MO/pPA3/ICNECHUsIMU MEJIULUUHCKUX OpraHu3aluii, pacroJoKEHHbIMU B CEJIbCKUX
MOCEJICHUAX, B KOTOPBIX OTCYTCTBYIOT amNTE€UHble OPraHU3alUd, MOXET OBbITh
OCYIIECTBJICHA OJHUM U3 CIEAYIOLIHUX CIOCOOOB.

B cnyuae ucnonb3oBaHusi 000COOJEHHBIMU TOJIpa3CACHUSIMU MEIUIIUHCKON
OpraHu3aldyd  KOHTPOJBbHO-KAaCCOBOM TEXHHUKH CBEACHUS O peaJIu30BaHHBIX
JIEKapCTBEHHbIX TNpenapatax (OTMYHIEHHBIX CO CKUAKOM MO pelenty Ha
JIEKapCTBEHHbIE  Mpenaparbl) MepeaaroTcsi 000COOJEHHBIM  MOJpa3eieHHEM
meauiHckoi opranuzanuu B @T'MC MJIIT yepes onepaTopa prckanbHBIX JaHHBIX
B peXUMeE peanabHoro BpeMenu (cxema 10511).

Ecniu  000coOneHHBIMU  MOApA3ACICHUIMH  MEAUIMHCKUX OpraHu3aluu,
PaCIoOIOKEHHBIMUA B CEJIBCKUX TOCEJEHUSAX, B KOTOPHIX OTCYTCTBYIOT amTE€UYHBIE
OpraHu3alvy, KOHTPOJIbHO-KaccoBasi TE€XHUKAa B cooTBercTBUM ¢ DenepanbHbIM
3aKOHOM «O TNPUMEHEHUH KOHTPOJIBHO-KACCOBOW TEXHUKHA NPH OCYIIECTBICHUU
pacuetoB B Poccutickoit @enepanun» ot 22.05.2003 Ne 54-D3 He nmpuUMEHsIETCS, TO
nepeaava CBEJICHUI O peaJn30BaHHbIX JIEKAPCTBEHHBIX IpenapaTtax (OTIYIIEHHBIX CO
CKMIKOW MO peuenty Ha JekapcTBeHHble mpemapatsl) B OI'MIC  MIJII
OCYLIECTBIISIETCS.  OTBETCTBEHHBIMH  COTPYIHHUKAMH TOJOBHOW  MEAULMHCKOMU
opranm3anuu. CooOiieHuss 0 BBIBOJE M3 000pOTa JIEKAPCTBEHHBIX IIPEMapaToB
dopmupyrotcsi ¢ ucnonpzoBanuem ¢ynkiuonana GI'MC MIJII mo cxeme 511 Ha
OCHOBAaHHUU OTYETHOCTH 000COOICHHOTO TIOAPA3/ICTICHUSI MEIUIIMHCKOW OpraHu3aIuu
0 pealu3aIiy JEeKapCTBEHHBIX MPEnapaToB, coaepx amieli HPOPMaIIUI0 O CEPUMHBIX
HOMEpPAX IMPOJAHHBIX YIAKOBOK JIEKAPCTBEHHBIX IIPENApaToOB, C 0053aTEIbHBIM
yKazaHueM B Xxml-JoKyMeHTe UACHTHU(PUKATOPA MECTa IEATeIbHOCTH 000CO0JICHHOTO
MO/Ipa3/IeJIECHUSI MEIULIMHCKON OpraHU3alHH.

Cpox nonauu ceeaennii B ®I'IC MJIJIIT o BeIBOAE M3 000pOTA JIEKAPCTBEHHBIX
IIpenapaToB IpPU OCYIIECTBICHUM PO3HUYHOW TOPrOBIM, B TOM YHUCIE OTIIYCKE
JIEKapCTBEHHBIX MPENapaToB CO CKUJKOW MO PELENnTy Ha JIEKApCTBEHHbIN MpenapaT —
10 5 pabounx gHEH.

2. OO06ocoOneHHbIE MOJpa3eNICHUs] MEIMIMHCKUX OpraHu3alui, He
o0ecrnedyeHHbIe JOCTYNOM K HH(OPMallMOHHO-KOMMYHUKAIIMOHHOW ceTu «IHTepHEeT».
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2.1 Tlpuemka MapKUpPOBaHHBIX JICKAPCTBEHHBIX MPENapaToOB

B 3aBucuMocTH OT yCIIOBHI TOCTABKU, YKa3aHHBIX B IOTOBOPE MEX/TY TOJIOBHOM
MEJUIIMHCKON OpraHu3aliiei M MOCTaBIIMKOM JICKapCTBEHHBIX MPENapaToB, MPUEMKa
JIEKapCTBEHHBIX MIPEMapaTOB MOXKET ObITh OCYIIECTBIEHA KaK TOJIOBHON MEIUIIMHCKOM
opraHuzanuerd ¢ TOCIEIYIONINM TepPEeMEeIIeHNeM HEOOXOANMMBIX JIEKapCTBEHHBIX
npernapatoB B 000COOJIEHHbIE  MOJpa3fesieHHus, TaK ¢  HEMOCPEICTBEHHO
000CO0JIEHHBIMH TOPA3ACICHUSIMU TOJIOBHOW MEIUIIMHCKON OpTaHU3alIiu.

B cnywae ocyimiecTBieHUs MPUEMKHU JIEKAPCTBEHHBIX MPENAapaToB TOJIOBHOM
MEIUIMHCKON OpPraHU3aleil OTBETCTBEHHBIC COTPYIHUKH YKAa3aHHOW MEIUIIUHCKOMN
opranusanuu BHOCAT B T'IC MJUJIII cBenenust o nmpuHsitom ToBape no cxeme 701 (B
ClTy4ae IpsIMOTO aKIenTa) uiu cxeme 416 (B ciaydae 0OpaTHOTO akKIlenTa) ¢ yKazaHueM
UACHTH(PUKATOpPA MECTa OCYIIECTBICHUS JAESITEIbHOCTH TOJOBHOM METUIIMHCKON
opranm3zanuu. Ilpm mnepeMeleHUH JIEKapCTBEHHBIX MpPenapaToB M3 TOJOBHOM
MEIUITMHCKONW OpTraHu3allid B €€ O00OCOOJICHHBIC TOJPA3ACICHUS] OTBETCTBEHHBIC
COTPYIHHUKH TOJIOBHON MEIWIMHCKOM opranuzauuu Hampasiasiior B ®TUC MJIIT
CBEJICHHSI O TIEPEMELICHUH JIEKAPCTBEHHBIX IMPENapaToB MEXIAY pa3IMYHbIMU
aJgpecaMy OCYILIECTBICHHUS AesATEIbHOCTH Mo cxeme 431. Yuacthe cOTpyIHHKOB
000COOTEHHBIX MOAPA3ACICHIA MEUITMHCKON OPTaHU3aIuY B MEepeaade CBEICHUNA O
MpUEMKe JICKapCTBEHHBIX MPENapaToB He TpeOyeTcsl.

B cnywae  ocymiecTBieHHMsI MOCTaBKM  JIGKAPCTBEHHBIX  MpemnapaToB
HEMOCPEACTBEHHO B 00OCOOJIEHHbIE MOApa3/eNIeHUs] MEAUIMHCKON OpraHu3aluy,
MHUHY$ TOJIOBHYIO MEIUIIMHCKYIO OPraHU3al1I0, CBEICHUS O TPUEMKE JIEKaPCTBEHHBIX
npernapatoB B ®I'MMC MJUJIIT nHanmpaBisitoTcsi OTBETCTBEHHBIMM COTPYJIHHKAMU
TOJIOBHOM  MeauuMHCKOM  opranmzanuu.  CooOmieHuss  GopMmupyrorcs ¢
ucnonb3oBanueM ¢yHkiuoHana GI'MC MJII o cxeme 701 (B ciaydae mpsMoro
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akienTa) win cxeme 416 (B ciryyae 0OpaTHOTO akilenTa) HA OCHOBAHUU OTYETHOCTH
000COOJIEHHOr0  MOAPA3ACICHUS  MEIUIMHCKOM  OpraHM3aluu, CoJepKallen
MH(pOpPMAIIMIO O CEPUMHBIX HOMEpax YMaKOBOK IIOCTaBIEHHBIX JIEKAPCTBEHHBIX
[penaparoB, ¢ 00s3aTeIbHBIM YKa3aHUEeM B Xxml-I0KyMeHTe MIAEeHTU(PHUKATOPA MECTA
OCYIIECTBJICHHS] JICSITEIIbBHOCTH 000COOJEHHOTO TMOJApa3/IeNeHUusT MEIULUUHCKON
OpraHU3alUH.

B cinydyae mnocTtaBKM JIEKapCTBEHHBIX IIPENApaToB, NPEAHA3HAYCHHBIX IS
nocliieayronieil peaauzannu 000co0JEHHBIMU MOAPA3ACICHUSIMU, PACIIOJIOKEHHBIMU B
CEJIBCKHUX MOCEJIEHUSIX, B KOTOPBIX OTCYTCTBYIOT alITEYHbIE OPraHU3al|H, I10 JOTOBOPY
KOMHCCHUH, CBEIEHUSA O MPHUEMKE JIEKAPCTBEHHBIX MpenapatoB BHociATcsa B PIUC
MJUJIII OTBETCTBEHHBIMU COTPYAHHMKAMHU TOJIOBHOW MEIUMLIMHCKOM OpraHHU3alluv B
BBIIIEYKA3aHHOM MOPSIAKE.

Y6eauBIIKCh B TOM, UTO MOCTaBJICHHBIE JIEKAPCTBEHHBIE MTpenapaThl HAXOASATCS
no ganaeiM OT'UC MJIIT Ha GamaHce roJIOBHOM MEIUIIMHCKOW OpraHU3alluy WM
000COOJIEHHOTO  MOJpa3JeeHUs] MEAMIIMHCKON OpraHu3aliud, OTBETCTBEHHbIC
COTPYAHUKHM YKa3aHHOM MEIMIIMHCKOW opraHu3amuu BHocAT B PI'MC MJUJIII
CBEJICHUS O pacPOPMUPOBAHUH MOCTYNUBIIECH TPAHCTIOPTHOM YIAaKOBKH, COIEpKAIIIeH
JeKapcTBEHHblE mpenapaTbl, Mo cxeme 912 wumum cBegeHUs 00 U3BATHH U3
TPAHCIIOPTHOW YIIAKOBKM BTOPHUYHBIX YIIAKOBOK JIEKAPCTBEHHBIX IPENApaToB IIO
cxeMe 913 g obecriedeHus JanbHEWIIETO BBIBOJA M3 000pOTa KaKJOW €IMHUIIBI
ToBapa. IIpy HaIM4YMK HECKOJIBKUX YPOBHEH BIOKEHHOCTH YIIAKOBOK JIEKAPCTBEHHBIX
openapatoB B TPAaHCIOPTHYK)  YIAKOBKY M3bATHE BTOPUYHBIX  YIIAKOBOK
JIEKapCTBEHHBIX IPENapaToB U3 TPAHCIOPTHON YITaKOBKH HEOOXOIUMO OCYLIECTBIIATh
OT BBILIECTOSIIETO YPOBHS K HMKECTOALIEMY, OTPa)Kas ONEpPaLUIO I KaXIO0TrOo U3
ypoBaeil B OI'IC MJIJIIIL.

Cpoxk momauum cBeaeHur B PI'MC MJUIII o mnpuemMke jeKapCTBEHHBIX
IIpenapaToB, CBEICHUN O EPEMELICHUN JIEKAPCTBEHHBIX IIPENapaToB MEXAY MECTAMHU
OCYILIECTBJICHMS JACSITEIbHOCTH, CBEICHUI O pachOopMHpPOBAaHMM MOCTYNHUBIIEH
TPAHCTIOPTHOM YMAKOBKM W CBEIEHUH 00 H3BATUU U3 TPAHCIOPTHON YIIAKOBKH
BTOPUYHBIX YIAaKOBOK JIEKAPCTBEHHBIX MpenaparoB — 10 30 pabounx AHEH.

2.2 BeiBog u3 000pOoTa MapKUPOBAHHBIX JIEKAPCTBEHHBIX MpENnapaToB IIpH
OKa3aHUU MEIUIIMHCKON ITOMOIIH.

[lepenaya cBeneHMil 0 JIEKAPCTBEHHBIX MpeMaparax, BbIBEACHHBIX U3 000pOTa
000COOIEHHBIMY TTOAPA3ACIICHUSIMH METUIIMHCKON OpraHu3aluy, He 00eCTIeYeHHBIMU
JOCTYNIOM K WH(OPMAlIMOHHO-TEIEKOMMYHUKAIIMOHHON cetu «HTepHeT», mpu
okazaHuu MeaunuHckon nomomu, B OI'UC  MJJII  ocymecTBisercs
OTBETCTBEHHBIMHU COTPYAHUKAMU TOJIOBHOW MEIUIIMHCKON opranu3anuu. CooOuieHus
dbopmupyrotTcsa ¢ ucnonb3oBanuem (pynkuuonasa OI'MC MJIIT no cxeme 531 Ha
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OCHOBaHHUH OTYETHOCTH 000COOTIEHHOT0 MOAPA3ACICHHUS METULIMHCKOW OpraHu3alliH,
colepxaiied MHGOPMAIMI0 O CEpUHHBIX HOMEpax YHAKOBOK JIEKAPCTBEHHBIX
[penaparoB, HCMIOJIb30BAHHBIX NPH OKa3aHUM MEAUIMHCKOH MMOMOIIH, C
00s3aTeNbHBIM yKa3aHUEM B Xml-TOKyMEHTe HJEeHTU(UKATOpa MecTa AeATEIbHOCTU
000C00JICHHOTO TIOAPA3IeICHUs MEIUITMHCKONW OpraHU3alliH.

Cpox nonauu cseaennii B ®I'IC MIJIII o BeIBOAE M3 000pOTa JIEKAPCTBEHHBIX
MpenapaToB MPU OKa3aHUU MEIUIIMHCKON moMoiu — 10 30 pabouux aHei.

2.3 BeiBog u3 000poTa MapKUpPOBAaHHBIX JIEKAPCTBEHHBIX MPENapaToB IMPHU
OTIyCKe OECIJIaTHO MO PELeNTy Ha JIEKapCTBEHHBIN Mpemnapar.

[lepenaua cBeneHuil 0 JIEKAPCTBEHHBIX IMpenaparax, BHIBEICHHBIX U3 000pOTa
000CO0JICHHBIMU TOJIPA3/ICICHUSIMUA METUIIMHCKON OpraHu3aIiuu, He 00eCTIeUeHHBIMU
JTOCTYNIOM K WH(OPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON cetu «HTepHeT», mpu
OTIyCcKe OecCIiaTHO MO pelenTy Ha JekapcTBeHHbIH mpemnapat, B OI'IC MJJIIT
OCYIIECTBIIAETCA  OTBETCTBEHHBIMU  COTPYJAHUKAMH  TOJIOBHOM  MEIMILIMHCKOU
opranuzaiuu. CooOmenus popmupyrores ¢ ucnoib3oBanueMm (Gynkimonana OI'UC
MJIJIIT o cxeme 521 Ha OCHOBaHWUM OTYETHOCTH OOOCOOJIEHHOTO IMOJpa3/ICICHHUS
MEJUIIMHCKON OpraHu3aluy, cojepraiieidd WHQopMamuioo o CEepUMHBIX HOMEpax
YMaKOBOK JICKAPCTBEHHBIX IpEenapaToB, OTMYIICHHBIX OECIJIAaTHO IO pelenTy, ¢
00s13aTeNTbHBIM YKa3aHHeM B Xml-ToKyMeHTe uieHTH(]HUKAaTOpa MecTa JEeSATEIbHOCTH
000C00JICHHOTO TIOAPA3/IEICHUS MEIUITUHCKON OpTaHN3aIlHH.

Cpoxk nogauu ceenenuii B ®I'MIC MJIJIIT o BeiBoe U3 000poTa JIeKapCTBEHHBIX
mpenapaToB MpH OTIYCKE OECIIaTHO MO PEIeNnTy Ha JEKapCTBEHHBIN Mmpermapar — 10
30 pabouux gHEH.

2.4 BeiBog u3 000poTa MapKUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB MpH
OCYLIECTBIICHUU PO3HUYHOM TOPrOBIIM JEKAPCTBEHHBIMU IIpenapaTaMu, B TOM YHCIIE
OTIYCK JIEKAPCTBEHHBIX MPENAPAaTOB CO CKUAKOM MO PELEenTy Ha JIEKapCTBEHHBIE
Mpenaparsl.

[lepenaua cBeneHui 0 JEKAPCTBEHHBIX IMpenaparax, BHIBEJCHHBIX U3 000poTa
000COOIEHHBIMHY MTOAPA3ACIICHUSIMH METUIIMHCKON OpraHu3aluy, He 00eCTIeYeHHBIMU
JOCTYNIOM K WH(OPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHON cetu «/HTepHeT», mpu
OCYILIECTBIICHUM PO3HUYHOM TOPIOBJIM, B TOM YHCIE OTIYCKE JIEKapPCTBEHHBIX
MpenapaToB CO CKUAKOM MO pelenTy Ha JeKapcTBeHHbI npenapat, B ®T'IC MJIT
OCYILIECTBIISIETCS.  OTBETCTBEHHBIMH  COTPYJHUKAMU TOJOBHOW  MEAUIMHCKOM
opranuzanuu. CooOuienusi popMupyrorest ¢ ucnoiibzoBanueMm (ynkiumonana GI'MC
MJJIT o cxeme 511 Ha OCHOBAaHMHM OTYETHOCTH OOOCOOJEHHOIO MOJPa3/ICIICHUS
MEJIUIIMHCKOM OpraHu3alvy, CcojepKalledl HHPOpMAIUI0 O CEPUMHBIX HOMEpax
peaau30BaHHBIX (OTIYIIEHHBIX CO CKUJKOW MO PELEeNTy) YHAaKOBOK JIEKAPCTBEHHBIX
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IpenaparoB, ¢ 00sA3aTeNIbHBIM yKa3aHUeM B Xml-IOKyMeHTe naeHTU(UKaTopa MecTa
IESTEILHOCTH 000COOJIEHHOTO MOAPA3IEICHNsI MEIULUHCKON OpraHu3aluy.

Cpox nonauu cseaennii B ®I'IC MUJIII o BeIBOAE M3 000pOTa JIEKAPCTBEHHBIX
IpenaparoB IMpU OCYIIECTBIECHUU PO3HUYHOW TOPrOBIM, B TOM YHUCIE OTIIYCKE
JIEKapCTBEHHBIX MPENapaToB CO CKUJKOW MO pelenTy Ha JIEKapCTBEHHBIN MpenapaT —
10 30 pabouux IHEH.
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