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1. TepMuHBI U COKpALLICHUSA

Tepmun/Coxpaienue Omnpenenenue

JAPY Jlepxareinb PEruCTpaliMOHHOIO YAOCTOBEPEHUA
JIEKAPCTBEHHOTO Ipernapara

Bropuunas VYnakoBKka, TOCTyMArOIas K MOTPEOUTEIIIO U CITy>Kalas

(motpebutenbckas) JUISL pa3MEUIeHUs] €IUHUYHOW TEePBUYHON YMAKOBKH

ylaKoBKa JIEKapCTBEHHOTO Mpernapata WId  O00beIUHSIOMAs
HECKOJIbKO TIEPBUYHBIX YMNAaKOBOK JIEKAPCTBEHHBIX
npenapaToB

ECKUJIIT EnuHblll  CTPYKTYpPUPOBAHHBIM  CIIPABOYHMUK-KATAJIOT
JIEKAPCTBEHHBIX MPENAPATOB

NHauBuayanbHbIN Hudposas WIN OykBeHHO-1IMpoBas

CEepUIHBIN HOMED | ITOCJIEA0BATEIBHOCTD

TOPrOBOW €UHULIBI

Nnentuduxarop [Ipedpukc kona SSCC, mpencrapisomuii co6oi Habop

[IPUMEHEHUS u3 2 wiu Oojiee 3HAKOB, PACIOJIOKEHHBIH B Hayaie
JJIEMEHTHONM CTPOKHM M OJHO3HAYHO OIpPEHEISIIOINI
Ha3zHaueHHUe U Qopmar Mojs JaHHBIX, CAEAYIOUIETo 3a
npeuKcomM

KKT KoHTponbpHO-KaccoBas TEXHUKA

Kon DataMatrix

VYHukanpHas MOCIIEIOBATENBHOCTh CUMBOJIOB,
NpeICTaBleHHAs B MallMHOYMTAaeMOW ¢GopMe HIU C
UCIIOJIb30BAHUEM  HMHOIO0  CpeACTBa  (TEXHOJIOTHM)
ABTOMATUYECKOW MACHTU(DUKAIINHN, KOTOPasi HAHOCUTCS
Ha YIMAKOBKY JIEKAPCTBEHHBIX MPEMapaToB METOJAMH

IICYaTH UJIN STUKCTUPOBAHUA

Mecto ocymiecTBineHusi | Mecto  OCyIIeCTBICHUS  JCATEIBHOCTH  CyOBeKTa

NEeATEeNIbHOCTU oOpamieHusi JIEeKapCTBEHHBIX CPEACTB — pPE3UICHTA
Poccuiickonn ~ ®depepaumu  COrJIaCHO — JIMILICH3UU
(MpoOu3BOACTBO JI€KapCTBEHHBIX CPEACTB,
dapmanieBTHYECKasT JIEATEIBHOCTh W MEIUIIMHCKAS
NEeATENbHOCTb, NEeATEeNbHOCTD 1o obopoty
HApPKOTUYECKUX CPEJICTB U MICUXOTPOIHBIX BEIIECTB)

(0l0JI | Omnepatop GpUCKaTBbHBIX TaHHBIX

O6patHbiii  mopsinok | [lopsiiok mpueMKU JEKapCTBEHHBIX MpPENnapaToB, MpH

aKIeNTOBaHUs KOTOPOM MOJy4aTesieM PETHUCTPUPYIOTCS CBEICHHS O

IIPUEMKE JIEKAPCTBEHHBIX IpenapaToB Ha CKiad, a




IMOCTaBIMUKOM OCYIICCTBIISACTCA MMOATBCPIKACHNUC

CBEICHMUU O IMPHUCMKC Ha CKJIad IMMOKYIIAaTCIIA

ITonyyarens YyactHuk 000pOTa, OCYIIECTBISIOUMNA IPHUEMKY
JIEKAPCTBEHHBIX NPENAPATOB

[TocTaBmuk VYyactHuk o00opoTta, 000pOTa, OCYIIECTBISIONINI
NIOCTaBKY JIEKAPCTBEHHBIX MPENapaTOB

ITpsamoit nopsAaoK | Ilopsaioxk NpUEMKH JIEKApCTBEHHBIX IIPENaparoB, IPHU

aKLENTOBaHUS KOTOPOM IOCTaBIIUKOM PETHCTPUPYIOTCS CBEACHUS 00
OTTpy3Ke JIEKAPCTBEHHBIX NPENapaToB MOJy4aTellto, a
NOJIy4aTeNeM OCYILIECTBIISIETCS MOATBEPKICHUE
3apEruCTPUPOBAHHBIX MOCTABIIMKOM CBEACHUH 00
OTTpYy3Ke

Py PeructpaunoHHOE  yAOCTOBEPEHHE JIEKAPCTBEHHOTO
npenapara

PO Perucrparop smuccun

TpeTuunas I'pynmoBast ynakoBka, MCHOJIb3yeMas JJIsI XpaHEHMS,

(TpancnopTHas) NIEPEBO3KHU U NIEPEMEILEHHUS JIEKAPCTBEHHOT O IIpenapara

ylHakKoBKa MEXAy CyObekTamMu oOpamieHus JeKapCTBEHHBIX
CpPEACTB

TYC ToBapHO-yuyeTHas cucrema

VYyacTHUK obopota | CyObekT oOpalieHus JIeKapCTBEHHBIX CPEJICTB,

TOBapoOB IOpPUINYECKHE JINIA U UHAUBHUIYaJIbHbIE
NpeANPUHUMATENH, OCYIIECTBIISIIOLINE MPOU3BOICTBO,
XpaHeHue, BB0o3 B Poccuiickyto denepanuro, OTIIYCK,
peanuzaiuio, nepeaavyy, IpUMEHEHUE U YHUUTOKEHHE
JIEKApCTBEHHBIX MPENAPATOB

OI'MC MJIIT denepanpHas TOCyIapcTBEHHAS HH(POpPMAIMOHHAS
CHCTEMAa MOHUTOPUHTIA JBUKEHUS JIEKAPCTBEHHBIX
IIPENapaToB Uil MEAULIUHCKOTO IPUMEHEHUS

API Application programming interface, onmucanue
croco00B B3aUMOICHCTBUS KOMITBIOTEPHBIX MPOTPAMM

DrugCode (ko | YHUKANbHBIA KOJI IEKAPCTBEHHOI'O Mpernapara,

JIEKaApCTBEHHOT O OJIHO3HAYHO MJICHTU(DUIIUPYIOLINI IEKapCTBO

npenapara B ECKJIII) | cormacHo ¢opme BbITTycKa, JO3UPOBKE, IIEPBUYHOM,
BTOPHUYHOM YITAKOBKE M U3TOTOBUTENIO TOTOBOU
JIEKapCTBEHHOU (OPMBI

GTIN Global Trade Item Number, yHHKaIbHBIA KOJI,

IIPUCBAaNBAEMBbII TPYIINE TOBAPOB MPU WX OMUCAHUU B




MH(OPMAIIMOHHOM pecypce, 00ECIeUnBaIOIIEM YUET U
XpaHEHHE JIOCTOBEPHBIX JaHHBIX O TOBapax IO
COOTBETCTBYIOIIEH TOBAPHOU HOMEHKIIATYPE

SGTIN

YHUKaJIbHBIN UACHTU(PUKATOP BTOPUYHOU
(MOTpeOUTETHCKOM) YIAaKOBKH JIEKapCTBEHHOTO
npenapata (B cliydae €€ OTCYTCTBUSA - TEPBUYHOU
YIIAKOBKH JIEKAPCTBEHHOIO Mpenapara), popmMupyeMblit
nyTeM noOaBiieHus K rJ1I00aJIbBHOMY
UACHTU(PUKALMOHHOMY HOMEpPY TOPrOBON €IUHUIIBI
UHAUBUAYATBHOTO CEpUHHOTO HOMEpa TOProBOM
€IMHUILIBI

SSCC

Serial ~ Shipping  Container  Code,  cpencTBo
UACHTU(PUKALIUH IPYIIIOBOM YIIaKOBKH,
JIEKAPCTBEHHBIX MPENAPATOB, YHUKAIbHAS IS KaKI0N
OTJICJIbHOM TPEeTUYHOW (TPAHCMOPTHOM) YMAKOBKH
JIEKapCTBEHHOTO TMpernapara KOMOWHAIMS CHUMBOJIOB,
IPEAOCTABJIEHHAS B BUJI€ IMHEWHOTO IITPUXOBOTO KOAA




2. HazHayeHue JOKYMeHTA

JlaHHBIA JOKYMEHT IPEJCTaBIsAET COO0M CBOJ METOAUYECKUX PEKOMEHIalui
UIsl  CyOBEKTOB OOpallleHusi JIeKapCTBEHHBIX CPEACTB  (AUCTPUOBIOTOPOB,
MEIUIMHCKUX YUYPEKIEHUH M anTeuHbIX OpraHu3aluii) mo paboTe B CHCTEME
MOHUTOPUHIA JBWKEHHS JIEKADCTBEHHBIX IMPENapaToB I MEIULHMHCKOIO
npumenenus (nanee — OI'MMC MIJIIT) B mepexonHbId MEpHOMa, a TakkKe IOCIe
cTapta 00g3aTeIbHON MAapKUPOBKHU JIEKapCTBEHHBIX NpenapaToB 1 utomns 2020 roga.

JIroOble (u3MUeckue AEeUCTBHS, OCYIIECTBISIEMbIE C JIEKAPCTBEHHBIMU
npenapataMu cyObeKTaMHu OOpalieHus JIEKapCTBEHHBIX CPEICTB Ha BCEX 3Tamax
TOBApOIPOBOJIAILEH LIENH, AOTKHBI ObITh oTpaskeHbl B OT'MC MJITL.




3. O0mas napopmanus

3.1.0Onucanue koxa DataMatrix. Hanecenne Ha ynakoBky. CUuThIBaAHUE
KojAa

Kon DataMatrix B o0mem ciydyae MpeACTaBIsSeT COO0OW JBYMEPHbIN
MAaTPUYHBIN MITPUXKOJ, TPEACTABISIOMMNN c000M uYEpHO-OENble SJIEMEHTHl WU
AJIEMEHTBI HECKOJIBKUX PA3IMYHbIX CTETIEHEH sIpKOCTH, 0OBIYHO B (pOopMe KBajpara,
pa3MEILEHHBIE B IIPSMOYTOJIBHON UIIM KBAAPATHOM rpymne. MaTpuyHbIN IITPUXKO/
IIpEHAa3HAYCH Il KOAUPOBAHUSA TEKCTA WIM JAHHBIX APYTUX TUIIOB.

Kon DataMatrix JsiekapcTBEeHHOro TMpemapara COACPKUT B cede KPUITO-
3aIIUIICHHBIM KOJ MapKUPOBKU U BU3YaJbHO MPEACTABISET COOOM JIBYXMEPHBIN
MaTPUYHBIN KO, pa3eieHHbIN Ha 4 OJTUHAKOBBIC 30HBI.

OtnuuutenbHbiMU uepTamMu koza DataMatrix ot mpuBbiunoro QR-kona
ABJIIETCS OTCYTCTBHE 3-X KBAJpaTOB IO YIJIaM U300pakeHHs! U Hajauuue L-muHun
10 MPaBO# M HIKHEH rpanunam. [lpumep A cpaBHEHUs NMPEACTABICH Ha PUCYHKE
(Pucynok 1).

TR T I

mEh
e e

DataMatrix - Ko

Pucynox 1

Kox DataMatrix, HaHeCeHHBIH Ha YITAKOBKY JICKAPCTBEHHOTO ITperapaTa UMeeT
pasMmepHOoCTh 36x36 Moayned u comepkuT B cebe wuHPOpManuio 00 Kojae
MapKUPOBKH JICKAPCTBECHHOTO TIperiapaTa, v BKIOYACT 4 TPYIIIHI TaHHBIX:

1 — rmoGanbHbI MAeHTHPHUKAIHOHHBIN HOMep ToproBod enuHunbl (GTIN),
cocrosiuit u3 14 nudpoBEIX CHMBOJIOB;

2 — MHAVBUAYaJbHBIA CEPUITHBI HOMEP TOPTOBOM €TMHUIIBI, COCTOSIIHHA 13 13
CUMBOJIOB IU(PPOBOH Wi OYKBEHHO-IIU(DPOBOIT OCTIEA0BATEIIEHOCTH;

3 — KJIF0Y MMPOBEPKH, Mpe1ocTaBiIsseMblii OriepaTopoM CUCTEMBI, COCTOSIINN 13
4 cuMBOJ0B IU(PPOBOK UM OYKBEHHO-IIU(DPOBOM MOCIEAOBATEILHOCTH;



4 — 3HayeHue Koja MPOBEPKH, cocTrosiiee U3 44 cUMBOJIOB LUGPOBON WU
OYKBEHHO-IIU(PPOBOU MOCIEIOBATEILHOCTH.

BaxxHo TOMHUTBH, 4YTO Ha PBIHKE MOIYT BCTpPEUAThCS JIEKAPCTBEHHbBIC
npernapaTbl MMCIOIIKME Ha CBOCH yIaKOBKE pa3inyHble BUABI KojmoB DataMatrix,
HAaHECEHHBIE /10 BBOJIa 00s3aTEILHON MapKUPOBKY JIEKAPCTBEHHBIX MPENapaToB.

Takumu komam DataMatrix MoryTt ObITh:

® KOJbl MAPKUPOBKH JAPYTUX CTpaH (0€3 KPUMITO3ALHUTHI);

e xompl Data Matrix, coxepikamue KoOIbl MapKUPOBKH Poccuiickoit
@denepaniii, HO BBINYIIEHHBIE B MOMEHT IMPOBEICHUS JIKCIEPUMEHTa IO
MapKHpPOBKE JICKAPCTBEHHBIX MpEmapaToB CPeACTBAMU HACHTU(DUKAIIUH,
npoBojumoro ¢ 1 ¢gespans 2017 r. mo 31 nexabpst 2019 r.:

e Jpyrue Koasl DataMatrix, HAHOCUMBIE TTPOU3ZBOAUTEIIIMU B MAPKETHHT OBBIX
Y WHBIX LEJISIX.

3.2.Ilpumepsnl kogoB DataMatrix u UX OCHOBHBIE OTJINYMS

e DataMatrix 0e3 KpHUIITO3AMMUTEI HMMEET pa3MEpPHOCTh 26x26 Moaynei
(Pucynok 2) u MeHee U HEe MMEET pa3jiejicHUs Ha 4 30HBI (IPyrue CTpaHbl U
DataMatrix, HaHOCHUMbIE€ B MAPKETUHTOBBIX HENSX).

Pucynok 2

e DataMatrix ¢ KpunTO3amUTON 88 CHUMBOJIOB MMEET pa3MepHOCTh 44x44
monyiist (Pucynok 3) u 6osee (JIeKapCTBEHHBIC MPENapaThl ¢ TAKUMH KOJIaMU
BBITYCKAINCh B paMKaxX HKCIEPUMEHTa M0 MapKHUPOBKE JIEKAPCTBEHHBIX
npenapartoB ¢ 1 ¢espans 2017 1. mo 31 gexadbps 2019 1.).



Pucynok 3

HeKapCTBCHHBIC npemnapaTtel ¢ TaKUMHU KOJaMHW MOIYT 6CCHpeH${TCTB€HHO
O6paH_IaTBC$I Ha PBIHKE 10 UCTCUCHHUA X CPOKa rOJHOCTH.

CraTyc K0Ja MapKMPOBKH MOXHO OIPEIEIUTh MOCPEICTBOM CKAaHUPOBAHMS
koma DataMatrix MOOWIBHBIM  NpUIOXKeHHEM  «UeCTHBIH  3HAK» WM
dhopmupoBanuem 3arpoca B cucremy OI'MC MJJIIT.

DataMatrix HaHOCWTCS Ha BTOPUYHYI (NOTPEOUTEIBCKYIO) YIAKOBKY
JIEKapCTBEHHOTO MpernapaTa, a B cliydyae €€ OTCYTCTBHS — Ha IIEPBUYHYIO YIIAKOBKY
JEKapCTBEHHOTO IIpernapara IMPOM3BOAMUTEIEM JIEKApCTBEHHOIO Ipernapara.
Nudopmanus, 3amundpoBaHHas B KoJe MapKUPOBKE, Kak MpaBuio, 1y0iaupyercs B
yesoBeKo-unTaeMoM Buje. [IpuMep HaHeceHus yenoBeKo-uyuTaeMoil nHpopManuu
Mpe/ICTaBIeH Ha pucyHKe (PucyHok 4).

GTIN: 04603988015224
SER: 1108J5J214I8E
LOT: 20919

EXP: X 23

Pucynoxk 4

Hcnonw3ys xon DataMatriX, cyObekT oOpaieHus JISKapCTBEHHBIX CPEJICTB B
paMKax OCYIIECTBICHUS OIepaluidi C JICKapCTBEHHBIMH TMperapaTaMi HMEET
BO3MOXXHOCTh OCYIIECTBIISITh IPUEMKY, TIEPEMEIIICHUE U TIepeaady JEKapCTBEHHBIX
MpemnaparoB, BBIBOA M3 000pOoTa W JApyrHe OIepanuud C JEKapCTBEHHBIMU
npenapaTtaMu Il MEIUITMHCKOTO MMPUMEHEHHUs, 00eCIeunBasi MPOCIeKUBAEMOCTh
JBUKEHUST JIGKAPCTBEHHOTO TIpermapaTta IO BCEH TOBAapPOMPOBOJISINICH IIETH.
[TogpoGHee o mporeccax mprueMa-fnepeadd ToBapa yaacTHUKaMu 060pOoTa OMHCAHO
B paszjene: [Ipoiiecchl ABMKEHUS TOBapa MKy KOHTPAreHTAMM.
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3.3.0nncanue koga SSCC. Hanecenne Ha ynakoBky. CUMTbIBaHHE KOJA

Kon SSCC npencransier codoii iuppoBoid HoMep PUKCUPOBAHHOM JUIMHBI B
18 3nakoB. Buzyansno SSCC npeacrasisieT co0oii TMHEHHBIN IITPUXOBOM Ko1. Ero
OTJIMYMEM OT APYTrUX JIMHEHHBIX IITPUXOBBIX KOJOB SIBIISIETCS HCIIOJIB30BaHUE
unentudukaropa npumeHerus — «(00)», pacmosoKEHHOTO HEMOCPEACTBEHHO
nepea HomepoM koja. [Ipumep npeacrasieH Ha pucyHke (PucyHok 5).

MR

(00)146054690000000283
Pucynok 5

Kon SSCC naHocuTcs mpoW3BOIUTENIEM WM MOCTABIIMKOM JIEKAPCTBEHHBIX
NpernapaToB Ha TPAHCIOPTHYIO YIaKOBKY. TpaHCIOPTHOW YIaKOBKOW MOXET
CIIY’)KUTh 3aBOJICKOH KOPOO WM MaJijIeTa.

Ucnonszys kom SSCC, ydacTHHUK 00OpoTa TOBAapOB HMMEET BO3MOYKHOCTH
OCYIIIECTBIIATh TPHEMKY M Tiepelady JIeKapCTBEHHBIX IIpernapaTtoB, B paMKax
B3aWMOJICUCTBUS C APYrUMHU KOHTpareHtamu. [logpoOHee o mporeccax mpuema-
nepesiauy ToBapa y4acTHHKaM# 000poTa OMUCAHO B pasfesne: [Iporiecchl IBMKEeHNS

TOBapa MEXKJAY KOHTpAarcHTaMu.

Onrcanue MpoIECCOB arperupoBaHus (OOBEAWHEHUS) W pa3arperupoBaHUS
(pachopmupoBaHusi) TPAHCIOPTHOW YHNAKOBKH IMPEACTABICHO B CIEIYIOIIEM
pasznerne.

[Tpu HaneceHuu cyObEKTOM OOpaIeHus JeKapCTBEHHBIX cpeacTB koga SSCC
Ha TPAHCIOPTHYIO VYMAaKOBKY (kopo® wu(uiu) mamiery) mais ynoOcTBa ero
MOCJICYIONIETO TOUCKAa JAPYTMMHU CyOBEKTaMHu OOpalieHus JIeKapCTBEHHBIX
CPEICTB, PEKOMEHIyeTCsl TToMedaTh Hakielky ¢ kogoM SSCC momoaHUTEIbHBIM
uncHTudukaropoM (Harmpumep, u3obpakenneM koma DataMatrix) wim TexcTom
(«Mapxupoka» wiu «MJIJIIT»).

JI71s1 CHUYKEHUSI BpEMEHHU MOMCKa U y100CTBa CUMTHIBAaHUSA HA KOPOO (MasuieTy)
PEKOMEH1yeTCsl HAHOCUTD JIB€ 3TUKETKH ¢ KoJoM SSCC Ha coceHrEe BEPTUKATIbHbBIC
ctoponbl. Ilomemare kopoO Ha mnamiere ciueayeT Tak, 4ToObl kKojm SSCC
pacrionarajicsi Ha Hapy»KHOM CTOpOHE, TOMyCKasi €ro CYUThIBAHUE.
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Taxxe, BO u30eKaHHE COBEPILICHHUS OIIMOOK TMpPU CUMUTHIBAHUU, HE
pPEKOMEHyeTCSI HAHOCHUTh JPYTHUe BUJBI JOTUCTUYCCKUX KOJOB, HA TE )KE€ CTCHKHU
Kopoba (maseTsl), uto ¥ KoJsl SSCC uiii B X HEMOCPEICTBEHHON OJIM30CTH.

3.4.ArperupoBaHue U pazarperupoBaHue TPaHCIOPTHOM YIIAKOBKH

ArperupoBaHre — TpolecC OO0BEAUHEHHS CYOBEKTOM  OOpallleHHs
JIEKapCTBEHHBIX CPEJCTB YMAKOBOK JIEKAPCTBEHHBIX MpeEnapaToB Ha JIIOOOM 3Tare
oOpalleHus JIEKapCTBEHHbBIX IPENapaToB B IPYNIOBYI0 YHAKOBKY C HaHECEHHEM
COOTBETCTBYIOLLIETO TPYNIOBOTO KOJAa TPETUYHOW (TPAHCHOPTHOM) YIaKOBKH
JIeKapCTBEHHbIX mpenapatoB U ¢ coxpaHeHuem B OI'IC MIJIIT undopmanmu o
B3aMMOCBSI3U CPEJICTB HUACHTHU(PUKALMKM, HAHECEHHbIX Ha TMOTPEOUTETHCKUE
YIaKOBKH JIEKAPCTBEHHBIX MPENapaToB (B CIyyae OTCYTCTBUS MOTPEOUTETHCKUX Ha
NEPBUYHBIX YMAaKOBKaxX), C TPYNIOBBIM KOJOM TPETUYHON (TPAHCIOPTHOM)
YIaKOBKH JIEKAPCTBEHHBIX MPENAPATOB CO34aBAEMON IPYNIOBOM YITAKOBKHU.

AI‘peI‘I/IpOBaHI/Ie npeamnojaracT BO3MOKHOCTb HAJIWYHA JF000T0 YPOBHA
BJIOJKCHHOCTH YIIAKOBOK:

® arperupoBaHHe MEPBOrO YPOBHS — OOBEAUHEHUE MEPBUUYHBIX U BTOPUUHBIX
YIIAKOBOK JICKAPCTBEHHBIX TIPEMapaToB B TPETUUYHYIO (TPaHCHOPTHYIO)
YIIaKOBKY;

® arperupoBaHHe€  BTOPOTO  YPOBHS  —  OOBEIWHEHHE  TPETUYHBIX
(TpaHCIIOPTHBIX) YIIAKOBOK B IPYTYIO TPETUYHYIO (TPAaHCTIOPTHYIO) YIIAKOBKY
BBIIIECTOSIIIETO YPOBHS BIIO)KEHHOCTH.

ArperupoBaHue MOKET BBITIOJTHATHCS CyOBEKTOM oOpareHus
JICKApPCTBEHHBIX CPEJCTB Ha DPA3IMYHBIX dTanax IPOW3BOJCTBCHHOTO IMKJIA U
000poTa JIEKapCTBEHHBIX MIPETIapaTOB.

Jlns  arperupoBaHUs ~ YYaCTHHKY 000pOoTa HEOOXOJMMO  BBIITOJIHHUTH
CIEIYIOIIME NCUCTBHUS:

1. YaocTtoBepuThCs B TOM, YTO YHMAKOBKH JIEKAPCTBEHHBIX MPEMapaToB,
comepxkamue yHHKanbHbie uaeHTHGUKaTOpel SGTIN, KkoTOpbIE
YY4aCTHHUK 000pOTa TUTAHUPYET arperupoBaTh, HAXOMSTCS TO JTaHHBIM
OI'MC MUJIIT y Hero Ha OanaHce.

2. ArperupoBaTh YIaKOBKH JIEKAPCTBEHHBIX MIPEMapaTOB B TPAHCIIOPTHYIO
ynakoBky u 3apeructpupoBatb B DPI'MC MJUIIT cBenenuss o0
arperupoBaHUN YIIAKOBOK JICKAPCTBEHHBIX TPEMAPATOB B TPETUUHYIO
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(TpaHCIIOPTHYIO) ymakoBKy (cxema 911! nmormueckoit Mmomenu ¢aiinos
oomena OI'MC MJUJIII), ucnonb3ys mia nepenadyd uHGOpMaIUU
nokymeHT B ¢opmare Xml. B mome «SSCC» xml-mokymeHTa moimKeH
ObITh ykazaH koJ SSCC TtpancnoptHoi ynakoBku. B mone «SGTIN»
Xml-mokyMeHTa  HEOOXOAMMO  TEPEYUCIHTh BCE  YHUKAIbHBIC
UICHTU(UKATOPHl YIaKOBOK JIEKAPCTBEHHBIX MIPENapaTroB, KOTOPHIE
OBUTH arperupoBaHbl B TPAHCIIOPTHYIO YITaKOBKY.

3. ArperumpoBaTh BO MHOXECTBO  TPAHCIOPTHBIX  YMAaKOBOK U
3apeructpupoBatb B ®I'MC MJJIIT cBenenust o0 arperupoBaHUU BO
MHOXKECTBO TPETUYHBIX (TPAHCIOPTHBIX) YMAKOBOK (cxema 915
noruyeckoit moaenu ¢aitioB oomena GI'MC MIJIIT), ucnonb3ys s
nepenayn uHpopmaimu A0kymMeHT B ¢opmare Xml. B mone «SSCC»
Xml-mokymeHTa He00X04MMO yka3ath kobpl SSCC BceX TpaHCIOPTHBIX
ynakoBok. B mosnie «SGTIN» xml-noxymeHTa HE0OX0AUMO TIEPEUUCITUTh
BCE YHHKQJbHbIE WACHTH(PHUKATOPHI  YMAKOBOK  JIEKAPCTBEHHBIX
IpernapaToB, KOTOPbIEe OBLUIN arperdupoBaHbl B KAXKIYIO TPAHCIOPTHYIO
YIIaKOBKY.

4. Jlns arperupoBaHUsl TPETHYHON YNAKOBKM IIEPBOTO YpPOBHSA B
TPETUYHYIO YIaKOBKY BTOPOTO YPOBHS M BbIIIE HEOOXOIHUMO
IPOM3BECTH  AHAJIOTMYHBIE JEWCTBUA C  YKa3aHUEM  IEepedHs
arperupyemsbix ynakoBok SSCC.

Jomyckaercsi JOMOJHUTEJIbHOE BJIOKEHHE MOTPEOMTEIbLCKUX YNAKOBOK
JIGKapCTBEHHBIX TMpernapaToB B TPETUYHYIO YHAaKOBKYy. JlaHHas omnepaius
NpUMEHSIETCS KaKk B Ciydyae JOYKOMIUIEKTOBaHUS TPETUYHOM  YINAKOBKHU
BTOPUYHBIMH (TIOTPEOUTEIIBCKUMH) U TPETUYHBIMHU YITAaKOBKAMH JIEKApPCTBEHHBIX
MpernaparoB, Tak U B Clly4ae MEepeMEIIeHHs] YIIAaKOBOK JIEKAPCTBEHHOI'O Mpemnapara
W3 OJHOW TPETUYHOM YIIAKOBKH B JIPYTYIO.

BiioxkxeHue ynakoBKHM JIEKQPCTBEHHOI'O IIpErapara MOKET BBIIOJHITHCS
CyOBEKTOM OOpalieHus JEKapCTBEHHBIX CPEICTB Ha PA3NIMUYHBIX dTamax obopora
JIEKapCTBEHHBIX IIPEIApPATOB.

JIJIst TOTIOTHUTENBHOTO BJIOKEHHSI YIIAKOBOK YYaCTHHKY 000pOTa HE0OX0IUMO
BBITIOJIHUTH CIEAYIOIINE JCUCTBUSA:

1. YaocTtoBepuTbcsi B TOM, YTO YHAKOBKHU JIEKAPCTBEHHBIX IPENAPATOB,
comepxkamue yHUKanbHbIe uaeHTHGUKaTOpel SGTIN, KoTOpHBIC

! 3nece W manee MO TEKCTYy MPHBEIEHBI HOMEPA CXEM, HCIONB3YFONIMECS JUI MOATOTOBKM XMI-10KyMEHTOB,
Y4YacTBYIOLIMX B IIporecce oOMeHa HH(pOpMaIei TOBApHO-yUETHBIX CHCTEM y4acTHHKOB obopota u ®T'IC M/JIII.
IlonHelil nepedyHeM cxeM, a TaKKe UX HaUMEHOBaHMs, NMpHBeJAcHbI B [Ipunoxkennn 1 HacTosmux MeToguueckux
pexkomMeHaanun
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YYaCTHUK 000pOTa IJIAHUPYET BIOXKHUTh B TPAHCIOPTHYIO YIAKOBKY,
HaxonsTcs o gaHaeiM OT'MC MJIIT y Hero Ha OanaHce.

2. JIOyKOMIUIEKTOBaTh TPAaHCIOPTHYIO YIAKOBKY U 3aperucTpUpOBaTh B
OI'C MJUIIT cBeneHuss O JOMOJIHUTEIBHOM BJIOKEHHHM YNAKOBOK B
TPETUUHYIO (TPAaHCIIOPTHYIO0) YIAKOBKY (cxema 914 noruveckoit Mmonenu
¢paiinoB  oomena OI'MMC MJUIID), wucnonb3ys [ nepenadyu
uHdopmanuu aokymeHT B ¢opmare xml. B mone «SSCCy» xml-
JOKYMEHTa Heo0Xo1uMO yka3aTh Kojbl SSCC TpaHCIIOPTHOHN YyIAaKOBKH,
B KOoTOpYIo npousouuio Bioxenue. B none «SGTIN» xml-nokymenra
HEOOXOJMMO TMEPEUUCIUTh BCE YHUKAIbHbIE HIECHTU(UKATOPHI
YIIAKOBOK JIEKAPCTBEHHBIX MPENapaToB, KOTOpPbIE OBLIM BIIOKEHBI B
TPAHCHIOPTHYIO YIIAKOBKY.

3. Jns nobGaBneHus TPETUUHON YMAaKOBKH MEPBOIO YPOBHS B TPETHUHYIO
YyIIAaKOBKY BTOPOTO YPOBHS M BbIIE HEOOXOIWMO TMPOU3BECTH
aHaJIOTUYHBIE JEHCTBUS C yKa3aHuEeM repeduns yrnakoBok SSCC.

N3bsiTHEe — 1ipolieAypa U3BJIEYEHUS JIEKAPCTBEHHBIX IIPENAapaToB U3
TPETUYHOM YITaKOBKH.

HN3bsaTue YIHAKOBOK JICKAPCTBCHHLBIX IIPCIIapaTOB U3 Tp@TPI‘IHOﬁ YIIaKOBKH
MOKCT BBIIIOJIHATBCA CY6’I)CKTOM O6paHI€HI/IH JICKApCTBCHHLBIX CPCACTB HaA
Pa3JIMYHBIX 3Tallax 060p0Ta JICKApCTBCHHBIX IIPCIIAPaTOB.

JIist M3bSTHS YHNAKOBOK JIEKAPCTBEHHBIX IMPENapaToB Y4YacTHUKY 000poTa
HEOOXOIMMO BBITIOIHUTD CIIEAYIONIUE EHCTBUSA:

1. YaocTtoBepuTbcsi B TOM, YHAKOBKM JIEKAPCTBEHHBIX IPEMAPATOB,
cojepkamue yHuKanbHbIe waeHTHGUKaTopel SGTIN, koTopsie
y4aCTHUK 000pOTa IMJIaHUPYET U3BITh U3 TPAHCIOPTHOW YIMAKOBKH,
Haxoarcs o paaasiM OI'MC MJIIT y Hero Ha GanmaHce.

2. U3paTh yNaKOBKM JIGKAPCTBEHHBIX TPEMAPATOB W3 TPAHCIIOPTHOU
ynakoBku u 3apeructpupoBats B ®I'YIC MJUJIII cBenenust 06 uzbsATun
(cxema 913 norumueckort momenu (aitnoB oomena OI'MC MJJII),
UCTIONB3Ysl I Tiepefadn uHpopmamuu nokymMeHT B popmate Xxml. B
noine «SGTIN» xml-mokymeHTa HEOOXOIMMO TIEPEUUCIIHTH BCE
YHUKAJIbHbIE UCHTU(UKATOPHI YITAKOBOK JICKAPCTBEHHBIX MPENapaToB,
KOTOPBI€ ObUTH U3BSITHI U3 TPAHCTIOPTHON YIAKOBKH.

3. s m3baATHS TPETWYHOW YIMAKOBKM IEPBOTO YPOBHS U3 TPETUYHOU
YIaKOBKA BTOPOTO YPOBHS HEOOXOAUMO MPOU3BECTH AHAIOTHYHbBIC
JIEUCTBUS C yKa3aHWEM yrakoBKH Beimectosmein SSCC.
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IIpy HAMMUYUKU HECKOJIBKUX YPOBHEU BIIOKEHHOCTU TPAHCIIOPTHOU YIAaKOBKH
u3baTue ynakoBok JIII HeoOXoauMo OCYHIECTBISTh MOCIEAOBATENbHO, IS
KaXJ0ro U3 YpOBHEMU, OTpaxkas kaxayto onepamuto B OI'MC MJUJIII.

3anpentaercs otnpaiaaTe B OI'UC MJUII undpopmanuio o6 u3BIEUEHUU
YIIAaKOBOK PAa3HOM CTETICHU BIOKEHHOCTH, UCIIOJIb3YS OJIMH U TOT ke XMI-oKyMeHT,
(manmpumep, XMl-gokyMeHT, coaepkamuid O0O0beAMHEHHYI HHPOpPMAIHIO 00
YIaKOBKaX JEKAPCTBEHHBIX MIPENapaToB, U3BIEKAEMbIX U3 KOPOOKHU U MAJIIETHI).

B pamkax BbInoiaHeHUs 0JHOM oneparu Henb3st u3Biekatb SGTIN u3 paznbix
IPYNIIOBBIX YIAKOBOK OJTHOTO YPOBHS, T.€. HeNb3s u3biATh SGTIN 1 u3 xopoba 1 u
SGTIN 2 u3 kopoba 2 ogHO# oneparuei.

PacdopmupoBanue — npouecc pacopMupoBaHus (YHUUYTOKEHHUS) OJIHOTO,
HECKOJIbKUX WM BCEX YpPOBHEW TPETHMYHOW YMaKOBKH JO BTOPUYHBIX
(MOTpeOUTENbCKUX) YITAaKOBOK JIEKAPCTBEHHBIX MPENapaToB.

PacpopmupoBanne  (YHHUUTOXKEHHE)  TPETHUYHBIX  YMAaKOBOK  MOXKET
BBIMOJHATHCA YYACTHUKOM 000pOTa Ha Pa3IMYHbIX dTanax o0opoTa ToBapa.

Hnst  pachopmupoBaHus TPAHCIOPTHBIX YIMAKOBOK YYacTHUKY o000poTa
HEOOXOIMMO BBITIONHUTD CJEAYIONINE IEUCTBUS:

1. YaocrtoBepuThCs B TOM, YTO YHNAKOBKH JIEKAPCTBEHHBIX MpENapaTos,
conepxkaimue yHukaiapHbie uaeHtudukatopsr SGTIN, u nomenienHsie B
TPAHCTIOPTHYIO YMAaKOBKY, KOTOPYIO YYacCTHMK 00OpOTa IUIAaHUPYET
pachopmupoBath, HaxoasTcs no ganHeiM OI'MC MJUJIIT y nero Ha
Oaance.

2. PacopmupoBaTh TpeTHUHYIO YIAKOBKY M 3apeructpupoBatbh B GI'MC
MJIJIIT ceenenus o pacpopmupoBanum (cxema 912 joruvaeckoi Moaenu
daiinoB  oobmena OI'MC MJUIIl), wucnoms3ys [ mepenadu
uHpopMauu JToKyMeHT B ¢opmate Xml. B mome «SSCC» xml-
JTOKyMEHTa HeoOxoanumo ykazaTh koa SSCC TpaHCIIOPTHON YIaKOBKH,
KOTOPYIO TpeOyeTCs pa3arperupoBarh.

[Ipn HanMMUYMKU HECKOJBKUX YPOBHEU BIIOKEHHOCTH TPAHCIIOPTHOW YNAaKOBKH
JIOTYCKAeTCs OCYIIECTBISATh PAacOPMUPOBAHUE OT BBIMICCTOSIIETO YPOBHS K
HIDKECTOSIIEMY, OTpaxkas omepanuio s Kaxaoro u3 ypouet B ®I'MC MJJITT
WM, YKa3aB COOTBETCTBYIOMIMK T pachopmupoBanus B cxeme 912 mormueckoi
Mozenu (aino oomena OI'MIC MIJIII, cpasy pachopmupoBaTh HaieTy M0
BTOPUYHOU YITAKOBKH.
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[locne ycnemHoro pacopMupoBaHusl TPETUUHOW YIMAaKOBKH €€ HOMep (KOJ
SSCC) craHOBHUTCS «CBOOOJHBIM», TO €CThb JOCTYHNHBIM [JIsl IOCJEAYIOLIEro
UCIIOJIb30BaHMUSL.

[locne omeparuu  pacopMHpOBaHHS  MOAYUYUTh HHPOpMALMIO O
COJICP’)KUMOM TPETUYHOM yMaKOBKHU ¢ ucnojb3oBanueM SSCC kopa CTaHOBUTCS

HCBO3MOXXHBIM.

B cnyyae He0OX0IMMOCTH NMPOBEPKH COAEPKMMOI0 TPETHYHOH YNAKOBKHU
HE0OX0IMMO UCTI0NB30BaTh cxeMy 210 noruveckoit moaenu daitnos oomena GI'UC
MJIJITT. Xml-gokymeHT, HampaBieHHbIH 1o gaHHoi cxeme B DI'MC MJJIII,
NO3BOJIIET TONYy4YuTh NOJApoOHYyI0 wuHpopManuio o SGTIN wumu SSCC. Tlo
pesyipTataMm ycmenrHot o0pabotku 3ampoca, PI'MC MJJIIT Bo3Bpamiaer
y4aCTHUKY 000poTa XMI-I0KyMEHT C OTBETOM O pe3ysibTaTax 00paOOTKU CBEICHHIA
no 3anpamuBaemomy SGTIN/SSCC, nmoarorosieHHbii mo cxeme 211 jgoruueckoi
mozenu ¢ainoB oomena GI'C MJIJIII.

Cpoxnu nepenauun unpopmanuu B ®I'MC MJJIIIL: npu pachopmupoBaHuu
TPETUYHOW YIAKOBKM JIEKAPCTBEHHOI'O IIpenapara, WU3bATUU JIEKAPCTBEHHBIX
npenapaToB U3 TPETUYHOM (TPAaHCIIOPTHOW) YIIAKOBKH JICKAPCTBEHHOI' 0O IIpenapara,
JNOIIOJIHUTEIIBHOM  BJIOKEHUHU  JIEKAPCTBEHHBIX IIPENAapaTtoB B  TPETUYHYIO
(TpaHCIIOPTHYIO) YMAKOBKY JIEKapCTBEHHOTO Ipernapara JUisl JIeKapCTBEHHBIX
npenaparoB, Haxoasmuxcs Ha Teppurtopun Poccuiickoint denepamuu, B Te4eHUue S
padoumx aHeu

WIM JUIsl  JIEKapCTBEHHBIX TIPEMapaToB, HAXOMSIIUXCS 3a TpeleamMu
tepputopun Poccuiickoit ®enepanviu, B TedeHue 20 padoumx aHeill ¢ JaThl
COOTBETCTBYIOILIEH ONEpaluu C JIEKapCTBEHHBIMU IMpernapaTaMi WU TPETUYHOU
(TpaHCIOPTHOM) YaKOBKOM JIEKapCTBEHHOTO Ipernapara.

3.5. ToBapHO-yYeTHbIE CHCTEMbI YYACTHUKOB 000p0OTA

B nensx aBroMaruzanuu MpOIECCOB MEpeAayd CBEACHUN O JIEKAPCTBEHHBIX
npenapatroB B ®I'MUC MJIJIII yuacTHukam 000poTa PEKOMEHAYETCS HaJaguTh
MHTETPallMOHHOE B3aUMOJECHCTBHE HCIOJIb3YEMbIX UMH TOBAPHO-YUETHBIX CUCTEM
(manee — TYC) ¢ ®I'IC MJUIIT u yctpoiicTBamMu, 00€CTICUUBAIOIIUMEU TIPUEM H
BBIOBITHE JICKAPCTBEHHBIX MTPETIapaTOB.

B ®I'NC MJUJIIT peanuzoBan HaOOp mporpaMMHBIX UHTEepdeiicoB (Hanee —
meroabl API) mist oomena ceenenusmu ¢ TYC yuyactHukoB oOoporta. Omnucanue
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npuBenieHo B JokyMente «MC «MapkupoBkay. MJJIIL IIpotokon oOmeHna
uHTepdericHoro ypoBHs_v3.04», pa3MelieHHOM Ha caiite YecTHbIII3HaK.

ITo pesynbratam gopadotku TYC B yacTu peanu3aluv HUHTETPALIMOHHOTO
B3aumozencteus ¢ ®I'MC MJII yuactHuK 000pOoTa UMEET BO3MOKHOCTh MOAATh
3as1BKY Ha MPOXOXKJACHHE TECTUPOBAaHUA. 3asBKa MOJAETCS B IPOU3BOJIBHOMN (hopme
Y HOCUT yBEJOMUTEIBHBIN XapaKTep.

TecTupoBaHye UHTETPALMOHHOIO B3aMMOJIECUCTBUS IPOBOJUTCS HA TECTOBOM
koHType ®I'MC MJIJIIT 1 ocyiecTBasieTcss y4aCTHUKOM 000pOTa CaMOCTOSATEIBHO,
0o ¢ npusneyenuem nocrasmuka UT-ycnyr yyactHuka o0opoTa.

@aKkT YCHENIHOTO TECTUPOBAHUS HHTETPALIMOHHOTO  B3aUMOJACHCTBUSA
MOATBEPKIACTCS CAMOCTOATEILHBIM TPOBEICHUEM MTPUEMO-CAATOYHBIX UCTIBITAHUI
YY4aCTHUKOM 000pOTa ¢ HUCIOJIb30BaHHeM pekoMeHaoBaHHoro OO0 «Onepatop-
IPIIT» uek-nucTa, ormyOIMKOBaHHOTO Ha caiite UecTHbIM3HAK.

3.6.000pyaoBanue aias pa6orsl ¢ ®I'MC MIJIII

Hns  paGoTel €  MapKUPOBAHHBIMU  JIEKAPCTBEHHBIMU  IpernapaTamu
HE0OX0IMMO MCTIONIb30BaTh ClIeIytoliee 000pya0BaHHE:

® ISl OCYIIECTBIICHUS NMPUEMKH U POSHUYHOM MPOJIAKU JIEKAPCTBEHHBIX
IpernapaToB JOJKEH UCTONIb30BaThes 2D ckaHep mTpux-Ko0B;

e s BBIBOJIA M3 000POTA JIEKAPCTBEHHBIX MPENapaToB B paMKax OTITyCKa
10 JIbFOTHOMY PELENTY WIN JJII MEAUIIMHCKOTO MPUMEHEHHS JOJKEeH

HCIIOJIB30BAThCA PETHCTPATOP BHIOBITHSZ,

3.6.1. Onucanue 2D ckaHepa IITPUX-KOI0B

2D ckaHep - yCTPOWMCTBO Il TOJIy4eHHs] WHGOPMAIMK W3 JHHCHHBIX |
MaTPUYHBIX IITPUXOBBIX KOJOB C BBHIOOPOM TEXHOJOTHUU pACIIO3HABAHUS W
0COOEHHOCTEW JEKOAMPOBAaHMS B 3aBUCMMOCTH OT THIMA MTpux-koxa. [Ipumep
CKaHepa MpuBeieH Ha pucyHke (PucyHok 6Pucynok 1).

2 MHCTpyKuMs 0O IIONYYEHHIO PErucTpaTopa BhIOLITUA IIpUBeAeHA B IIpWIOKeHMH 2 HACTOALIUX
MeTonuueckux peKoMeH1auuit
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Pucynok 6

2D-ckaHep npuoOpeTaeTcs y4acTHUKOM 000poTa camocTosTenbHo. [lepeuens
IIPOTECTUPOBAHHBIX YCTPOUCTB pa3MelleH B pazzeie «[Iposepka ckanepa» Ha caiite

«YHecTHBIN 3HAK.

[Ipy Hanmuuuu ckaHepa y YydacTHHUKa 000poTa, ero paboToCcmoCOOHOCTH
HEOOXOIMMO TIPOBEPHUTH HA TIPEIMET KOPPEKTHOT'O CYMTHIBAHUS KO/Ia MAPKHUPOBKH.
CooTtBeTcTByIOIIas UHCTPYKIMS pa3MmenieHa B pasaene «lIpoBepka ckaHepa» Ha

canre «YecTHBIN 3HAK.

3.6.2. Onucanue perucTpaTropa BbIOBITHS

Perncrparop BbiObITHS (PB) — yCcTpOHCTBO, OCYIIIECTBISIONIEE CUUTHIBAHUE
koma DataMatrix, ¢opMupoBaHuEe HaHHBIX O JIEKAPCTBEHHBIX IMIpemaparax u
nocnenytomyo nepenady Bo ®I'MC M undopmamuu o dukcanuu ¢akra
BBIOBITHSI YITAKOBKH M3 000pOTa. Y CTPONCTBO MMEET MPOrpaMMHBIA HHTEpdeErc u
MOXXET OBITh WHTEIPUPOBAaH C TOBapHO-y4deTHOW cucremor (mamee — TYC)
y4acTHUKa 000poTa.

Peructpatop BBIOBITHS TPUMEHSIETCS B CIEIYIONIUX IPOIecCax BHIBOAA W3
000poTa JIEKapCTBEHHBIX MPETIapaTOB:

e 1npu otnycke JIII mo 1proTHOMy peuenty B aiTe4HOW OpraHu3aluu;
e 1pu ornycke JIII mis okazaHuss MEAUIMHCKON MOMOIIY B MEAUIIMHCKHAX
OpraHu3anusX.

Ba:xno! IIpu ocyumecTBjIeHMM PO3HUYHON NPOJANKU JEKAPCTBEHHBIX
NpenapaToB perucTpaTop BHIOLITHA He TPpedyeTcH.

PeructpaTtop BBIOBITHS TMOCTaBISIETCS B JBYX BapUaHTaX UCIOJIHEHUS
(PucyHok 7), ipr 3TOM TeXHWYECKOE W (YHKIIMOHAITHHOE HAIOJHCHHE YCTPOWCTB
WJICHTUYHO.
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Pucynoxk 7
3.6.2.1. Bo3Mo:KHBbIe pe;KUMBbI Pa00ThI PerHCTPATOPA BHIOBITHS

«ABTOHOMHBIH PEXKUM» — IPHU HEOOJIBIIOM KOJIMYECTBE BHIOBITHS YIIAKOBOK B
nenb. He TpeOyet nopaboTku MHGOpPMAIMOHHONW CUCTEMBbl y4yacTHUKa o0opoTa. B
ATOM pEeXHUME BCE JCHCTBUS 1O BBIOBITUIO JIEKAPCTBEHHBIX IIPEMapaToB
OCYILECTBIISIIOTCS IOCPEACTBOM PErUCTPATOPA BBIOBITHS.

«Pexum TCJ]» — B momemeHusx 0e3 cBs3u. [lojgaepkuBaer 3arpys3ky B
perucrpatop BBIOBITHS TepeuHs TpeOyembix JIII w  BBITpy3Ka CHHCKa
OTCKaHMPOBaHHBIX Ko0B DataMatriX. ¥ 1o0eH it HCTONb30BaHUs B TOMEIICHHUSIX
0e3 cBs3U 1 0OOMEHA JaHHBIMH ¢ HH(POPMAIIMOHHON CHCTEMOW ydacTHHKa 000poTa
0e3 ee 1opaboTKH (duepe3 KonmupoBaHue (paiion).

«CeTeBOil peXUM» — 3TO PEXKUM, MPU KOTOPOM PETUCTPATOP BHIOBITHS
BBICTYIIA€T CEPBEPOM, BBIMOIHSIONMM 3alpPOCHl/KOMaH/Abl, TIepe/laBaeMble C
MEPCOHATLHOTO KOMITBIOTEpA YYaCTHHUKA, INOO U3 TOBAPHO-YUETHON CUCTEMBI.

BzaumoneiictBue monb3oBaTens (COTpyOHUMKA OpraHU3allid) W TOBapHO-
YUETHOM CHUCTEMBI OPTaHU3aIMHU B YACTH PAOOTHI C PETUCTPATOPOM BBIOBITUSI MOKET
OBITH peaTM30BaHO, B TOM YHUCJIE U C UCIIOJIb30BAaHUEM BeO-KiIMeHTa (BeO-Opay3epa).

Pemenne o0 TmTpUMEHEHWHM TEXHOJOTHMM HCIOJB30BaHHUS  BEO-KIMEHTA
MPUHUMAETCS OpraHu3alnel CaMOCTOSITENIBHO.

Ccbulka Ha pazfen caita, B KOTOPOM COJACPXKUTCS BCS HEOOXOoaumast
uHdopMaIsi 0 pexuMax padoThl M CHoOco0axX MOJKIIOYCHHS PETHCTPATOPOB
BEIOBITHSA:  https://dectHbI3HAK. pd/business/projects/medicines/retirement_record
ers/.

Nurterpanusa yctpoiictBa ¢ TYC ocyuiecTBisieTcsi cCyObeKTOM oOOpalieHust

JIEKapCTBEHHBIX CPEJICTB CAMOCTOSITENILHO JINOO ¢ puBJIeYeHueM nocrapinka UT-
yeayr. Ilpu pa3paboTke HHTETpallUOHHOTO B3aUMOJICUCTBUS HEOOXOIUMO
PYKOBOJICTBOBATbCSI TEXHUYECKOM JOKYMEHTALMEH, pPa3MEIICHHOM Ha cauTte
UYecTtHplii3HaK, B pa3aene « Beiaepkka 3 TeXHUYECKOU crieln(UKAIMy Ha TTOCTABKY

PETUCTPATOPA BHIOBITHS.
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PykoBoacTBa moisib30BaTeNsi K YCTPOMCTBY pa3MELIEHBl B pasfelie
«Perucrpatopsl BEIOBITHS Y HA caiiTe «YeCTHBINA 3HAKY.

3.6.2.2. OOecneyeHne y4aCTHHKOM PerucTPATOPOM BbIOBITHS

YCTpONCTBO NIPENOCTABIISIETCS ONEPATOPOM CHUCTEMBI MOHUTOPUHIA HA
OCHOBaHMHM THIIOBOTO JOTOBOpa IO TPEACTABICHUIO PETUCTPATOpPa BBIOBITHS
JICKapCTBEHHBIX TpEnapaToB CyObeKTaM OOpalleHHs JIEKapCTBEHHBIX CPEICTB Ha
0e3B03ME3HOI OCHOBE, (JopMa KOTOPOTO yTBEPKJAEHA MPUKa30M MUHIIpOMTOpPTra
Poccun ot 13.08.2019 N 2973.

WHCTpyKIIMST TO TOMYYCHHWIO pEerucTpaTopa BHIOBITHS TPHUBEJCHA B
[TpunosxeHu 2 HACTOALIUX METOINIECKIX PEKOMEH IAIUH.
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4. TIpouecchl ABHKEHHUS TOBapa Mex/Ay KOHTpareHTaMu
4.1.11psimasi 1 oOpaTHbIE CXeMbl AKLENTOBAHU S

B paMkax rpaxIaHCKO-IPAaBOBBIX OTHOILICHUHW MEXIYy KOHTpareHTamu
JOMYCKAeTCAd MCIOIb30BAHUE OJHOTO M3 CIEAYIOIIMX BAaPHUAHTOB IIOCTAaBKU
JIEKapCTBEHHBIX MPEINApPaTOB:

1. IIpsimoii mopsigok akuenToBaHus, npu koropoM B OI'MIC MJUIII
OTIIPABUTENIEM  PErUCTPUPYIOTCA  CBEAEHHA 00  OTrpy3Ke  IOKYIATEINIo
JIEKapCTBEHHBIX IPENapaToB, a MOJIy4aTeJIEM OCYIIECTBISACTCSA NOATBEPKICHUE B
OI'MC MIJII 3aperucTpupoBaHHBIX OTIPaBUTEIEM CBEICHUH 00 OTrpy3ke
JIEKapCTBEHHBIX IIPEIapaToB.

2. OOpaTtHblii MOpAAOK akuenToBaHus, npu koropom B @PI'C MJUJIIT
[I0JIy4aTesIeM PETUCTPUPYIOTCS CBEACHHUS O MPUEMKE JIEKAPCTBEHHBIX IIperapaToB
Ha CKJIAJl, a OTIPABUTEJIEM OCYILECTBIAETCS OATBEPKICHUE CBEICHUN O IIPUEMKE
Ha CKJIaJ ITOKYIIaTelIs.

Peructpanus B OI'MMC MJJII cBeneHuii O MNpUEMKE JIEKapCTBEHHBIX
[IPENapaToB MOXKET OCYLIECTBIATHCS KAaK BPYYHYIO, TaK U C HCIIOJIb30BAHUEM
TOBAPHO-YUYETHBIX CUCTEM YYACTHUKOB, HHTETpUupoBaHHbIX ¢ ®T'MC MJIJITI.

[Ipu nmnpsiMOoM TIOpsAAKE aKIENTOBAHHUS TOJY4YaTEN0 JIEKAPCTBEHHBIX
npenapaToB B ciayyae orcyTcTBus TYC HE0o0Xxoaumo:

1. OtckanupoBaTh NOCTYNHUBIINE BTOPUYHBIC WJIM TPETUYHBIC YIIAKOBKU (B
Clyyae, €CiIu BTOPUYHBIE YIAKOBKH BJIOKEHBI B TPETUYHYIO), IpHU
nomomm 2D ckaHepa wiaM TepMHHana cOopa JaHHBIX. B ciydae
OTCYTCTBHUSl CKaHEpa CJIEAyeT BHECTH BPYYHYIO YEIOBEKO-UUTAEMYIO
uHpopmarnmio o0 SGTIN u cepuitHom HOMEpe, HAHECEHHBIX HA YIIaKOBKY
nekapcTBeHHOTO Tpenapara u\wn SSCC, HaHeCeHHBI Ha KOpOO WIIN
nayery, B Xml-gokymenT, u 3atem 3arpy3uth ero B ®I'MIC MJJIII ¢
UCToJib30BaHueM JINuHOTO KabnHeTa yyacTHUKA 000poTa.

2. Ilpoittu aBTopm3amuio B JIMuHOM KaOWHETE ydacTHHKa 000pOTa,
nepenTu B pazaen «Peectp TOKyMEHTOB» - mojpasaen «Bxoasume», ¢
UCTIONIb30BaHNEeM (HUiIbTpa HAWTH TOCTYNHBIINE YBEAOMIICHUS 00
orrpy3ke u cBeputh SGTIN, HaHECEHHBIX HA YMAKOBKU MOCTYIHBIIAX
nekapctBeHHbIX mnpenapatoB m\wn SSCC, ¢ SGTIN wm\mmum SSCC,
coaep KaIMMKCS B YBEIOMJICHUH MOocTaBIuKka (cxema 601 morudyeckoit
mozenu (aitnoB oomena ®I'YIC MIJIII).

3. Tlpu oTCyTCTBUM pacXOXIECHUHN U MPETCH3UM K TTOCTaBICHHOMY TOBapYy,

OCYILIECTBUTh MPUEMKY JIEKapCTBEHHBIX IIpEIaparoB u
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3apeructpupoBats B ®I'MIC MJUIII cBeneHus O NPUHATOM TOBAape,
UCTIONB3Ys s mepenayn MHGOpMaluu TOKyMEeHT B gopmare Xml, ¢
nomMomniblo JInyHoro kabuHeTa ydacTHHMKa oOopora (cxema 701
noruyeckoit Mmoaenu daitnos oomena ®I'MC MJIIT). B xml-gokymenTe
HEOOXOMMO  yKa3aTb  WUJEHTU(UKATOPBI  MECT  JI€ATEeIbHOCTH
OTIPABUTENS U MOIYy4YaTeNs, a TaKKe OTCKaHUpoBaHHbIE koAbl SGTIN
unu SSCC, cornacHo nyHKTY 1.

4. Ecnu K TOBapy HUMEIOTCA NPETEH3UH, [OMYCKAEeTCs OCYIIECTBUTh
YaCTUYHYI0 TNpUEMKY ToOBapa, 3apeructpupoas B DOI'MC MJUJIII
CBEJICHUS O MPHUHATOM TOBape, UCIOJIb3YA JUIsl nepeayr uHGopMaIiu
JIOKyMEHT B (hopmate Xml, ¢ momorpto JIn4HOTO KabMHETa y4acTHHKA
obopora (cxema 701 normyeckoit monenu ¢ainoB oomena DPI'UC
MJIJIIT), unu - oTKa3aThCs OT MPUEMKH JIEKAPCTBEHHBIX MIPENapaToB C
nomMoIpio XMl-gokymenrta (cxema 252 joruueckod Mozaenu Qaitios
obmena ®T'YIC MJIJIIT).

[Ipu oOpaTHOM TOpsAJIKE AaKIENTOBAHUSA TMOJy4yaTesll0 JIeKapCTBEHHBIX
npemnaparoB B ciydae orcyTcTBus TYC HE00XxoaAuMO:

1. OtckanupoBaTh NOCTYNUBIINE BTOPUUYHBIC WIH TPETUYHBIE YITAKOBKH (B
clly4yae, €Cld BTOPWUYHBIC YNAKOBKH BJIOKEHBI B TPETUYHYIO), TPH
nomoutu 2D ckanepa wnm TepmuHana cOopa JaHHbIX. B ciydae
OTCYTCTBHUSI CKaHEpa CJIeAyeT BHECTH BPYUYHYIO UYEJIOBEKO-YUTAEMYIO
undopmanmio o SGTIN u cepuiiHOM HOMEpE, HAHECEHHBIX HA YITaKOBKY
nekapctBeHHoro mnpemnapara u\win SSCC, HaHeCEHHBIH Ha KOpOO MU
naiery, B Xml-gokymenTt, u 3atem 3arpy3uth ero B ®I'YIC MJIJIIT ¢
UCITIONIb30BaHUEM JIMUHOro KabMHEeTa yyacTHHUKA 000pOTa.

2. Ilpoittu aBTopm3amuio B JIMuHOM KaOWHETE ydacTHHKa 000pOTa,
nepeiTH B pa3aen «Peectp JOKyMEHTOB» H OCYIIECTBUTH 3arpy3ky Xml-
TOKyMeHTa, coaepxariero ceAaeHust o SGTIN mocTynuBmmx ynakoBok
nekapcTBeHHBIX TpenaparoB m\wm SSCC (cxema 416 mormdeckoi
moaenu ¢aiinoB oomena GI'MIC MJIII).

3. Jokmatbcs OT MOCTaBIIMKA JIEKAPCTBEHHBIX MTPENapaToB YBEIOMIICHHS,
MIOJITBEPIKIAIOIIETO (PaKT OTTPY3KH JIEKAPCTBEHHBIX MPEMapaToB (cxema
607 norugeckoit monenu daiino oomena OI'MC M JJIII).

[Ipu oOpaTHOM mMOpsSAKE AaKIENTOBAaHUS TPYy30MOJydaTedb JOJDKEH OBITh
n00aBJIeH TPY300TIPABUTENIEM B PEECTP JTOBEPEHHBIX KOHTPAreHTOB.

[Ipy Hanmuuuu TOBApPHO-Y4YETHOM cuUCTEeMBbI, HHTerpupoBaHHor ¢ OI'UC
MJIIJT, nist BBIMOJHEHUS ONEpalMid akIENTOBAaHUS JICKAPCTBEHHBIX IMpenapaToB
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HE00X0IUMO OOPATUTCS K PYKOBOJICTBY IOJIb30BATEIISI CUCTEMBI, pa3padoTaAHHOMY
nocraBmukoM UT-ycayr s cydobekra odOpameHus JJeKapCTBEHHbIX CPeICTB.

B pamkax o0opoTa JEKapCTBEHHBIX NpENapaToB MEXJy KOHTpareHTamu
JOMYCKAeTCs OTMEHA CIEAYIOIINX ONEpPaLHii:

e Peructpauus 8 ®I'MC MJUJIII cBegenuit 00 0T3bIBE OTIPABUTENEM
IIEpEIaHHBIX  IIOJy4aTear0  JICKapCTBEHHBIX  IIpErnaparoB -
IIPUMEHSAETCS pu HE00XOIMMOCTH OTMEHUTH paHee
ocyiiecTBieHHY10 oneparuio B OI'C MJIIL

e Perucrpauus 8 ®I'MC MJUJIII cBenenuit 00 oTrkase moiydarenss OT
IIPUEMKH JIEKaPCTBEHHBIX I[PENapaToB — IPUMEHSAETCA B Ciydae
BBIIBIICHUSIT ~ HECOOTBETCTBMM  IIPU  IIPUEMKE  II0JIy4yaTelleM
JIEKapCTBEHHBIX MPENapaToB U HEOOXOJAUMOCTH OTKa3a OT MPUEMKH
IIEPEITaHHOT O TOBAPA.

e Perucrpanuss B ®T'UC MJIIT cBenenunii 0 KOPPEKTUPOBKE paHEe
HaIIPABJICHHBIX PEKBU3UTOB - IPUMEHSAETCA U1 KOPPEKTUPOBKU
paHee HalpaBiCHHBIX PEKBU3UTOB OTHpaBUTENA (TPUMEHSETCS
TOJIBKO ISl OTIEPALlUM PErMCTPALlMU CBEICHUM O 3aBEPLICHUU dTara
OKOHYATEJIbHOM YNAaKOBKM WU PETUCTPALlMM CBEICHUN O BBIIIYCKE
FOTOBOM MPOAYKILMH 3a TIpeaeaaMu Tepputopun PD) .

s ynooctBa monszoBanus B ®I'MC MJUJIIT npenycMoTpeHa BO3MOKHOCTh
pErucTpaluu CBEICHUI O YaCTUYHOM IIpUEME JIEKapCTBEHHBIX IpenapaToB. Jlis
ATOTO MOJIYYaTEII0 HEOOX0IUMO OTPA3HTh B COOTBETCTBYIOMKX MOJIAX «SSCCy» niu
«SGTIN» Xml-mokymMeHTa TOJBKO TE€ CBEICHHUS, KOTOPHIC COOTBETCTBYIOT
(aKTUYEeCKH TPUHATHIM YIIAKOBKAM JIEKapCTBEHHBIX TmpernapatoB (cxema 701
Joruyeckor Mojenu ¢aitnoB oomena ®I'MC MJII).

Hanpumep, B citydae moydeHus OT MOCTaBIIuKa XMI-10kyMeHTa ¢ ykazaHHeM
kozoB SSCC mis kopo6a Nel u kopoba No2 (cxema 415 norudeckoit Mogenu ¢aitios
oomMena O®I'MC MJUJIIT), momydatenp B OTBeT MOXeT chopmmpoBath Xml-
JOKYMEHT, cojepkanuii uHbopMamnuio o mpueMke kopoda Nel u oTkaze oT
npuemMku kopoba Ne2 (cxema 252 mormueckorr momenu ¢ainoB oomena OI'UC
MJIJIIT).

Taxxke nomyckarotcsi Bapuantsl peructpanuu B ®I'MC MIJIIT cBenenuii o
YAaCTUYHOM OTKa3€ OT NPUEMKH YIIAKOBOK JIEKAPCTBEHHBIX NPEINApaToB, B TOM
Clydyae €ClIM B COCTaB€ IIOCTABKH IIOJYYEHBl JIEKAPCTBEHHBIC IPEMAPATHI,
arperupoBaHHbIE B KOPOO, U JIEKAPCTBEHHBIE MPENapaThl, B OTHOIIEHUE KOTOPHIX
arperaiusi He NMpUMeHsUIack. B JaHHOM ciydae ydyacTHHK 000pOTa TakKe BIIpaBe
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chopmMupoBaTh OTKa3 OT IMpHUEeMa 4YacTh HEarperMpoBaHHBIX JIEKAPCTBEHHBIX
npernaparoB, chopmuposaB u otnpasuB B ®T'YIC MJIJIIT coorBercTBytOMmmiA Xml-
JIOKYMEHT.

JlomyckaroTcsl  ClieHapuu  OTIPY3KH  JICKAPCTBEHHBIX MpemnapaToB  OT
MOCTABIIMKA MMOJIYYaTeIIo, TP KOTOPOH MOKYMaTeIeM BBICTYIAET TPEThsI CTOPOHA
(1. e. nanHou opranuzaruu (MII) nmepexonut mpaBo coOcTBeHHOCTH). B maHHOM
coyuae B ®I'MMC MJJII peructpupyeTcs TOJBKO oONEpauus IMepeladyd oOT
MOCTaBIIMKA (HAaKTUYECKOMY TPY30IOIydaTeslio JICKapCTBEHHBIX IIpenapaTos.
Oneparus nepenayu npaBa COOCTBEHHOCTH OT IPY30I0IydaTeNsl K IOpUIUIECKOMY
BJIAJICIIBILY TIPU 3TOM HE PETUCTPUPYETCS.

I[Ipy  ocymecTBaeHUM TpoUEAYp  NOpUEMa-IIEPE]aud  JIEKAPCTBEHHBIX
npenaparoB nepegaya ceegenuit Bo ®I'MC M npouzBoauTcs y4aCTHUKaMU Ha
OCHOBaHHH OJIHOTO THIIA JOKyMeHTa (ToBapHas HakinagHas TOPI'-12), ¢ ykazanuem
HOMEpA U 1aThl HAKJIATHOM.

Peructpanus 8 ®I'MIC MJIIT cBenenuit 00 akienToBaHUU JIEKAPCTBEHHBIX
MpEenaparoB OCYHIECTBISIETCS B COOTBETCTBUU PETJIAMEHTHBIMU CPOKaMH,
onpeneeHHpIMA TTocTaHoBJIeHueM [IpaButenbctBa PO ot 14 nexabps 2018 r. N
1556 «O6 yrBepxknenuu IlonoxkeHuss 0 cuUcTeME MOHUTOPUHTA JIBHXKCHHUS
JEKApCTBEHHBIX MPENapaToB i MEAULHUHCKOTO MpUMEHEHUs». Perucrpanus
CcBeJleHuN 00 aKIEenTOBAaHWUU IIOCTaBKH JOJDKHA OCYIIECTBISITBCS CYOBEKTOM
oOpamieHusi BHE  3aBUCMMOCTHM  OT  TEKYIIEro craTyca  MOJAMHUCAHUS
COMPOBOJUTENBHBIX (DMHAHCOBBIX JIOKYMEHTOB MOCTAaBKH (TOBAapHBIC HAKIIAIHBIE,
YHUBEPCAJIbHBIE  TIEPENaTOYHbIE  JIOKYMEHTBI)  CcyOBbeKkTaMu  oOparieHus
JIEKapCTBEHHBIX CPEJICTB.

B ®I'MC MJJII d¢ukcupyercs ¢dakTudeckass CTOMMOCTh —€IWHUIIBI
MOTPEOUTENHCKON YIMAaKOBKH JICKAPCTBEHHOTO IMpemapara, KoTopas JOJKHa
COOTBETCTBOBATh ~ CTOMMOCTH  CIMHHIIBI  TMOTPEOUTEIBCKONH  YIMAKOBKH
JEKapCTBEHHOTO Mpernapara, OTPaKEHHOM B COMPOBOAUTEIBLHON JTOKYMEHTAIUU.
[Ipu sTOM, psaAn cyOBEKTOB OOpaIeHusl JIGKApCTBEHHBIX CPEJCTB PACCUMUTHIBACT
CTOUMOCTh eauHunbpl 1o (opmyne «O6mas croumoctp maptuu ¢ HJAC /
KOJIMYECTBO» C OKPYTJECHUEM JO IMOJIHOW KOMEWKU MO MpaBHIly «K Onmxaniiemy
[IEJIOMY», 9TO TIpH OOpaTHOM TepecyeTe (CTOMMOCTh €IUHUIIBI TOTPEOUTEIHCKOM
YIaKOBKH * KOJIMYECTBO) BHI3BIBACT PA3IMIHME OOIIEH CTOUMOCTH APTHH M O0IIeH
cymmbl HJIC npuBeeHHBIX MOCTaBIIMKOM B COITPOBOIUTENIBHOM IOKYMEHTAIIMU Ha
HE3HAYUTEJIbHYI0O MAaTEeMaTUYECKYI0 MOTPEIIHOCTh, BO3HUKAIOUIYIO B CBSI3H C
OKPYTJIEHUEM CYMMBI.
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Taxxke nomyckarorcs caydan, korma B OI'MC MJJII yka3siBaroTcs
(pakTHUYECKHE CTOMMOCTH €IWHHULBI MOTPEOUTENBCKOM YHNAKOBKM COIJIAcHO
HAKJIQJHOM, OJHAKO YyKa3aHHas CyMMa BCEX LEH NOTPEOUTENIbCKUX YIMAKOBOK
[I0JIy4aeTCsl MEHBIIIE, YEM CTOMMOCTb I'OCYAAPCTBEHHOI'O KOHTpPaKTa MEHEe 4YeM Ha
CTOMMOCThH OJTHOM MOTPEOUTENIbCKON YMaKoBKU. B 3TOM ciiyyae mOCTaBIIMKOM B
TOBAPHOW HAKIIAAHOM YKa3bIBAETCA, UTO «HU3JMUILEK» JAaHHOM YIIAKOBKH
IIOCTABJISIETCS 34 CYET CPEACTB IPY300TIIPABUTEIIS.

HeoOxonuMo oOpaTUTh BHUMAaHHUE, YTO YKa3aHHBIE pACXOXICHUS He
ABJISIFOTCSI OCHOBAHHUEM JUISl OTKa3a rpy30I0IydaTessi B MPUEMKE JIEKAPCTBEHHBIX
npenapaToB K y4eTy HAa OCHOBAHUM JIAHHBIX, OTPA)KEHHBIX B COMPOBOJAUTEIBHBIX
JNOKYMEHTaX.

4.2 TlepemernieHHe MeKIy MeCTAMHU AeSITeIbHOCTH YY4aCTHMKA 000poTa

OI'MC MJUJIIT obGecrieunBaeT BO3MOXKHOCTH PETUCTPAIlMU CBEJICHUM O
NEPEMELICHUN JIEKAPCTBEHHBIX IPENapaToB MEXAY PpPAa3IUYHbIMU MECTaMH
OCYIIECTBIICHHS IEATEIbHOCTH (COTIacHO JIMIIEH3UN) BHYTPU CYOBEKTa OOpalieHus
JIEKapCTBEHHBIX CpeACTB 0Oe3 mepexojna TMpaBa COOCTBEHHOCTH, a TakKke
IIEPEMEIIEHUE C MECTAa OCYILECTBICHUS IEATEJIbHOCTA HA MECTO OTBETCTBEHHOI'O
XpaHeHUs U 00paTHO.

Hns orpakenuss B ®I'MMC MIJIIT ¢dakra nepemenieHus JEKapCTBEHHBIX
npernapaToB HEOOXOIMMO BHITIOIHUTD CIACAYIONINUE JEHCTBUS:

1. YaocroBepuThCsi B TOM, YIAKOBKM JICKAPCTBEHHBIX IPENapaToB,
cojepkamue yHuKanbHbIe waeHTHGUKaTopel SGTIN, koTopsie
YY4aCTHUK 000poTa IUTAHMPYET TEPEeMECTUTh B JAPYroe MecCTO
OCYILIECTBIICHUS AEATEIBHOCTH, HaxoasaTcs 1o ganHbiM @T'MC MIJIIT y
HEero Ha OayiaHce.

2. CyObexTom oOpaleHust JeKapCTBEHHBIX CpeACcTB B JIMUHOM KaOuHEeTe
OI'MC MIJII nomkHO OBITH 3apErUCTPUPOBAHO MHUHUMYM 2 MeEcCTa
OCYILIECTBIICHUS AEATEIbHOCTH.

3. OcymiecTBUTh,  TEpPEMEIICHUE  JICKAPCTBEHHBIX  NPEMmapaToB U
3apeructpupoBath B PI'MIC MJIJIIT cBenenus o nepemenieHnu (cxema
431 normyeckoit moxenu QaitnoB oomena ®I'MC MIJIIT), ucrons3ys
i niepenayn wHGOpMammu JokyMeHT B (opmare Xml. B momsx
«SSCC» u «SGTIN» xml-moxkymMmeHTa HEOOXOAMMO YKa3aTh BCE KOJBI U
YHUKAJIbHBIC HICHTU(PUKATOPH! YIIAKOBOK JICKAPCTBEHHBIX TIPETIAPATOB,
KOTOpPbIE€ ObUTH MIEPEMEIEHBI Ha APYTroe MECTO ACSTEIbHOCTH.
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CBeneHus 0 BHYTPEHHEM IEPEMEIICHUM JEKAPCTBEHHBIX MPENAPAaTOB MEXKIY
aZpecaMy MeECT OCYLIECTBJICHHUS AESATEIBbHOCTH COIJIACHO JIMLEH3UM (C y4eTOM
TaKUX BUIOB JEATCIBHOCTH, KaK IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEICTB U
(dapmaneBTuueckas aestenbHocTh) peructpupyercs B ®I'UC MUJIII B Teuenue 5
pabouux nHel ¢ (aKTUUECKON JaThl IEPEMEIICHUS JIEKapCTBEHHBIX MPENapaToB 10
IIPEICTABJICHUS CBEACHUN O NAJIbHEUIINX OIEpaLUsIX C TAKUMU JICKAPCTBEHHBIMU
Iperaparamu.
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5. BbIBOJ JleKapCcTBEeHHBIX MpenapaToB U3 000porTa

BbeiBog u3 000poTa JIEKAPCTBEHHBIX MPENApPATOB - peanu3alus, NpoAaxa H
OTIYCK (B TOM 4YHCJE MO PEUENTy) JEKAPCTBEHHBIX MpenapaToB MOTPEOUTEIIO,
NpUMEHEHHUE, Tepelaya Ha YHUYTOXKEHHME, YyTpaTa U CIHUCAHHE JIEKAPCTBEHHbBIX
npenaparoB, 0T00p 00pa3ioB, BEIBO3 paHee BBe3eHHBIX B Poccuiickyto denepannio
JIEKapCTBEHHBIX MpenapaTtoB (PEe3KCHOPT), a TakkKe BBIBOJ M3 000pOTa MO MHBIM
MPUYKHAM.

Cpoku nepenauu undpopmamuun B ®I'UC MIJII: CyOonekt oOparieHus
JIEKApCTBEHHBIX CPEJICTB, OCYIISCTBISIONIMNA BBIBOJI U3 000pPOTa JIEKAPCTBEHHBIX
npenapaToB (3a MCKIIOUEHHWEM BBIBOJA M3 00OpOTa JIEKAPCTBEHHBIX IpEnapaToB
nyTeM OoTOOpa o0paslioB, BbIBO3a paHee BBe3eHHBIX B Poccuiickyro denepanuu
JIEKapCTBEHHBIX TIPENapaToB WJIM Tepefadyd Ha YHUYTOXKEHHE), B TEUYCHUE 5
pabounx JHEW C JaThl COOTBETCTBYIONIEH OIEpaluu MPEJICTABISET B CUCTEMY
MOHUTOPHUHIA CBEJACHHUS.

B ®I'IC MJIII peann3oBaHbl CIEAYIOUIME BUABI BBIBOJA JIEKAPCTBEHHBIX
npenaparoB u3 odbopoTa:

- PO3HMYHAS TIPOJIAXKA;
- IbTOTHBIA OTITYCK JICKAPCTBEHHBIX IIPENapaToB;
- BBIBOJI U3 000pOTa JIJIs1 OKa3aHUsI METUITMHCKON TTOMOIIIH;

- BBIBOJ] 3 000pOTa MO MHBIM MTPUYHHAM.
5.1.Po3HuYHAasi MPoJaka JIeKAPCTBEHHBIX NPeNnapaTron

Jlns BeIBOJIA M3 000pOTa JIGKAPCTBEHHBIX MPEMapaToB B paMKax PO3HUYHOU
MPOJIAXKH YYACTHUK 000POTa JOJKEH MMETh aKTyalbHOE KaCCOBOE NMPOTPAMMHOE
obecnneuenne, KKT wu ckanep, oOecrneunBaromuii cuuThiBaHue 2D kojma
MapKHUPOBKHU.

KaccoBoe mporpammuoe obOecrieueHne aopadarteiBaeTcsl mocraBiiukoMm MT-
YCJIyT B COOTBETCTBUHU C TPEOOBAHUAMU K MAPKUPOBKE JIEKAPCTBEHHBIX MTPEMapaToB.
IIpu oTcyrcTBUU ckaHepa, cIOCOOHOTO cuuThiBaTh 2D Koja, y4yacTHHKY 00OpoTa
HEOOXoauMO ero mpumoOpectd 3a cobctBeHHBIH cuer. C  mepedHeM
MPOTECTUPOBAHHOTO O0OPYOBAHUS MOXKHO O3HAKOMHUTHCS Ha caiiTte «YecTHBIN
3HaK».
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CeneHust 0 BbIBOJIE W3 00OpOTa JIEKAPCTBEHHOI'O Ipemnapara MepeaaroTcs
yuyactHukOoM oOopota B ®I'MMC MIJIII uepe3 Omneparopa (puCKambHBIX JaHHBIX
(manee — OD]]), B pexuMe peaqbHOr0 BPEMEHHU.

O®/1, na 6e3B03ME3HOM OCHOBE, 0OecneunBaet nepeaauy csenenuii B I'MC
MJIJIIT o BeIBOAE M3 000pOTa JIEKAPCTBEHHBIX MpEnapaToB y4aCTHUKOM 000OpOTa..
IIpouecc nepenayn CBEAECHUM COCTOUT U3 CIEAYIOLIHUX II1aroB:

1. Ilpu ocymecTBiaeHUU pacy€Ta ¢ MoKynareaeM GOpMHUPYETCS KacCOBBIN
YeK U PUCKAIbHBINA TOKYMEHT.

2. duckanbHbIi JOKyMeHT mudpyetcs puckanbHbiM HakonuTeaeM KKT u
3atem 3amudpoBaHHbIi maket nepeaaetcs ODJl, oTkyaa nepenaercs B
denepanbHy0 HAJIOTOBYIO ciiyx0y Poccuiickoit denepanun (manee —
OHC).

3. Tlocne moarBepxknenus omnepamuu B ®HC, nokymeHT mepepaetcs u3
OdJ] 8 ®I'NC MIJII (cxema 10511 morumueckoit moaenu (aityios
obmena ®I'MIC MJIJIIT).

IIpu orcyrcTBUM cBeleHM O BBIOBITUM B JIMYHOM KaOWHETE yYacTHUKA
000poTa, B MEPBYIO0 OYEPEIb, PEKOMEHIyeTCs TPOBEPUTH HATMYKME KaCCOBOTO YeKa
B Jluunom xkabunere O®DJ[ (mpu Hanumuuu). B ciaydae OTCyTCTBUS Takoi
BO3MOKHOCTH yYacCTHHUKY 000poTa HEOOXOAUMO OOpaTUThCS B  CIYXOy
TexHuueckou noaaepxxkku OI'MC MJJIIT.

Ilocneoosamenvnocmey 6bINOIHEHUA OCUCMEUII COMPYOHUKA ARMEYHOU
Op2anu3ayuu npu PO3HUYHOU NPOOasice 1eKAPCMEEHHO20 NPenapama:

1. Hoayuums 3anpoc om nauyuenma.

2. Ocywecmeums hapmauesmuueckoe KOHCYIbMUpPosaHue.

3. Iloooopams Heobx00uMbLe 1eKapcmeeHHble nPenapameal.

4. IHoayyums coznacue nayuenma Ha npuodpemeHue 1eKapcmeeHHblX
npenapamoe.

5. Iloouepéono cuumams koovt mapkuposxku DataMatrix 2D cxanepom
C Kaxcooil ynaxKkoeKu J1eKapCcmeeHHbIX NPenapamos.

6. Yoocmosepumocsa, umo Ko0vl MaAPpKUPOBKU CUUMATIUCH KOPPEKHIHO.

7. Honyuums onnamy 3a J1eKaApCmMEEeHHblI npenapam u npPoOUmMBb
Kaccoenlii Yek.

8. Bvloamv nauuenmy nexapcmeeHHull npenapam, coavy (npu
Heo0X00uMocmu) u Kaccoeulil Yekx.

B pamkax pO3HMYHOM TPOAAXKH JONYCKAETCA OTHYCK JOJH U3
Pa3yKOMIUIEKTOBAaHHOW YNAKOBKHM JICKAPCTBEHHOI'O Ipenapara, T.€. 4YaCTUYHOE
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BBIOBITHE BTOPHYHON yakOBKH. BTopruHas ymakoBKa JIEKapCTBEHHOTO Mpemnapara
JOJDKHA COXPAHATHCS JO MOMEHTA OTITyCKa MOCIETHEH 10N BTOPUYHOMN YIaKOBKH.
JUis  OCyHIECTBIEHUS YAaCTUYHOTO BBIOBITHA B KacCOBOM IPOTPAMMHOM
oOecrieyeHuu cyobeKTa oOpalleHusl JIEKApCTBEHHBIX CPEICTB HEOOXOUMO BBECTH
KOJIMYECTBO MPOJIAaHHBIX MEPBUYHBIX YITAKOBOK M OOIIEE€ KOJMYECTBO MEPBHUHBIX
yIakoBOK BO BTopu4HOH ynakoBke. KaccoBoe I10 nomxHO o6ecnieunBaTh NpoOBEPKY
KOJIMYECTBa paHee BBIBEJICHHBIX U3 000poTa J0Jell U OJIOKUPOBATH BBHIOBITHE
«U3IUIIKOBY, BEIBOJISI COOTBETCTBYIOIIEE YBEIOMIICHHE.

B cnydae oOHapyXeHHs TIONBITKA OCYIIECTBUTh BBIBOJ U3 000poTa
«znumkay GI'MC MJIIT ocyiiecTBUT BBIBOJI JICKAPCTBEHHOI'O Iperapara u3
obopota, mpu ATOM OyneT 3apUKCHUPOBAHO HAPYIICHHE, U COOTBETCTBYIOIIAs
uHdopMaius OyJeT HarpaBlieHa B HaJ30pHbIN opraH (Poc3npaBHanzop).

B ciywae otmycka JieKapCTBEHHBIX MpenapartoB (U3MyecKoMy JIHILY,
3aCTPAaXOBAHHOMY B paMKax JOOpPOBOJBHOTO MEAMIIMHCKOTO CTPaXOBaHUS,
ceeneanss B OI'MC MJUJIIT momatorcs ydacTHMKOM obOopoTa mo cxeme 511
noruyeckoit mogenu ¢ainoB oomena ®I'MC MUJII» ¢ ykazanneM «HyJ1eBO»
HeHbl YIAKOBKM, a TAaK)Ke YKa3aHHE B CXeMe BHJIa JIOKyMeHTa (OJaHKa cTporou
OTYETHOCTH WIN «mpodee»). JlomomHutenbubix cBegenuit B ®I'C MJUJIIT
CcyOBEKTOM OOpaleHus JIEKapCTBEHHBIX CPEICTB HE MOIAETCH.

CyObexThl 00OpalieHus JIEKapCTBEHHBIX CPEJICTB, 3aHUMAIOIINECS POZHUYHON
OpOoJlaked  JIGKapCTBEHHBIX  IpPENnapaToB, MOTYT  OCYUIECTBIATh  OTIIYCK
JIEKapCTBEHHBIX IPENapaToB TOJABKO (PU3HYECKHUM JHIAM C HCIOJIb30BaHUEM
KOHTPOJIbHO-KAaCCOBOM TEXHUKH.

Po3HuuHBIN mpoaaBel] JIeKapCTBEHHBIX MPEMapaToB, HE UMEs JIMIEH3UIO Ha
(dapmaneBTHYECKYI0 NEeITeNbHOCTh C YKa3zaHueM Buaa pabor (ycmyr) «OmnroBas
TOPrOBJIsl JIEKAPCTBEHHBIMH CPEACTBAMH ISl MEIMIIMHCKOTO IPUMEHEHHS», HE
BIIPAaBE OCYLIECTBIIATH ONTOBYIO TOPTOBIIIO JIEKAPCTBEHHBIMU CPEJICTBAMM.

JIJisi y9acTHUKOB OOOpPOTOB HE JIOIMYCKAETCsl MPUOOPETEHUE JIEKApCTBEHHBIX
MpernapaToB y anTEUHbIX OpPTaHU3aIlluil U AUCTPUOBIOTOPOB, KOTOPHIE HE UMEIOT
JIMLIEH3UH Ha ONTOBYIO MPOJAXKY.

I[OHOJ'IHI/ITGJIBHBIC Pa3bACHCHUA, KaCaroIUCECsa pcain3alru JICKAPCTBCHHBIX

IpernaparoB, MpHUBEACHBI B MUcbMe Poc3apaBHamzopa ot 16.01.2020 N 01u-71/20

"O pO3HUYHOI M ONTOBOI TOProBJIe JeKAPCTBEHHBIMHU MpenapaTamMu’">,

% MuceMo npuseseHo B ITpunoxennn 4 HacToAIMX MeTOAMYECKUX PEKOMEH AU
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B curyaumsx, korja MapKUpPOBaHHBIM JIEKAPCTBEHHBINM MpenapaTr ObLl
«MpoOUT» Ha Kacce B alTeKe, HO, 110 TEM WU MHBIM NMPUYMHAM HE ObUT OTIIYIIECH
MOKyNaTesto (0TKa3 0 MHULUATHUBE MOKYIATENsA, OTCYTCTBHE HEOOXOIUMON CYMMBI
JEHEKHBIX CPEACTB Ha OIJIATy M T.J.), TAKOM YEK HE 3aKPbIBAECTCA U JIOJKEH ObITh
aHHYJMPOBAaH MOCPEACTBOM IITATHOTO KAacCOBOTO MPOrPaMMHOr0 OOECHeyYeHUs.
Nudopmanusi, coxmepxkamascs B TakoM dYeke, B O®dJ| He mnepenaercs u
COOTBETCTBEHHO, CBEJEHHUS O BBIBOJE JIEKAPCTBEHHOrO Mpernapara U3 ob0opoTa B
OI'NMC M/JIIT ve duxcupyroTcs. B cinydae aHHyJIMpOBaHUS KacCOBOTO ueKa
uHpopmalus o TakoM JekapcTBeHHoM mnpemnapate B GT'C M JIIT coxpansiercs B
ctaryce «B 06opote». JJonomHUTENBHBIX JEHCTBUN YHACTHUKY 000pOTa COBEPILATD
He TpeOyeTcs.

Baxxno! B mepexonmHbiii mepuoa 10 crapTa 00s3aTEIbHOM MapKUPOBKHU
JieKapcTBEHHBIX mpenapatoB ¢ 1 utoinst 2020 rona, npu OCYIIECTBICHUN PO3HUYHOM
NpoJaXu JIEKApCTBEHHBIX MpenapaToB (32 MCKIIOYEHUEM JICKAPCTBEHHBIX
npenapaToB, OTHOCSIIUXCS K kareropuu 7B3H), cunteiBanue Koga MapKUpPOBKH U
peructpanuu onepanuu BbiBoga u3 obopora B ®I'MIC MJUJIIl He sBasiercs
obsi3atenbHON Tiporieypoi. [lpu stom perynsarop B nuie Poc3apaBHamzopa u
OnepaTtop cUCTEMBI MAPKUPOBKH, B 11X TECTUPOBAHUS TOBAPOIPOBOIAILECH 1IENU
u obOecrieyeHus] TOTOBHOCTH CYyOBEKTOB OOpaIlleHHs JIEKApPCTBEHHBIX CPEICTB K
CTapTy 0053aTeIbHOM MapKHPOBKH, PEKOMEHIyeT (DUKCHpPOBATH BCE OMEpaIlUH,
coBeplllaeMble ¢ JeKapcTBeHHbIMU mpemnapatramu B OI'MMC MJUIIIL, cormacHo
NEHCTBYIOIINM OU3HEC-TIPOIIecCcaM.

5.2.JIbIrOTHBIH OTIYCK JIEKAPCTBEHHBIX NMPeNnapaToB

B ®I'MC MJUJIII peanu3oBaHbl CIEAYIOMIME BHABI JIBTOTHOTO OTITYCKa
JICKapCTBEHHBIX MPENAPaTOB:

- BBIBOA 113 o6opota o 100% nbrore;

- BBIBOJI M3 000POTa MO JILI'OTE CO CKUIKOM.
5.2.1. BeiBoa u3 o6opora no 100% Jbrore

BriBog 13 060poTa IEKapCTBEHHBIX MPENApaTOB, OTITYCKAEMBIX 110 PEIICTITY 110
100% nbrore, OCyIIECTBISIETCS C HMCHOJb30BAHUEM YCTPONCTBA — pErucTparopa
BEIOBITHS. MHpOpManus 0 BeIBOjIE M3 000pOTa TaKMX JICKAPCTBEHHBIX MPENapaToB
nocrynaer B @OI'MC MJIJIII B aBTOMAaTHYECKOM pPEXHUME MOCPEICTBOM
dbyHKk1MOHANa peructparopa BeIObITHS (cxema 10521 moruueckoit Moaenu daitinon
oomena ®T'MIC MJJIIT).
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Taxke pomyckaercs OTHYCK JIeKapCTBEeHHBIX mpernapatoB no 100% merore
yepe3 KKT ¢ nepenaueid nokymenTa, noarorosieHHoro mno cxeme 10511 B ®I'UC
MJUJII nocpeactBoMm ykazaHusi LeHbl 3a eauHuly «0 py0.». HckmaoueHuem
ABJISIETCS OTHYCK JIEKAPCTBEHHBIX MpENapaToB, OCYLIECTBIIEMBI B paMKax
IOrOBOpa KOMMCCHM MEXJy aIllTeYHOM OpraHu3auued U YIHOJIHOMOYEHHOU
(dapmaneBTHUECKON  opraHu3anueil. B nmaHHOM ciydae OTIYCK  JOJDKEH
OCYIIECTBIISITHCS C UCIIOJIb30BAHUEM PETUCTPATOPA BHIOBITHS.

Aneopumm deticmeuil compyoOHUKa anmeyHoll Op2aHu3ayuu

1. Honyuamenov JIII npedocmaensiem compyoHuxKy (nepeocmoibHUKy)
J1b2OMHBLI peyenm.

2. Compyonuk noodoupaem npenapamol 6 COOMEENCMEUU C NOJIYYEHHHIM
peuenmom, npu IMom CKaHupyem Koobl MapKupoeKku Ha Hux. Baoicno:
OMCKAHUPOGana 00adxcHa 0vimb Kadxcoasa ynakoeka. Ilpu noemopnom
CKAHUPOBAHUU YNAKOBKU DPEUCMPAmop 6vlOblmus He 0odasum ee 6
CHUCOK 014 6bleoda u3 obopoma, a coodbuum noav3oeamenio 00
OWUOOUHOM CKAHUPOBAHUU.

3. Compyonuk 6600um oamy, cepuio u Homep peuenma (Ha pecucmpamope
8bl0bIMUA UIU 6 MOBAPHO-YUEMHOU cucmeme) u gvldoupaem oeilicmeue
«3apecucmpuposams eviovimue». Ilocne noaenenusa na Oucniee
pezucmpamopa 6vl0blmus cOOOUWeHUA 0 MoMmM, YUMo 3anpoc OMNpPaesieH,
eévioaem JIII nonyuamentro. Basicno: oxncuoame omeem OI'UC M/JIII o
pe3yromamax nonvimku evigooa JIII uz obopoma 6 momenm omnycka
JIII ne nyscno.

4. B cnyuae uacmuunozco 6vl0vimus 6mopuuHoll ynakoeku u3z odopoma,
coomeemcmayouan ungpopmayusn 0 Koiuuecmee doeil
JIeKapCmMeEeHH020 npenapama yKa3vl6aemces 6 pecucmpamope 6bl0bimus
unu 6 moeapo-yyemuou cucmeme ywacmuuka. Ilpu smom emopuunasn
YHAKOGKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCTAEOHEN NePEUUHOU
YRAKOBKU.

5.2.2. BbiBOA M3 000pOTA 10 JIBLIOTE CO CKUIKOM

OTnyck  JIEKapCTBEHHOrO  TMpenapaTta C YacCTHYHBIM  JIOTUPOBAHUEM
OCYULIECTBIISIETCSI Yepe3 KOHTPOJIbHO-KACCOBYIO TEXHHUKY, ¢ nepenaueid B OI'MC
MJUIIT cootBercTBytomero Xml-mokymenta (cxema 10511 mormdeckoid mMojenn
daiinoB oomena GI'IC MJJIIT).

B pamkax JprotHoro oOTHycka JONYCKAaeTCsl YacTUYHOE BBIOBITHE
JEKapCTBEHHOr0 mpenapara. s OCyIleCTBICHUSI YaCTUYHOIO BBIOBITHS uepes
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KacCOBO€ MporpaMMHOEe obOecriedeHue CyObeKTa OOpallleHusl JIeKapCTBEHHBIX
CpPEICTB HEOOXOAMMO BBECTHU [OJIIO YIAKOBKU JIEKAPCTBEHHOIO Ipemnapara.
KaccoBoe mporpammHoe oOecrniedeHHe JIOJDKHO —OOecnedyuBaTh MPOBEPKY
KOJIMYECTBa paHee BBIBEJICHHBIX U3 000poTa a0Jeil U OJIOKUPOBATH BBHIOBITHE
«U3IUIIKOBY, BBIBO/SI COOTBETCTBYIOIIEE yYBeaqomieHue. Bropuunas ymakoska JIIT
COXpaHSETCs J0 MOMEHTA BBIOBITHS MMOCIICTHEH 10 BTOPUYHOHN YIIaKOBKH.

B cmydae oOHapyXeHHS TIOMBITKH OCYIIECTBUTh BBIBOA M3 000poTa
«znukay, OI'MC MJUJIT ocymecTBUT BBIBOJ JIEKAPCTBEHHOI'O Mperapara u3
obopota, mpu ATOM OyneT 3aPUKCHUPOBAHO HAPYIICHHE, U COOTBETCTBYIOIIAsS
uHpopmanus OyAeT HampaBiieHa B Haa30pHbINA opraH (Poc3apaBHamzop).

Anzopumm delicmeuil COmpyoOHUKa Anme4yHoul Op2aHu3ayuu

1. Ilonyuamens J1eKapCcmeeHH020 npenapama npeoocmaensaem
COMPYOHUKY anmeuHoll OP2aHu3auuu 1b20MHbLIL peyenm.

2. Compyonuk noooupaem npenapamosl 6 COOMEEMCMEUN C NOJIYYEHHHIM

peuenmom, npu 3mom cKanupyem Koovl mapkuposxku DataMatrix ua
HUX.
Bascno: omckanupoeana oonxncna ovimb Kaxcoaa ynaxoeka. Ilpu
HOGMOPHOM CKAHUPOGAHUU YNAKOBKU PEUCMPAMOp 6blOblmus He
dobaeum ee 6 CHUCOK O0Ja 6bl6o0a u3 o0bopoma, a cooowUm
noav3oeamenio 00 OWUOOUHOM CKAHUPOBAHUU.

3. Compyonux 6600um oamy, cepuio u Homep peuyenma (Ha pezucmpamope
8b10bIMUA UIU 6 MOBAPHO-YUEMHOI cucmeme) u evldupaem oOeiicmeue
«3apezucmpuposams eviovimue». Ilocne nosagnenus Hna Oucniee
pezucmpamopa 6vl0blmus cOOOUWEeHUA 0 MOM, YMO 3anpPoc OMNpPaesieH,
ommnyckaem JjlieKapcmeeHHblil npenapam noJiy4ameio.

Baosicno: oscuoamoe omeem OI'HC MJUIII o pe3yrbmamax nonvimiku
év1600a JIII uz o6opoma 6 momenm omnycka JIII ne nysicno.

Baxno! B mnepexonmHplii mepwoj 10 cTapTa 00s3aTeNbHONM MapKHUPOBKHU
JneKapcTBeHHbIX mpenapaToB ¢ 1 uronst 2020 roga, mpu OCYIIECTBIECHUU OTITYCKa
nekapctBeHHOro npenaparta mo 100% absrore aubo co CKUAKOH (32 UCKIIIOYEHUEM
JIEKapCTBEHHBIX ITpenapaToB, OTHOCAIUXCS K Kareropuu 7 B3H), cunteiBanue kona
MapKUPOBKU M pErucTpanuu omnepamnuu BeiBoaa u3 odopora B ®I'MC MJIII we
sSBsieTcs  obOsi3aTenbHOM  mporenypoil. Ilpm  3TomM  peryiaarop B JIUIE
Poc3npaBraazopa m Omnepatop CUCTEMBI MapKHUPOBKH, B ILENSAX TECTUPOBAHUSA
TOBApOMPOBOSIICH 1ENu U OO0EeCleueHUss TOTOBHOCTU CYOBEKTOB OOpalieHus
JEKApCTBEHHBIX CPEJCTB K CTAapTy 00sA3aTeNbHOM MapKUPOBKH, PEKOMEH]YET
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dbuKCUpoBaTh BCE OMEpaIlU, COBEpIIacMbIe C JICKAPCTBEHHBIMU MpernapaTamMu B
OI'MC MJJIII, cornacHo NEeUCTBYIONIMM OU3HEC-TIPOIIecCcaM.

5.2.3. BoiBOoA M3 000poOTAa 1)1l OKA3AHUSI MeIMUMHCKOI MOMOIIU

BriBos1 u3 000poTa JE€KapCTBEHHBIX MIPEnapaToB JJisl OKa3aHUs MEIULIMHCKON
MTOMOIIIN OCYIIECTBIISETCS C UCTOIB30BAaHUEM PETUCTPATOPA BHIOBITHS.

Wudopmaruss o BbIBoJE€ M3 000pOTa TaKUX JIEKAPCTBEHHBIX IPEnapaToB
noctynaetr B @OI'MC MJJIII B aBTOMaTUYECKOM pPEXUME MOCPEICTBOM
dyHKIMOHANIa peructparopa BbeIObITUA (cxema 10531 noruyeckoit Mmogenu ¢aiios
oomena ®I'MIC MJJIIT).

JIsist ocylecTBIEHUS YaCTUYHOIO BBIOBITUS JIEKAPCTBEHHBIX MPENapaToB s
OKa3aHWs  MEAMIIMHCKOM TOMOIIM B TOBApHO-Y4YETHOM cucreme (Ipu
UCIIOJIb30BAHUM PETUCTpaTOpa BBIOBITHSI B «CETEBOM pEXKUME») CyOBheKTa
oOpalieHusi JEKapCTBEHHBIX CPEJACTB WMJIM B pErucTpaTope BBIOBITHS (IIpH
UCIIOJIb30BAaHUM PETUCTPATOPA BBHIOBITHS B «aBTOHOMHOM» PEKHUME) HEOOXOIUMO
BBECTH [IOJIIO YIMAaKOBKM JIEKAPCTBEHHOro TmperapaTta. Bropuunas ymakoBka
JIEKapCTBEHHOT'O IpenapaTa COXpaHsAETCs 10 MOMEHTa OTIYCKa IMOCIEAHEN IO0JIU
BTOPUYHOM ymakoBKH. ToBapHO-y4eTHass cuctema (WM PEerucTpaTop BHIOBITHS)
JOJKHBI OOecrieunBaTh MPOBEPKY KOJIMYECTBA paHee BBIBEJEHHBIX W3 000poTa
nojied W OJOKUPOBAaTH BBIOBITUE «HU3IHUIIKOB», BBIBOJS COOTBETCTBYIOIIEE
YBEJOMJICHUE.

B cnydae oOHapyXeHHs TONBITKH OCYIIECTBUTh BBIBOA M3 000poTa
«nuikay, @TUC MIJIIT ocymectBut BeiBoa JIIT u3 o6opoTta, nmpu 3ToM Oyaer
3aMKCUPOBAHO HAPYIIIEHNE, U COOTBETCTBYIOINIAA HHGOpMalus OyAeT HarlpaBjeHa
B Ha/I30pHbBIN opraH (Poc3napaBHanzop).

AJITOpUTM  AEUCTBUM COTPYAHHKA MEIUIMHCKOW OpPraHu3alud Mpu
WCIIOJIb30BaHUU MM PETHCTPATOpa BBIOBITHS BCErJa OAWHAKOB W HE 3aBHUCHUT OT
crnoco0a ero noIKIIOUEHUS.

1. Compyonuxk noayuaem uiu co3oaem OOKYMEHM-0CHOGAHUE 0l
pecucmpayuu 6v1600a J1€KAPCMEEHHO20 npenapama u3 ooopoma. Imo
Modcem  Obimb  mpedO0GaAHUE-HAKNAOHAA, AKM  CRUCAHUA  HNpU
UCNONBb306aAHUU 011 OKA3AHUA MEOUUUHCKOU NOMOWU uiu oo
Opy20il  OOKYMEHm 6 COOMGEemCmEuU ¢ GHYMPEHHEll Y4emHOu
NOUMUKOU yYacmHuKa ooopoma.
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2. CompyOoHuk noooupaem ynakoeéKu NpPenapamoé é COOmEemcmeuu ¢
O0OKYMEHMOM-0CHOBAHUEM U CKAHUpyem Koovl mapkuposku DataMatrix.
Ecau  npu 3mom ucnonv3yemca moeapHo-yuyemHas cucmema,
unmezpuposannas ¢ OIUC MJUUIII u pecucmpamopom evidvimus, mo
COMpPYOHUK MoOJdicem Cpazy 6udemv Ha IKPAHE KomMnbviomepa
UHpOpMauUuIo 0 OAHHOM J1EKAPCMEEHHOM Npenapame u 0 mom, Moicem
U OaHHbBLl npenapam 0bvimb 6vleedeH u3 obopoma. Pezucmpamop
8bIObIMUA NPU CKAHUPOGAHUU K0006 mapkupoeku DataMatrix npu
YCHEWHOM PAcnO3HACAHUN KOOA MAPKUPOEKU, HAHECEHHO20 HA YNAKOBKY
JIeKapCmMeEEeHH020 npenapama, 6vl600UM HA IKPAH HAUMEHOGAHUE
JleKapCcmeeHHo20 npenapama.

3. 3asepuiue noooop, COmMpPYOHUK evioupaem Oelicmeue
«3apezucmpuposams vl0bimue» Ha pezucmpamope evlovimus. Ecau ne
UCROIb3YEemCA MOBAPHO-YYEMHAA CUCHeMA, HA Oucnjee ycmpoiucmea
0yoem 6vl6edeHo coobuieHue 0 HeodX00uUMocCmu 6600a Homepa u oamal
O0OKyMeHmMa-o0CHOBAHUS neped OMNPABKoil c6eOeHUl.

4. B cayuae uacmuunoz2o 6vl0bimus 6MOPUYHOU YNAKOEKU U3 0bopoma,
coomeemcmayouan ungpopmayusn 0 Kouuecmee doaeil
JIeKapCcmeeHH020 npenapama yKa3vlaemcsa 6 pecucmpamope 6vlovtmus
unu 6 moeapo-yyemuoii cucmeme yvacmuuka. Ilpu smom emopuunasn
YHAKOBKA COXPAHAEMCA 00 MOMEHMA 6blObIMUA NOCTAEOHEll NEPEUUHOIL
YRAKo8KU.

Baxxno! B mepexomHbili Tiepuoa 10 cTapTa 00s3aTEIbHON MapKUPOBKH
JieKapCcTBEHHBIX TpemnapatoB ¢ 1 urons 2020 rojga, npu oKa3aHWU MEIULIMHCKOU
MOMOIIIM, CYUTHIBAHWE KOJAa MApKUPOBKH M PETHCTpAllMU OIEpaldHd BHIBOJA W3
obopora B ®I'MC MIJIII He sBasieTcst oOsi3arenbHOM mpouenypoi. Ilpu stom
perynsatop B nuue Poc3apaBHaazopa u Omneparop cUCTEMbl MApKUPOBKH, B LIEISAX
TECTUPOBAHUS TOBAPOTPOBOASAIICH e W OOECTIeYeHHUs] TOTOBHOCTU CYOBEKTOB
oOpalieHusi JIEKapCTBEHHBIX CPEJACTB K CTapTy o0Os3aTeIbHOM MapKHUPOBKH,
pexkoMeHyeT (DUKCUPOBATH BCE OIEpallii, COBEPIIAEMBbIE C JIEKAPCTBEHHBIMU
npenapatamu B PI'NC MJJIIL, cornacHo neMCTBYIOIUM OU3HEC-TIpOIleccaM.

5.2.4. BbiBOA M3 000pOTA 10 HHBIM MPUYHHAM

BoiBon JIIT u3 o0opoTra MOXKET OCYIIECTBISTHCA YYaCTHHKaMHU 00OpOTa ¢
YYETOM Pa3IMYHBIX TUIIOB COBEPIIAEMBIX OINEPALIUI, B TOM YUCJIE:

e 0TOOp 00Pa3IOB TAMOKEHHBIMU OpraHaAMM;
e 0TOOp 00pPa3IOB B paMKaX BHIOOPOYHOTO KOHTPOJIS;
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e 0TOOp 00pa3loB B paMKax (eepaabHOTO HA/130Pa;

e 0TOOp 00pa3ioB s papManeBTUUECKON IKCIEPTU3HI;

® HeJ0CTaua;

e Tiepeava JEMOHCTPAIIMOHHBIX 00pas3Ilos;

e crnucaHue 0e3 nepefaayn Ha YHUUTOXKECHHUE,

e BbiBOA u3 obopora SSCC/SGTIN, HakoIJIEHHBIX B paMKax
AKCIIEPUMEHTA;

® CIHCAaHUE Pa3yKOMIUIEKTOBAHHOW BTOPUYHOM YIIAKOBKU;

® CHHCaHHe MPOU3BOJACTBEHHOTO OpaKa;

® TIPOU3BOJCTBO MEAUIIMHCKUX W3/IEIHIA;

® TIPOU3BOJCTBO JICKAPCTBEHHBIX MPEMapaToB;

® 0TOOpP KOHTPOJBHBIX O0PA3IIOB;

e 0TOOp apXUBHBIX 00PA3IOB

e nepenava JIIT Ha yHUYTOXKEHUE.

5.3.BbIBOJ U3 000pOTA JIeKAPCTBEHHBIX MPENapaToB NMPHU
HepadoTOoCIOCOOHOCTH PErucTPaTOpPa BhIOBITHS

B cnydae HepaboTOCTIOCOOHOCTH PErCTPaTOPa BHIOBITHS YHACTHHKY 000pOTa
4

HEO0OXOIMMO 03HAKOMUTBHCS C COOTBETCTBYIOIIEH HHCTPYKIIUEH .
9.4.0¢c00eHHOCTH BBIBOAA U3 000POTA JIS OTEJIbHBIX KaTeropui
Y4YACTHUKOB

5.4.1. BeiBoa 3 000poTa M3 TPYJAHOAOCTYIHBIX U OTAAJEHHBIX OT CETH U
CBSI3M MECT OCYIIeCTBJICHUS eSITeIbHOCTH

1. Opranuzanuu U HUHAUBUIYAJIbHBIC MNpPEANPUHUMATEIN, HAXOASAIIUECS B
TPYAHOJAOCTYITHONM MECTHOCTH, a TaKyK€ MMEIOIIME MECTa OCYIIECTBICHUS
NESATEIBHOCTH, PACIOJI0KEHHBIE B TPYIHOJIOCTYITHOM MECTHOCTH, HO
HMelle BO3MOKHOCTH Iepeaaydyd JAaHHbIX 4Yepe3 ceTb HMHTepHeT,
JOJDKHBI TIepefiaBaTh CBEACHUA OO0 oOmepamusx C JIEKapCTBCHHBIMHU
npenaparamu B ®T'MC MJIJIIT corimacHo TeKylIUM OH3HEC-TIpoIieccam
JBWDKCHUS JICKQPCTBEHHBIX IpernapaToB, ONYOJMKOBAaHHBIM Ha CalTe
UYecTHbI3HAK.

2. OpraHu3ainuy ¥ WHAUBUYaIbHBIC MPEANPUHUMATEIIH, HMCIONINE B CBOEM
COCTaBe MeCTa OCYIIECTBICHHUS JEITEIbHOCTH, HaXOJAIIHECS B
TPYAHOJAOCTYITHON MECTHOCTH M He MMelolue J0cTyna K cetu UHTepHeT:

4 Mucrpykuus pasMeleda B [IpUIoKeHnd 5 HACTOAIMX MeTOIMYECKUX PEKOMEHIAIINIM
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e Ilepenaua ceemenuii B OI'MMC MJJIII ocymiecTBisieTcss dYepes
TOJIOBHYIO OPraHM3allMl0, B COCTABE KOTOPOM OCYHIECTBIIAET
NEeATeNIbHOCTh ~ 000COOJICHHOE — MOJApAa3JeiCHUE  MEAUIMHCKOM
OpraHu3alyy Wik GuiIrall anTeyHOU CEeTH.

e Ecmm MeCTO OCYHIECTBIEHMS  JEATEIIBHOCTH HE  SBIACTCS
CTPYKTYPHBIM MOJpA3/IeI€HUEM BBIIIECTOAEH opraHu3auuu (To
€CTh SIBJISIETCA CaMOCTOSITENIbHBIM IOPUIMYECKUM JIUIOM WU
UHAUBUAYAJTbHBIM HIPEIPUHUMATENEM ), B TAKOM CIy4ae yYaCTHUKY
obopora HEOOXOIWMO 3arpy3uTh XMI-TOKYMEHT O BBIBOC
nekapctBeHHoro mnpenapara B OI'MC MJJIIT wyepe3 Jluuublid
KaOWMHET U3 MecTa, IJe ecTh AocTyn K cetu UurtepHer. Cpoku Ha
repeiady CBEICHUN COCTAaBIIAOT 5 THEM.

5.4.2. BbiBoa U3 000poTa (pe1bALIEPCKO-AKYIEPCKUMHU IIYHKTAMH

@Oenpamepcko-akymepckuii nyHKT (nanee — ®AIIl) aBngercs CTpyKTypHbIM
noJipa3fieJIeHUEM MEIUIIMHCKOW OpraHu3allii, OCYIIECTBISIONIMM JTOBpaueOHYIO
NEPBUYHYI0O MEIUWKO-CAaHUTApPHYIO TOMOIIb B  CEJIbCKOH MECTHOCTH, W
Y4acCTBYIOIIMM B 00OpPOTE JIEKAPCTBEHHBIX MPENapaToB.

MeaunHcKasi opraHm3anusi, B cocTaBe KoTtopod Haxomutcs DAII,
OCYILIECTBIIAECT NEepeavy JEKapCTBEHHBIX IMPENapaToB Ha MECTO OCYIIECTBICHUS
nestenbHocTH DALl 1 PukcHpyeT COOTBETCTBYIONIYIO OTTPY3KYy HaIlpaBJICeHUEM
ceenenuii B ®I'MC MJIJIII.

B cnydae po3HnyHO# mpoja)ku JIGKAPCTBEHHBIX MPENApaToOB W/WIN OTITYCKa
JICKapCTBEHHBIX ITPENapaToB CO CKUJIKOM alTE€YHON OpraHu3aluen, HaXOISAIICHCS B
denpamepckux myHkrax (ganee — ®II) u @ AIl, BBIBOJI JIeKAPCTBEHHBIX MPEIIAPATOB
13 000pPOTa OCYIIECTBISACTCS C UCIIOJIb30BAHHEM KOHTPOJIBHO-KaCCOBOM TEXHUKH.

O6ocobennble moapaszaeneHus MeaunuHckon opranusarnuu (DOAII, OII),
OKa3bIBAIOIINE MMEPBUYHYIO MEIMKO-CAHUTAPHYIO MTOMOIIb, OCYIIECTBIISIIOT BBIBO/T
JICKapCTBEHHBIX IMPEMapaToB W3 000poTa C WCIOJB30BAHUEM PETUCTPaTOpa
BBIOBITHS.

[Ipumeyanmue:

1. Eciu ®AII, @Il HaxomaTrcs B TPYAHOAOCTYIIHOM MECTE, HO IPU ITOM
UMeIT Aoctyn Kk cetu MurtepHer — B takoMm cimydyae @AIL, DIl obsa3an

nepeiaBaTh CBEACHUS O BBIBOJIE JIEKAPCTBEHHBIX MPENapaToB U3 000poTa B
OI'nC MJIIL
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2. Ecan ®AIT/PIT HaxoauTcsa B OTOAIECHHBIX OT CETEH MECTHOCTH U HE UMEET
nocryna K cetu MHTEepHET — BBIBOJA JIEKAPCTBEHHBIX MPEINAPATOB U3
000poTa OCYIIECTBIISIETCS TOJOBHOM OpraHu3aiueil, B COCTaB KOTOPOH
BxoauT OAIT/ODII.

5.4.3. BbiBOA M3 000pOTa OPraHM3auMsMU, OCYIIECTBIAIOIMIUMH HAPSALY
C OCHOBHOM (YCTABHOM) 1eATEJIbHOCTHI0 MEIUIMHCKY IO
AeATeJIbHOCTD (00pa3oBaTe/IbHbIC OPraHU3ALUM, YUPEKICHUS
HAYKH, YUPE:KIeHHUSI COUMATBHOI0 00CTYKMBAHUS M NHbIE
OpPraHU3aIuN)

OpranuzanysaM U MHAUBUYAIbHBIM NPEANPUHUMATENSAM, OCYIIECTBISIOIINM
Hapsily C OCHOBHOH (yCTaBHOM) AESTENbHOCTHIO MEAMIIMHCKYIO JESTeIbHOCTD,
HeoOoxoaumo otpaxate B ®I'MC MJUJIII cBeagenus 0060 BcexX omepamusix ¢
JIEKapCTBEHHBIMU  TpernapataMu. AJTOPUTM  JEHCTBUH TakUuX CYOBEKTOB
oOpalieHus JeKapCTBEHHBIX CPeACTB Mo BHeceHuto nHpopmaruu B GI'NC MIJITT
aHAJIOTMYEH aJTOpPUTMY, IPUBEICHHOMY B MMyHKTE 5.2.3.
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6. OTaenbHBIE MpoLECcCh

6.1.PekomeH1auMu N0 BeIeHHI0 TOBAPHOIl HOMEHKJIATYPbI YYACTHHKA
obopora

B nensx obecrnieueHHss KOPPEKTHOTO MHTETPALMOHHOIO B3aUMOJECUCTBUS C
OI'MC MJUIIl yyacTHUKY 0OOpOTa NHpHU BEJIECHHWUM TOBAPHOM HOMEHKIATYPHI
JIEKapCTBEHHBIX MpEenapaTroB, HAaXOISIIMXCS Yy HEro OanaHce, peKOMEHAYETCS B
KauecTBE OCHOBHOI'O HAEHTU(UKATOpPA MCIOJIb30BaTh BHYTPEHHHMH YHUKaJIbHBIN
uaeHTudukarop jekapctBeHHoro mnpemnapara B peectpe ECKIIIl (manee — kon
ECKIJIII).

Hns nonmyyenuss u ydera koga ECKIJII B TYC yuactHuka oGopoTta
HeoOxoauMo ucnoiab3oBath Metoa APl 8.5.1 «Meton nist monydeHus: uHGopMaru
U3 peecTpa MpPOU3BOAUMBIX OpPraHU3AIMN JIEKapCTBEHHBIX MpernaparoBy. CHUCOK
meronoB APl onyOnukoBansl Ha caiite UYectHbiii 3Hak B gokymente «MC
«Mapkuposkay. MJIJIIL. TIpotokon obmena uHTepdericHoro ypoBHs v3.04» B
pasnene «JlokymeHTsl 11t padotel B MIJII».

6.2. UnBeHTApM3aLMs OCTATKOB. YYeT U CIUCAHME JeKAPCTBEHHbIX
npenaparon

Ha nmarty crapra o0s3aTensHON MapKUPOBKH JIEKAPCTBEHHBIX IMperapaToB ¢ 1
utofig 2020 rona y yuactHukoB obopota Ha 6amance B ®I'IC MJIIT moryT OBITH

HAKOILJICHBI OCTATKHM MAapKHUPOBAHHBIX JICKAPCTBEHHBIX MPEMApaToOB, MOJICKAIINX
crucanuio B ®I'MC MJJIIL.

Boigensrorcss  ciieqyronige Kareropud MapKUPOBAaHHBIX — JIEKAPCTBEHHBIX
npenapaToB, KoTopbie MOTyT ObITh criucadbl B ®T'MIC MJIIT 1o 1 uronst 2020 r.:

1. nekapcTBeHHbIE TpenapaThl, MapKUPOBAHHBIE «IKCIIEPUMEHTATbHBIMI))
komamu DataMatrix 6e3 kpunTo3amuTel B paMKax —IPOBEICHUS
AKCIIEPUMEHTA TI0 MApPKUPOBKE KOHTPOIBHBIMH (HUICHTU(DUKAITMOHHBIMH)
3rakamu ¢ 1 gespans 2017 r. mo 31 nexabps 2019 r.

2. JeKapCTBEHHBIC IpemnapaTthl, MapKupoBaHHble komamu DataMatrix ¢
KPUNTO3AIMUTON JIMHON 88 CUMBOJIOB M JOTIOJIHUTEIBHBIMU IMOJSIMU B KOJIE
MapKHPOBKHU (CPOK TOJTHOCTH, HOMEP CEpUM), U KPUNTO3AIUTON JIUHOU 44
cuMBoJia B nepuof ¢ 14 nexadpst 2018 r. mo 30 urons 2020 r.

Bcem ydactaukam obopota, umeroniuM Ha cBoeM Oanmance B @I'MIC MJIJITT
OCTaTKM MapKUPOBAHHBIX JICKAPCTBEHHBIX MPEINapaToB, IMEPEUHUCICHHBIX BBIIIE,
PEKOMEHIyeTCs TPOM3BECTH MPOILEAYPY CIHUCAaHWUS TAaKUX OCTaTKOB (3a
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HCKJIFOYEHUEM JIEKAPCTBEHHBIX IPENapaToB, OTHOCAmMMXC K 7B3H, 3akymieHHbIX
Ha cpejcTBa PeaepaibHOTO OIOKETA), C UCTIOIB30BAHUEM CXEMBI 552 JIOTHYECKOU
Mozenu ¢aiinoB oomena GI'IC MJUJIIT ¢ ykazaHuem Tuma BbIBOJa U3 000poOTa
«BriBo1 n3 060opoTa K3, HaKOMIIEHHBIX B paMKaX 3KCIIEPUMEHTa.

PexomenyemMble CpOKM TIPOBEACHUS OIEpaldii cnucaHusi CyObeKTaMu
oOpaienust iekapcTBeHHbIX cpeacTB ¢ 1 utons 2020 r. mo 30 urons 2020 r.

Kpowme Toro B nepexoansiit nepuoa 10 1 urons 2020 r. 8 PI'UC MJIT moxeT
OTCYTCTBOBaTh MH(MOpMAIUs O MEPEeMEIIEHUH MapKUPOBAHHBIX JEKAPCTBEHHBIX
OpernapaToB, YXKe IIOCTaBJIEHHBIX MO CXeMaM TMpsSMOro Wih oOpaTHOro
aKLeNnToOBaHUs (OTCYTCTBYET MOATBEPKICHUE Tpy3omoiiydyaresneil o0 NpUHATHU Ha
CBOIl OaslaHC JIEKQpCTBEHHBIX MPEMApaTOB B paMKax MPSIMOTO aKIENTOBAHUS WU
OTCYTCTBYET NOATBEPKACHUE TPY300TIPABUTENS O IOCTABKE JIEKAPCTBEHHBIX
IpernapaToB B paMKax OOpaTHOTO aKIENTOBAaHUS), a (DAKTUUECKH MOCTABICHHBIHI
ToBap Oyner mpoxomkare uucautbes B OI'MC MIJII nwa Ganance
IPY300TIIPABUTEIS.

[Tpn vammuuu B ®T'UC MJUJIII cBeneHuit 0 JeKapCTBEHHBIX Mpemnaparax,
NOCTaBJIEHHBIX TPY300THPABUTEIIEM IO CXEME MPSIMOr0o aKIENTOBAaHUS U HE
MPUHATHIX Tpy3onoiydaTesneM Ha cBor 6amanc B ®I'MIC MJIIT o ucreuenuro 5
IHEW C JaThl MOJYyYEHHs TOBapa (JeKapcTBeHHbIE mpenaparsl no aaHHeiM OI'C
MJUIIT maxomsTcs B peecTpe OXHAAHHA), TEKYIIEMY BIAJeiblly ToBapa
(Tpy300THpaBUTEI0) HEOOXOAMMO OTO3BaTh OTTPY3KYy, HCIONB3ys cxemy 251
noruueckoit moxaenu ¢ainoB oomena ®I'MC MIJIII, u 3ateM crnucaTh JaHHBIC
JIEKapCTBEHHBIE MTPenapaThl COTJIaCHO IPUBEICHHON BBIILIE HHCTPYKIIUH.

B cnydae ecnm B pamkax oOpaTHOrO akIENTOBaHUS TPY300TIpPABUTEIb HE
MOATBEPAWII TPHUEM TPY30IOJydaTesieM JIeKapCcTBeHHBIX mpemnapatoB B OI'MC
MJIJIIT B Tedenwe 5 mHEH ¢ JaThl OTHPABKH COOOIIEHHUS O IMOJYYCHHH TOBapa,
rpy30M0JIy4aTesib MOKET MOocpeAcTBOM JImuHOTrO KabOMHETa y4yacTHHMKa 00opoTa
HalpaBUTh B apOUTpak B aJpec MOoCTaBLIMKa 3amnpoc Ha cnucanue um B OI'MC
MJUIII mocTaBiieHHBIX JEKapCTBEHHBIX IpenaparoB. [lociie ormpaBku Takoro
3ampoca  OTBETCTBEHHOCTb  3a  IIOCIENYIOIIEE  CHUCAHUE  JIOKHUTCA  Ha
rpy300TipaBuTens, Ha 6anance kotoporo B @I'MC M npoaomxatOT YUCIUTHCS
MOCTABJICHHBIC JICKAPCTBEHHBIC MTPETapaThl.

[Tpu paxtuueckom BeiBoze JIII 13 060poTa, B CiIydae MpOBEPKH MOKyMIaTeIeM
JIEKApCTBEHHOI'0 TMpernapara, CHUCAHHOIO BBIIICONUCAHHBIMU CIOocoO0amMu, B
MOOWJIBHOM TMPUJIIOKEHUU OyJeT yka3zaHa HWHGOpMalUs O CIHCAHUU TaKOTO
JIEKapCTBEHHOTO IpernapaTa B paMKax 3KCIEePUMEHTA.
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6.3. Pekomenganuu no pacuery cymmbl HJIC

B coorBercTBUM ¢ TpeOOBaHUSMHM HWHTEIPALIMOHHOTO B3aWMOJACHCTBUS C
OI'NMC MJIIT yyacTHUKY 000pOoTa HEOOXOUMO BHOCUTH CBEJEHUS O CTOMMOCTH
YIIAKOBKH JIEKAPCTBEHHOI'O IMpernapara, pacCCUUTAHHOM UCXOJs U3 O0Iel CyMMBbI
ITOCTABJICHHBIX JICKAPCTBEHHBIX MPENapaToB U UX KonudecTBa, 1 cymme HIC mns
KaXXJ0M yIIaKOBKH.

B pamkax mnpsmoro mopsaka akienTOBaHUsS CBEACHUS (UKCUPYIOTCS
NOCTaBIIUKOM (Tpy300THpaBuTenieM). B ciydae oOpaTHOro akienta CBEIECHUS
buKcupyrTcs rpy3omnonydareneM. Bo n3dexaHue pacxokIeHUs 3HAUYCHUN CTaBKU
HAC yuactHukam o000poTa PEKOMEHAYETCS HCIOJIb30BaTh €IUHBIA aJTOPUTM
pacueta cymmbl HJIC mo ¢opmyne: Cymma HIC = Croumocts ynakosku JIIT (6e3
HIC) * Craska HJIC/100.

st okpyraenust cymmbl HIIC mo AByX 3HAKOB IMOCIE 3amsiToO HEOOXOIUMO
MOJIb30BAThCS ApUPMETUUECKUMU TTPABUIAMU OKPYTJICHHUS.

6.4.Ilopsaaok cMeHBbI AepKaTesisi perUHCTPANMOHHOI0 YI0CTOBEPEHUs!
JIEKAPCTBEHHOI 0 Mpenapara

Hwxe B Tabmume (Tabmuma 1) mpuBeneH nepedeHb ASHCTBHM CyObeKTa
oOpalleHus JIEKapCTBEHHBIX CPENICTB i CMEHBI JIep)KaTelisi PEerucTpalmoOHHOTO
yIIOCTOBEPEHUS Ha JIEKAPCTBEHHBIN IMpemnapaT JUisi MEIUIUHCKOrO MPUMEHEHHS B
cucteme ®I'MC MJJIII.

byaymmu AepiKaresb
Texymmu AeprkaTesb | perucTPalMOHHOI0
HeiicTBue perucTpauuoHHOro YAOCTOBEPEeHH (komy
Y10CTOBEpPEeHUA nepeAalTcss NpaBa Ha
NMPOAYKT)
Perucrpanus - Peructpupyet
NMPOAYKTOB B HoBbII GTIN B acconmanuu
accoumanuun GS1 GS1
Perncrpanus - ITocie oOHOBIEHUSA 3aIUCH
JIEKAPCTBEHHOI 0 B ECKJII u mnosBieHus
npenapara B HoBoro DrugCode o
MJJIII W3MEHEHUSM B Py
(u3MeneHue nepxarens PY
(manee — JIPY)
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peructpupyet HOBbIN JIII B
MJIJIT mox voBerid GTIN

orosop HA | - 3aknro4aeT AoroBop (mpu
yAaJIeHHbIT yCII0OBUH, 4TO Yy 3TOTO JPY
poctyn Kk PJ He OBbLIO paHee J0roBopa)
Jorosop Ha | OmrauuBaet panee, | 3akio4aer AOroBop (Ipu
ormiary KOJI0B | IIPEJOCTABIICHHBIE KOJIbI | YCIIOBUH, 4TO Yy 3TOro JIPY
MapKHPOBKHU MapKHpOBKH,  €CJIM  OHH | He OBLJIO paHee I0roBopa)
MPEOCTABICHBI HA YCIOBUAX
MOCT-OTLJIATHI.
OTtuer 0 | YcII0BUS IEPEXOTHOTO Omuccusi KM oTkpbIBaeTcs
HAHECeHU U Hepuoaa. [10CJIE YTBEPKIAECHUS HOBOTO
(10319) DMuUcCcHs KOJIOB IO TPOAYKTY JIPY u  perucrparuu
Ha craporo JIPY npoaykra B GS1 nu MJUIIL
3aKpBIBAETCA HE MO3/IHEE,
4yeM yepe3 6 MecsI1eB Mocie Ornpasiser  OTYETHL O
MOMEHTA yTBEPIKACHHSI HaHecenun  (10319) or
Hosoro JIPY B ECKIJIII. nMmeHu HoBoro JIPY ¢ nartsl
yTBEpKIeHU HOBOrO [IPY
IIpuem noxymentoB 10319
3aKpbhIBa€TCA C  MOMEHTA
NOCTYIUICHHS MIEPBOr0 OTYETA
O HAHECEHMHM B CHUCTEMY
MJUJIIT (10319) ot HOBOroO
JAPY. Ilpm »s3TOoM cTapomy
JAPY  pexkomenayercs B
clyyae 3aka3a KOJIOB IIO
MPEIOTUIaTHOM cxeme
3ampammBaTh KOJbI, HCXOIA
U3 peabHOM MOTPEeOHOCTH Ha
NPOJYKT, KOTOpBIN  Oyner
Iepelad HOBOMY BJIAJICIIBILY.
Peanuzanua Het orpannyenuit Het orpannuenuii
CTOKA,
NPOU3BEICHHOI0
A0 YTBEPXKIACHUSA
M3 noBoro /APY
HE3aBHCHMMO  OT

€ro HaxOKJIACHHUA

Tabmuna 1
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6.5. Ilopsinok orpaxenus onepanuii B ®I'MC MJIII npu ocyuiecTBieHUun
ONTOBOM NMPOAAKH 32 HAJIMYHBIN U 0e3HAJIUYHBIN pacuer

IIpn ocymiecTBI€HMM ONTOBOM TOPTOBJIM JICKAPCTBEHHBIMH IIPENApAaTaAMU 32
HaJIUYHBIN WM O€3HAIMYHBIN pacyeT B (PUCKAIbHOM JOKYMEHTE B 00s3aTEIbHOM
nopszike HeoOxonumo ykaseiBaTh MHH rpy3ononyuatens. B Takom ciydae BBIBOA
u3 obopota nekapctBeHHbIX npenapatoB B GI'MC MIJIIT we npousoiiner. anee
KOHTpareHTaM HeoOXOJAMMO BBIIIOJIHUTH ONlEepalluu pruemMa-nepeadmn.
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Ipunoxenue 1. Ilepeyens cxem Joruyeckoi moaeau Gpaijios ooMeHa

OIrucC MIJIII
Ne XSD-
CXEMLL KpaTtkoe Ha3BaHue onepanuu
10300 | DOmuccus K0J10B MapKUPOBKU
10311 |3aBepiiieHKE YIaKOBKH (PETUCTPATOP IMUCCUU)
10319 | Beimyck JIII 3a npenenamu PO (peructpaTtop IMUCCHUHM)
10511 | Posuuunas npogaxa c ucronbzoBanruem KKT
10521 | OTnyck no JbrOTHOMY pelenTy (PerucTpaTop BHIOBITHSA)
10522 | OTnyck no JsroTHOMY penenty ¢ ucnoiabzoBanuem KKT
10531 Bbimaua nist okazaHus MEIUIIMHCKOM MTOMOIIHU (perucTpaTop
BBIOBITHS)
250 OTtmeHa omnepanuu
251 O13bIB yacTu TOBapa OTHpaBUTEIEM
252 Otka3 ot mpueMKu yacT ToBapa [lokynaTenem
253 KoppekTupoBka paHee HanpaBlIeHHBIX PEKBU3UTOB
311 3aBeplieHuEe yIakoOBKU
313 Beimryck JITT
314 Otrpy3ska JIIT coOCTBEeHHUKY TS BBITYCKA TOTOBOM MPOTYKIIMH
321 Beimryck JIIT (mHOCTpaHHBINA nepxaTeias PY)
331 Otrpy3ka JIIT B PO
332 Bgo3 JIII B PO
333 Bgo3 JIII B P® o xkoHcurHanuu
334 [lepemeliieHre B 30HE TAMOXXEHHOT'O KOHTPOJIA
Brimyck jutst BHyTpEeHHETO TTOTPeOIeHUS
Odopmaenune skcopra
335 Ortka3 B noab3y rocygapcrsa B 3TK

Odopmnenue peskcnopra
[Tepenaua Ha yanuroxenue u3 3TK
TamoxxeHHOe oopmIleHHE
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Ne XSD-

KpaTkoe Ha3BaHMe onepanun

CXeMblI

341 [Tpuemka na cknan u3 3TK

342 Bgon JIIT B 0o6opoT Ha Tepputopuun PO

351 Cwmena cooctBenHuka JIIT

360 BBo3 cobctBennbix JIIT nuz EADC

361 Otrpyska JII1 B P® u3z EASC

362 Bro3 JII1 B P® u3z EADC

363 Bgon JIIT u3 EASC B 060poT Ha Teppuropun PO

381 Otrpy3ska JIIT coOCcTBEeHHUKY

391 [ToBTOpHBII BBOA B 000POT

415 Ortrpy3ka JIII co ckiana

416 [Tpuemka JIIT Ha ckian

417 Bo3Bpar npuocTaHOBIIEHHBIX JIEKAPCTBEHHBIX MPENapaToB

431 [Tepememienne

441 Otrpy3ka JIIT Ha HE3aperucTpUPOBAHHOE MECTO JI€ATEILHOCTH

442 [Ipuemka Ha cknan JIII, paHee OTrpyKEHHBIX Ha
HE3apEruCTPUPOBAHHOE MECTO JICSITEIIbHOCTH

461 Otrpy3ska JIIT B EADC

470 [Tepememenne JIII B pamkax rocy1apCTBEHHOTO JIEKAPCTBEHHOTO
o0ecrnieyeHus

471 [lepenaua HOBOMY BIa/I€NbIlY

472 Otrpy3ka JIII o areHTCKOMY JOTOBOPY

511 Po3nnunas npogaxa

521 OTiyck Mo JbroTHOMY pELEnTy

531 Brermaua nig oxka3zaHus MeJUIIMHCKON OMOIIN

241 [lepenaua Ha yHUUYTOXKEHUE

542 YHuuTOXKEHUE

552 BoiBon u3 obopota
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Ne XSD-

KpaTkoe Ha3BaHMe onepanun

CXeMblI
701 [lonTBepkaeHue oTrpy3Ku/IpUEMKH
811 [TepeynakoBka u nepeMapKupoBKa
911 ArperupoBaHue
912 PacdopmupoBanue rpynnoBoi ynakoBKH
913 N3bsTHe 13 TpynInoBol ynakoBKH
914 BxiroueHne B TpyIIoByrO YIIakOBKY
915 ['pynnoBoe arperupoBaHue
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Ipunoxkenue 2. Kparkasi HHCTPYKIUS 110 MOJTYYEHHIO perucrparopa
BbIOBITUA

Kparkas uHCTpyKLIMS 110 11aram

> Hlar 1. 3aperucrpupoBatbcs B CHcTeME MOHUTOPUHTA ABUKCHHS JICKAPCTBECHHBIX

npenaparoB 1o aapecy https://mdlp.crpt.ru/ (nanee — Cucrema MOHUTOPUHTA)

> IMar 2. 3anoiaHuTh W HaNpaBUTh 3asBICHHE O TMpHcoenuHeHMH K JloroBopam

Omnepatopy

> Hlar 3. Iloamumcate co cBoelt cTopoHBl JloroBop 0€3BO3ME3THOIO IOJIB30BAHUS

JBUKIMBIM UMYIIECTBOM (PErucTpaTop BHIOBITHS)

> Ilar 4. 3anonHATP W HANpPaBUTh AaHKETy HA TOIy4YE€HHE PErucTpaTropa BBIOBITH

Omepatopy

> Hlar 5. IlommucaTe co CBoel CTOPOHBI 3asgBKYy Ha TMpemocTaBieHHe Permcrparopa

BruI0ObITHS.

> Hlar 6. OcymecTBUTh, NPHEMKY PETUCTPATOpa BBIOBITHS W IIOANKCATH aKT IIpHeMa-

niepenadu (AKT O TTONYYIEHUH PETHCTPATOPA BHIOBITHS)
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1 3anosiHeHue 3asBIEHU 0 ipucoenHeHuH K JloroBopam

B UC MIJIIT YyacTHUK MOXET OTIPaBUTh OJHO M3 CIECAYIOUIUX 3asBJICHUN O
IpucoeaAuHEHUH K JloroBopam:

— BasBnenne Ha (opmupoBanue JloroBopa Ha OKa3aHHE YCIYr IO MPEIOCTABICHUIO
KOJIOB MApKHUPOBKH;

— 3asBnenue Ha (QopmupoBanue JloroBopa IO NPEJOCTaBICHUIO PErUCTpaTopa
BBIOBITHS,;
— 3asBnenue Ha QopmupoBanue JloroBopa 1O MPEIOCTABICHUIO YCTPOWCTBA

perucTtpaii SMUCCHUU IYTEM NIPEAOCTABJICHUA YAAJICHHOTO JOCTYIIA,

— 3asBienne Ha (opmupoBaHue JloroBopa IO TPEIOCTABICHUIO YCTPOHCTBA

pEerucTpaluy 3MUCCUU.

MPO®UNb W Pycckuii v AAMIHMCTPATOD

AaHHble opraHnzauum NuueHznm Appeca LoBepeHHbie KOHTPareHThl AHKeThI M AOTOBOPBI 3akaz SGTIN

® 3anonHguue 3aABNSHWA

3anonHeHue aHkeT Ha PB 3anonHeHue aHkeT Ha P3 AHKETEI

Llan ocHawsers CyBexia OBpaLIEHAR NeKaPCTBEHHLIX NPENapaTas oBopy w Tpebyerca € ONEPaTOPOM CUCTEMS! MOHATOPYHTa AOTOSOP & COOTBETCTMM € TMOSOIi GOPMOI A0ToEopa.

Llan cospanus saREREHIAR HAKMMTE Ha KHONKY «OGOPMITE 388BReHMEs 1 BsiBepuTe Hyskmsili Tun lorosapa.
Lnn oTnpaskm 3aRENEHHA Ha GopMMposarine [laroEopa BLBEDHTE 3aRBACHIA B CTaTYCe «3aNOMHEHOR 1 HAXMUTE Ha kHOMKy «OTNpaBTs 5aREneHIss,

Ha 6cHOBaHMM OTRpaEReHHsIx saRBneHu ByayT chopuUpoEaril cooTsercTsprowme [loroecpel. TPOCMOTD 1 MOANVCAHIE ACFOECPOS OCYILECTENRIOTCA MM nepexoAe no ceainke «/lorosopess.

+ OpOopMHTL 3aRBNEHNE = Ouktp Q Mouck

Bcero noswuwmii: 116

0O Craye Mlata cosnanma [flata ompasku Tan

Otnpaensto 03.02.2020 03.02.2020 3aneneHWe Ha GopmMUp...
O 3anoaveqo 03.02.2020 3aneneHue Ha GopMKp... X
O 3anonxeno 03.02.2020 3anEncHMe Ha GOPMUP... X
O 3anonneno 03.02.2020 3anEneHMe Ha GOpMHUP... X
O 3anonxeno 03.02.2020 3anEncHMe Ha GOPMUP... X

1 Crenyowas > Mokazare no

Pucynok 8 — Knorika OopMuTh 3asiBieHue

B nuuHom kabunere mepeiith Ha Bkiaaaky «lIpodune», «AHKETBI M JOTOBOpay,

«3anonHenune 3asBieHuiny. Haxars kHONKy «+Odopmuts 3assienne» (Pucynok 8).

1 TMocne naxarust Ha KHOMKY «O(OPMHTH 3asiBIICHHE» OTKpoeTCst OkHO «OdopmiteHue

3asBiteHns» (PucyHnok 9).




OdopmneHue saaBneHna X

AaHHbIE 3aABneHnA

OBLUECTBO C OTPAHMYEHHO OTBETCTBEHHOCTBHO “TEM/IOMPUEOPCEPBAC 9203001165

920301001 1149204007754

* Twn 3aABNeHNA v
MpoaonknTb

Pucynok 9— OxHo «OdopmieHne 3asiBIeHHD

2 B okne «OdopmiieHne 3asBiieHHs» TPEOYETCs BHIOPATh HYXKHBIM THIT 3asIBJICHUS B

BhImagaromeM criucke (Pucynok 10).

AaHHhIE saABneHMA

OBLLECTBO C OrPAHYEHHOW OTBETCTBEHHOCTLHD "TEMOMPUBOPCEPBIC 9203001165

9203010071 1148204007754

3aABNeHne Ha QOPMUPOEaHKE ﬂOI’OBOpﬂ Ha OKasaHwe YyCnyr no NpejocTaeNeHNH KOAOE MapkKMpPOBKK
3aABNeHne Ha QOPMUPOEaHKE ﬂOI’OBOpﬂ no NpejocTaENEHVD PETMCTPETOPA BbIOBITUA

3aABneHue Ha dopmmupoBaHKe [JoroBopa No NpeaocTaBNeHUID YCTPORCTBa PErMCTpaLni 3MUCCHK NyTeM NPeaoCTaBAeHWA YAaNEHHOTO
[OoCTyna

3anABNeHne Ha QOpPMUPOEaHKE ﬂ,oroaopa no NpejocTaeneHnD ycrpoﬁcma pPerucTpauni 3MIUCCUK

Mo ymonuaHnio

Pucynok 10— Oxao Odopmiienue 3asBienus. BeiOop Trma 3asBieHms

3. Tlocne BBIOOpA HYKHOT'O THIIA 3asBJICHHsI TPEOYETCS 3aIlOJIHUTD 00sI3aTEbHBIE OIS

(Pucynok 10) u HaxaTh KHOIKY «IIpOTOIKUATEY.
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[LaHHBIE 3aABAEHNA

OBLLECTBO C OTPAHWYEHHON

3aABneHWe Ha ¢OpMHpOBaHHe ﬂ,orosopa Ha OKa3aHWe yonyr no npejolTabNeH s KOAOB MapkKpOBKA

299046, ropog Cesactonons, |

* TenedoH OpraHn3aLmm
alexander.k P Fau

Pucynok 11— OdopmiieHust 3asBICHUS

4. Jlanee szamonuute manHbie 3asButens (Pucynok 11). Haxwmure kHOnky «Bbibpath
MPENCTABUTENSl M3 CIHCKa Mojb3oBarenei» (PucyHok 12), 3amomHUTh BCe JaHHbBIC

-
momeuennsie ~ (Pucynok 13). Haxats kHONKY «IIpOIOIIKATE.

2/6 OdopmneHuve 3asBneHnsa X

[aHHble 3aABUTeNA (NPeACTaBUTENb, OT UMEHU KOToporo 6yAeT NnoanucaH Aoroeop)

hd BbiBpaTh NpeacTaByUTeNA U3 CNNCKA NONb30BaTENeN
3}"KOE}C,ﬂMT£‘-’b opraHuzauuu Q P Pea

Pucynok 12— OdopmiieHne 3asiBIeHue

Q Mowck

Bcero nozuuyuid: 4

Damuana Mna OTuecTeO LonHOCTE
O oc AnbE Anekc
() Bone Neot Tpure

Pucynok 13— Beibop mpencraButens
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2/3 Odopmnenne 3anBNeHNR X

Aanmsie 3ansnTenn (NPeacTasMTEAS, OT MMeNK KoToporo Gyaer nognucan gorosop)

v, Q ﬂb:(:;nn. NPCACTARMTEAR M3 CNNCEA NOALIOBATEALN

example « 30@mails

Npogonxurs

Pucynok 14— 3anonHeHne JaHHBIX TPEICTABUTEIS

5 3anonaute 6aHKOBCKHE peKBU3UTHI (PrcyHOK 15) 1 HaxkmuTe KHONKY «IIpOIOIKUTEY;

3/6 OdopmneHue 3anaBneHna X
BaHKOBCKWE PeKBU3UTEI
* BUK Q * HaumeHoBaHue BaHka
* KoppecnoHaeHTCKWiA cuet * PacueTHbIl cueT
Pucynok 15— 3anonaenne 0aHKOBCKHAX PEKBU3UTOB
IIpumeuanne —  cruedyrolue  [IArd  PErUMCTpAllUM  AKTyaJdbHbl  TOJNBKO IS

«3asBinennss Ha (QopmupoBanne JloroBopa ™0 MPEIOCTABICHUIO YCTPOHCTBA PETHUCTPAIUU

OMHUCCHUN).

6. VYkaxute kakoe 000py/IOBaHHE U B KAKHX YCIOBHSX Pa3MECTHTD, BHIOPAB 3HAYCHUS «J1a»
WM «HET», HaxatneM Ha HeoOxomumoe mone (PucyHok 16). Haxwmwure kHONKY

«IIpOIOIKHUTEY. AHANOTHYHO ~ 3aIOJHUTE CIEAYIOIME CTPAHUIBI
(Pucynok 17) (Pucynok 18). Haxxmute kHONKY «COXpaHUTBY;

3asBJICHUA
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4/6 OdopmneHune 3aaBNeHNA

Pasmewenne obopyaosaHua

* CepeepHoe noMellenne (MuH. ceoboaHoe mecto cboky - 70 cM, C IMUEBONA W ThIIBHOM cTopoH - 90 cm)

" [locTyn TONBKO ANA COTPYAHWKOB W3 CNMCKa A0CTyna " CKY A
* TemnepaTypHblA pexim 20°+2 °C * BnaxkHocTb He Bonee 50 % (Ha yposHe 150 cm oT nona)
Her * OxpaHHaa CKUrHannsaumva * CucTema noXapoTyWweHua

Pucynok 16— Beibop ob6opynoBanus

JneKT ponuTaHne

fa fa

Na Aa Jda

UctouHuk GecnepeboiiHoro nutanma (UPS)

Ada Oa

TeneKoMMYHWKaLMOHHAA CTOMKa

JIE]

fa

MpoaonxuTb

5/6 OdopmneHve saasnenus X

Pucynok 17 — Odopminenue 3asBnenue 5/6
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,H.OHDHHHTEHI:HI:IE TPEﬁDBEHI‘UI K pasmMelleHHHD

* MpowzecanTens cetesoro obopyAosaHNA w

* ¥panenHeid goctyn go C¥3 w

* NIBC He menee 100 MBuT/c * KaHan BslXx0Aa & MHTEpHET He MeHee 10 Mbwut/c
* Hanwuve csoBoaHbIX NOPTOE Ha CETEEOM 0BopyACEaHMM (MHUHMMYM 4 nopTa)

* Cefid AnA xpaHEHWA KaPT aKTHMEaUMK “PerucTparopa smMuccm”

OBpawaem BHMMaHWe, 4TO NOCNE OTMNPABNeHWA AAHHOA 3aAEKW Ha NoAydyeHwe perwcrpatopa 3muccui Bam neoBxogumo
caenate cnegytoume gotorpadum:

Potorpagmn HeoDXOAMMO BLICNATE Ha agpec € yKasaHuwem Tembl nucema «Pororpaduu nomeweHwa gns
pazmewedna P3 na npowzeogcrees.

6/6 OdopmneHne zaABNEeHNA X

CEPEEPHOTO MOMELLEHHA,
TENeKoMMYHHKaLWOHHOR CTORKM,
ceTesoro obopyRoBaHva,

HCTOYHWKE BecnepebofHoro NUTaHma,
CHCTEMBI KOHAWLMOHWPOBAHWA,

CHCTEMbI KOHTPONA YNPaBAEHUa AOCTYNOM,
NoMapHOH W 0XpaHHON CMTHANW3aLMA.

CoxpaHuTs

Pucynok 18 — OdopmieHue 3asBieHus 6/6

[locne 3amomHeHMsT 3agBIIEHUS HY)XHO HakaThb KHONKY «COXpaHHTBH» W 3asBICHHE
OyZeT CcoOXpaHEHO W JIOCTYITHO JUISI TIPOCMOTpa Ha BKIAAKE «3aloHEHHWE 3asBICHUN» B

cratyce «3amnonueno» (Pucynok 19).

52



ca
v

oo
oo

nPoO®OUNbL » Pyccknin v AZMUHUCTPATOP -

[MlaHHble opraHuzauum Nuuexznmn Appeca JloBepeHHble KOHTPareHTbl AHKeTbl 1 AOTOBOPbI 3akaz SGTIN

3anonuenve zasenennii O Jorosopsl (O 3anonwewue aHker Ha PB

AnkeTs!

Linn ocHawervn CybnekTa OBpaILEHAR NEKEDCTEEHHIX NPENapaTos < Onep cucrentsi PHIa AOTOBOP & COOTSETCTEMM C TMOSOi GOPMOY A0TOEOPa.

MUTBCR € YTBEPKAEHHOM 2 dp oBOpa no 1 C poiicTEa perucrpaumy CCHU yTem npeAoCTal 1anesHoro aocryna

XOMUTBCA C

Lins co3aanma 3aRBNEHUA HAXKMUTE Ha KroNKy «OhopmuTs 3asBnerves 1 seibepuTe Hysoslil Tun Jorosopa.

Lns otnpasky Ha & A sbepute s cratyce 1 HaXMUTE Ha kHONKy «OTNPaBMTE S3RBNeHYSS,
Ha ocHosamm 7 GyayT chopmmp coorsercTayrowve orosopsi. MPOCMOTP ¥ NOATUCAHIE AOTOEOPOS OCYILECTEARKITCA NPV NEPEXOAE MO CChinke «/lorosEopkts.
+ OpopmuTs 3aneneHve = ounetp Q noucx

Bcero nozuywii: 116

0O Crarye [lata co3panma [ata omnpasku Tun +

O 3anonHero 03.02.2020 3anAeneHue Ha GopMup... X o
O 3anonHero 03.02.2020 3aAeneHve Ha popmMup... X o
O 3anoamero 03.02.2020 3aneneHue Ha GOPMMP... X o
O 3anonHeHo 03.02.2020 3aABNEHME H3 GOPMUP... P X -
O 3anonHero 03.02.2020 3aneneHue Ha GOPMMP... X e
o 1 Cregywowas > Mokasats no

Pucynok 19— [IpocMotp 3asiBieHui
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2 IIpocmoTp, penakTUpOBAaHUE U yIAJICHHUE 3asABICHHMA

Kuonku JUJIsL HeﬁCTBHﬁ C 3asdBJICHUSAMU PACIOJJOXCHBI B KpaﬁHeﬁ npaBoﬁ KOJIOHKEC

(Pucynok 20).
C 3asBIICHUSIMH B CTaTyCe «3arOIHEHO» JOCTYIHBI CIACAYIOLIUE JCHCTBUS:

— IIpocmortp 3asBieHui;
— PenmaktupoBaHue 3asBIICHUI;
—  YnaneHnue 3asBJICHHUH.

C 3asBrneHusMu B cTatyce « OTIPaBICHOY» TOCTYIHBI CISAYIONTUE ICHCTBUS:

— IIpocmorp 3asBneHUi.

) - AIMUHUCTPATOP
~ nPOGUL W Pyccknii v L8 P v
[OaHHble opraHnzaummn Nuuenzun Apnpeca [loBepeHHbIe KOHTpareHTsl AHKeTbl 1 4OTOBOPLI 3aka3 SGTIN
® 3anonHeHwe 3aRsneHui Horoeope 3anonxenune auket Ha PB 3anonHeHue aHkeT Ha P3 AnkeTsl
[lns ocHawenna CyBuekra OBpalLieHIs neKapCTaeHHLIX NPENapaTos 0BopyAOEaHMen TpeByerca 33KA104uTs ¢ NEpaTOPOM CHCTEMS! MOHUTOPHHIS AOTOSOP B COOTEETCTEMM € TNOSOH dopuoil Aorasopa.
=
P=d
® [IAR COBARMIR SARENEHIAR HEXAMTE HA KHOMKY <OGOPMUTS 33REAEHUES U BLIBEpUTE HysksbIli Tvn [lorosopa,
[lns omnpasiin 3asenerms Ha dopuuposarie Jlorosopa seibepiTe 3asBneHIa 5 CTaTyce s3ano/HEHOR 1 HaXMUTE Ha KHOMiky «OTNPaBATS SaREneHIss.
& Ha cHosaHw oTNpasneHHEIX 3aAsneril BYayT ChopMIpOBaHE! cOOTBETCTaYIoLIVE [lorosops, [TPOCMATE ¥ NOANMCAHNE AOTOECPOS OCYILECTEASIOTCA NPV NEPEXOAE NO CCEUKE «arosopsIs.
© + O¢opmuts 3asenesve = ounstp Q nouck
Bcero nozuumi: 116
0O crarye [laTa cozaanna [ata ompasku Tvn
CrnpaeneHo 03.02.2020 03.02.2020 3areneHue Ha Gopmup...
O  3anonHeno 03.02.2020 3aneneHue Ha hopmup...
oo
o
O 3anonHeHo 03.02.2020 3aneneHne Ha Gopmnp... X
0o
oo
0O 3anosmero 03.02.2020 3aneneHne Ha GOpMUP... X
0O 3anonxeno 03.02.2020 3anenenne Ha Gopmup... X
= 1 Creaylowas > Mokasats no

Pucynok 20 — Ctpannna 3anojiHeHue 3asBIeHUIl. [[eiicTBUA ¢ 3asBICHUIMUA
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3 Ormpagska 3asBieHuil o npucoeauHenue kK JJorosopam Onepatopy

OTMeTuTh 3asBICHHE B cTaTtyce «3aIl0OIHEHO» TaJIOYKOM M HaXKaTh KHOIIKY OTHpaBI/ITL

3asiBiieHHs. KHOMKa CTaHOBUTCS IOCTYITHO# mmociie BiOopa 3asBieHus (Pucynok 21).

Vv nPoOGUNbL W Pyccanii v AIMUHUCTPATOP -

JlaHHble opraHuzaumm Nuuensun Appeca [oBepeHHbIe KOHTPareHThl AHKeTbl U AOTOBOPLI 3akaz SGTIN
® 3anonHeHWe 33ABAEHMIA Aoroeopsl 33NoNHEHKE 3HKET Ha PB 3anN0oNHEHWE 3HKET Ha P3 AHKETEI
[1nA ocKaweRNA Cydnekra o) HEIX MPENaPaTOE 0BCPYAGEaHUEN TPEGYETC 33KAKUMTS < ONEPATOPOM CUCTEME! MOHMTOPHHTS AQOEOP E COGTESTCTEMN ¢ THROBOH GopMal 4OrcEcRa.
=
=4
® [LA7 CO3AAHAR SARENEHUA HEXMATE H2 KHONKY «OdOPMATE 3aREASHUE= W BnibepuTe Myskseii Tun Jorosopa,

L1 oTpasKM 38RENEAIA Ha GOPMMPaEaHie laTOBORa SHIBEPUTE SAEASHVA 5 CTATYCE «JAMONHEHO» U HEXMTE Ha KHOMIKy «OTrIpasHTS 38RENSHIAS,

& H2 GCHOEAHIY CTNPAENEHHBIX SAREAEHI SyayT CHOPMMPOEaHE! CoaTseTcTayolme forosopsl, MDGCMOTE 1 NOATMCaHVE ZOTOECDOS OCYUIECTENAITCR NV NEDEKOAE N0 coainke «orosopeis.
© Ornpaeuts 3aneneHus | + OQopmuTs 3amBeHMe = OWALTp Q nouck

Bcero noauywii: 116

0O  Cranye [llata cozparna [flata anpasku Tun
A
3anoHero 03.02.2020 3aseneHue Ha GOPMIP... X e
=]
3anonHeHo 03.02.2020 3aRBNEHWE Ha DOPMKD... X e
ag
a
O 3anonxeno 03.02.2020 JaneneHme Ha GOPMMP... X e
ag
a0
O 3anosvero 03.02.2020 3asBneHIE Ha GOPMMP... X e
el
O 3anonHeno 03.02.2020 3anBNeHNE Ha GOPMHMP... X ©
= 2 1 Creaywowas » Moka3ate no

Pucynok 21 — Be10op 3asiBiIeHHH Ts1 OTIPaBKU

I[lo pesympraraMm  OTHpaBKH  3asABJICHUNA  TOABHUTCA  COOTBETCTBYIONEE  yBEIOMIIEHUE

(Pucynok 22).
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ra - MUHACTPETO]
v nPOONb w» Pycami ¥ A paTop v
Nankbie opranmsaumm Muuerzim Aapeca [loBepentbie KOHTpareHTb! AHKeTbI 1 AOrOBOPbLI 3axas SGTIN
® 3anonwenve zasenennii O Jorosoper () 3anonHewue ankeT Ha PB (O 3anonwenue aHket Ha P3O AukeTsl
113 ocHawerina CybbekTa OBpalLeHis MEKapCTEeHHiX NPENapaTos 0BOPYACEaHHEM TREBYETCA 33KNI0HHTS € ONEPaTOPOM CHCTEMS! MCHITOPWHIE AOTOECP & COOTBETCTEA € THMOBOR GOpNO 40r0B0pPa.
o] Crauars n 5 ¢ yTB: /i TNOBO# bopMOi ACTOBOPE N0 MPEACCTABNCHUIO PErVCTPATOP BbiBLITMA
Cravare n 5 ¢ yiBeg i TMnoBOI opMoii ACTOBORA HA OKASAMME YCTYT N0 NPEAOCIABAEHMIO KOAOS MADKMPOBKH
& Cuauare n 5 c yTBey A TMNOBO# (OPMOii ACTOBOPA N0 NPEACCTABNEHMIO YCTPOICTBA PErMCTPALMM IMMCCHY MYTEM NPEAOCTABAEHMUS Acayna
Crauats n A C YTB!
® 2 X it AT i O Iy S El O pMaTS arEnerwee  EAGe ey Mychiss fvan /] eecpeY
LLna oTnpasku 3asEneHIAS Ha GopMipoBarie [lorosopa HBEpUTE SAREAEHUS B CTaTyCe «38NCAHEHOR 1 HAXMATE Ha KHOTKY «OTNPaBATS 3aREnEHIRS,
& Ha acHosarm HBix 7 Byayt b1 cooTeTcryrowme Jorosoptl. Mpocmatp 1 oyt NPy nepexaae o cebinke «orosopsks,
+ OdgopmuTs 3asBneHue = ®uaetp Q nomex
Bcero nozuyui: 116
0O Carye [lata cosatmsa [flata otnpaskn Tan +
Ornpaenexo 03.02.2020 03.02.2020 3aneneHUe Ha GopMKp. @
Ornpaenexo 03.02.2020 03.02.2020 3aABNEHUE H3 DOPMKP. @
0o
)
O 3anonweno 03.02.2020 3aRBEREHME H3 HOPMUP... & X o
ag
ae
O 3anonHenc 03.02.2020 v Cnacubo! Bawwm 3aRENeHWA OTNPAENeHbl Ha paccMoTpeHme. Ha ykazaHHbIA
el Bamu e-mail npuget nucemo o rotosHocTH JIoroBOpOB K NOANMCaHMIO.
O 3anonHexs 03.02.2020 3aneneHne Ha dopnrp.
= o 1 Creayowan > MokazaTe no 20

Pucynok 22 — INoarBepxieHre OTHPABKU 3asBICHUIA



4 orosop. [lepexon k moanucu JJIOKyMEHTOB

Ha ocHOBaHMM 3amOJIHCHHOIO U OTIIPABJICHHOI'O OnepaTopy 3aj4BJICHHSA B  TCUCHHC
OJHOI'0 pa6oqero JHA 6YI[CT C(bOpMI/IpOBaH AOroBop Ha  HOPCAOCTABJICHHUE  pErucrparopa

BBIOBITHSI B COOTBETCTBHH C YTBEpKACHHOH MuHIpomtoprom Poccun tumnosoii hopmoii.

JUta mepexoqa K IONMMCH HOAroTOBIeHHOro OrepaTopoM JOroBopa Tpedyercs NepenTH

Ha ctpanuiy «JloroBope» (Pucynok 23).

ra - AQMUHNCTPATOR
) MPOGUNL w Pyccmii v A P
JaHHeie opraHmzauum Nuuenznm Anpeca JloBepeHHbIe KOHTPAreHThI AHKETEI U AOTOBOPEI 3akaz SGTIN
® 3anonHeue 3anEneHUi 3anonxenue ankeT Ha PB 3anonKeHue aHkeT Ha P3 AnkeTol
Ilns ocHawerina Cybnekra 0BpaLIEHIA NEXAPCTEEHHEIX NPeNaparos oBopyACEaH M TREBYETCR 3aKntouMTs ¢ ONEpaTopOm CHETEMS! MOHITOPMHTE AOTOEOP E COOTSETCTENM ¢ TANosoi hopuoli foroeopa.
=
F=4
& [lnR co3naHAA SARENSHWMA HEKMUTE Ha KHONKY «OdopMUTE 3aAENeHKes 1 BbibepyTe HyNtHbIR TvN Jorosopa.
[lns oTripasky sasEnerIA Ha dopriposane Jlorosopa BEIBEpTE JARBNERNA § CTATYCE «3aMIONHEHOR 1 HEMMITE Ha KHOMKY «CTIEBHTS S3RENEHIS,
& Ha 0CHOBaHMM CTNPaBASHHLIX 3BABAEHMA BYAYT CHOPMMPOEaHEI COOTERTCTSYrOWME [oroEopel. MpOCMAaTR K NCANMCAHNE AOTOEOPOS CCYLECTENRIOTCH NP NEPEXOAE NG CChke «/lorosopals.
® + O¢opmuts 3anBnenue = ounetp Q nowex
Bcero nosuywi: 118
O Cranye [flata cozgarma [fara omnpaskn Tvn
O 3anoaweno 03.02.2020 3aneneHne Ha GoOpPMKD... X

Pucynok 23 — Ilepexon k crpanuiie J[oroBopbl
IMpu Bxome B pasmen JOroBopsl BCIUIBIBACT —OJIOKHPYIOIEE OKHO, Tpedyroiiee

noanucaTh 10kyMeHThI (PucyHok 24). Crucrema TpeOyer HOAMKMCaTh JOroBopa THIIA:

- IPEIOCTaBIICHHS KOZOB MAaPKUPOBKU;
- IPEIOCTaBIICHHSI YCTPOUCTBA PETHCTPAIIIH SYMUCCHU;

- IpE€OOCTaBJICHUA yCTpOﬁCTBa perucTpanu SMUCCUHN IMYTEM IMPEAOCTABICHUA YAAJICHHOIO AOCTYIIA,

- JOIIOJTHUTCIIBHBIC COIJIallICHUA.
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Y Bac ecTb AOrOBOpPHbIe AOKYMEHTbI, OXXUAAOLLNE noanucaHus!

D JloroBop no npepoctaBAeHUo YCTpoicTBa perncrpaumm smuccun 3B_®_00421/20 ot 28.02.2020

# Nepea noanvcaHmem ckauaiite M 03HAKOMETECH C MPUIOXKEHHBIMM AOKYMEHTAMM 1
MHPpopMaLMOoHHEIM NucbMoM 06 Onepatope-LIPINT

BribepuTe a3N1eKTPOHHYIO NOAMKUCE... h
C TekcTom AoKymeHTa(-0B) 03HaKoMAeH(-Ha) u cornaceH(-Ha)
3aKpbITb
Pucynok 24— Briokupyroiiee OKHO

ITocne mepexoma  Oyder  JOCTYIEH  IE€PEYE€Hb  IMOJATOTOBJICHHBIX  JOKYMEHTOB IS
o3HaKoMIIeHUs 1 nofanucu. (PucyHok 25).

HpI/IMe‘IaHI/Ie - B cnyqae HaXOXICHUA HECOOTBET CTBI/II‘/‘I B IIOATOTOBJICHHBIX )IOKYMGHTaX
PEKOMEHIyeTCsl O00paTUThCS B CIOyXOy TeXHHUYEeCKOW momuepxkku Ormeparopa Ui BHECEHHUS

W3MEHEHHH U niepeOpMUpPOBaHUs JIOKYMEHTOB.

cn
™

AOTrOBOPHBIE AOKYMEHTbI

[lara cospanua

31.12.2019

30.12.2019

27.12.2019

26.12.2019

Homep goxymenTa

KM_0_00055/20

P3_0_00063/19
P3_®_00062/19
BC_00043/19
P3_®_00061/19
B_0_00260),
38_0.00258/19
38_0.00257/19

Haumenosanue

EL it aroms

Em Pycckuii
Cratye
B n
3 Moan

v

[3 Hanposepxe

q  Awwmerperos

Jlara nognucanma

Pucynok 25— Ctpanuna co CiuckoM JOKyMEHTOB

CTaTYCBI noAnucaHnudg J0roBopa:

1. TpeGyet nmoanucu — y4aCTHUKY HEOOXOAUMO MOAMUCATH JOTOBOP
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2. Ha mpoBepke — noroBop Haxoautcst Ha noanucanuu Ha ctopone OO0 «PIIT»

3. Iomnucan croponamu — oroeop momamnucad co croporbl OO0 «IPTIT»

CkauaTh M TPOCMOTPETh JOTOBOp TMEpen ero IMOANUCaHHEM BO3MOXKHO B OKHE
MOJMNHUCAHUSl, KOTOpOE OTKpBIBaeTCsS NpU HaKkaTUM craryca TpeOyeT moamucaHusi (KHOMKA

"CkayaiiTe ¥ 03HAKOMBTECh C IPUIIOKEHHBIMH JJOKyMEHTaMU'").

CkayaTh u IMOCMOTPETh AOroBOp C€ OTTUCKAMU NIOAINMMCAHTOB IIOCJIC IIOANHMCAaHHA CO

cropousl OO0 «IPIIT» Bo3MokHO BBHIOpaB [oroBop B cmmcke JokyMeHTOB (PucyHok
26).

AOTOBOPHBIE JOKYMEHTEI m Pycconii v - i

ep okyENTa Haimsenosanmie Cranye Jlara nogucanmn

Pucynok 26 - Crpanulia ciucka JOKyMEHTOB
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5 3amonHeHHe AHKET Ha OCHAIEHUE PETUCTPATOPOM BBIOBITHS

Ilocne mnomnucanus J0roBopa 1Mo MHOpeaAoCTaBJICHUIO PerHCTpaTopa BBIOBITHS  CO CTOPOHBI
y4aCTHHUKa (CTaTyC J0TroBOpa «Ha npOBepKe») H606XOHI/IMO Cpa3dy IMnepeXOoAuThb K 3alOJHCHHUIO

U OTHpaBKe AHKETHI Ha OCHAIICHHE PErUCTPaTOPOM BHIOBITHSL.

5.1 Tlepem 3amonHEHWEM aHKEThI HEOOXOAMMO J00aBUTH MecTa aestenbHocTH B JIK UC

MJIJIII, BBINOJTHUB CHEAYIOLIUE NEHCTBUS:

1. B I'naBHOM MeHt0 BbIOpaTh pasnen «IIpoduiby, «Anpeca», «Mecrta nestenbHocTi» (PucyHok 27).

2. Haxartp xHOnKy J[00aBUTH B MpaBOM BEpXHEM YTy TaONHUIBI — OTKPOETCS OKHO JJisi BHIOOpa
3aperucTPUPOBAHHBIX MeCT AesiTerbHoCTH (PrcyHOK 28).

3. BoiOpath agpec m HaxaThb KHONKY JloOaBUTH HOBBIH — JI00aBIiEHHE MeCTa JeSITEIbHOCTH

BBITIOJTHEHO M MOXKET MCITOJIb30BATRLCS MPHU Tiepeiayue CBeIeHu B cucteMy 00 obopore JIIT.

Dannbie oprasmzaumm NMuuenanm Anpeca DloBepentbie KoHTpareHTL! AHKETBI M 10FOBOPBI 3axas SGTIN Brirpysxa aanHbIx

51

® Mecra aeRTensHoCTH
+ foBapwre = Ounep Q nowex
Bcero nosuuwii: 14

O Haenrudwrarop MO MaerTwdnkaTop DUAC Anpec CyGuet PO Cramye T3 NPUOCTANCBAEHMHA

[u] 5c18chod-2aaa-4062-.. 067 Kinpopexan, p-+ Y. Knposckan 0GAacTs Aeiicreyer

e ¥ & ¥ T

=] e7bb45d0-b6b6-44b9- r Mockaa, ya Mnewees. Mockea Aeiictayer

9f15c4a7-3d%e-4b03-9. 06in MpryTckas T Apky WpkyTckan obnacts Pedicreyer

X
o

Pucynok 27 — Ilpoduns. Brinagka Mecrta aesTebHOCTH

BblﬁEpHTE ajpec MmecTta AeATe/JibHOCTHN X

Q

Mockea r, yn HernwdHan, 4. 16, ctp. 2

664035, WpkyTckaa obnacts, r. MpkyTck, yn. Cnaptakoeckas, 11

r MpkyTtck, yn Baruna, 4 1

r pkyTtck, yn AenactpouTtenei, a 53

r pkyTtck, yn AnvazHas, 4 666

Mockea r, Bapwaeckoe w, BnageHue 78A

Mockea r, yn Mneweeea, 4. 3

[NobaBuTb HOBbI

Pucynok 28 - Criricok aapecoB miist gooasieHuss M/|
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HO6aBJ’IeHI/Ie HCCKOJIBKHUX MECT JACATCIIBHOCTH HOPUANYCCKOIro Jmna,

PacCIoIOKEHHBIX 110 OMHOMY ajpecy omucaHo B [IpuioxeHuH.
5.2 3anonuenue auker Ha PB

Ha crpanune «3amonmHenne aHker Ha PB» BbiOpaTh HeoOXoaumoe JUIsl  OCHAIICHUS

pPETHCTPATOPOM BBIOBITHS MECTO MAEATEIBHOCTH M HaXKaThb Ha KHOIKY + B KpaliHE! IpaBoi

KoJioHKe Tabnuis! (PucyHok 29).

.‘
]

Pycoxni v FARACIPATOF >
v nPO®U/L » Pyccnd
[laMHble Opranu3aumn NueHsnm Aapeca [DoBepenHble KOHTPareTsl AHKeTbl W AOrOBOPbI 3axa3 SGTIN Bbirpy3ka aaHHbIX
[}
)} BHKETa A1 KAXAOTO MECTa OCYLLECTBAEHAR AEATEABHOCTH
B» & CTpoke Bubpamnoro MA.
4
&
= oumetp Q nomex
Beero no3; aumit: 14
-4
® ma DUAC Aapec Cy6uext PO Craryc Moka3arh aHKeTs
A 0000000002220 5c18cb9d-2aaa-4062 061 Kupoacxas, p-H Y. KupoBcas 061acTe Revicreyer
8 .
00000000000976 €7bbAa5d0-bEb6-44b9- r Mockea, yn Maewwees. Mocxea Deiictayer
o0
8
00000000100877 9f15c4a7-3d9e-4b03-9. 06a WpkyTckas r Upky. WpkyTcxan obaacte [levictayer +
00

Pucynok 29 - 3anonnenue anker Ha PB. Beioop M/]

Ilocne HaxaTtmsi Ha KHOIIKY OTKPOC€TCA OKHO [Jid 3allOJIHCHHUA aHKCThl Ha OCHAIICHHE

PErHCTPATOPOM BBIOBITHSI BEIOPaHHOTO MecTa festensHocTh (Pucyrok 30).
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AHKkeTa Ha perucrpartop BbibbITUS X

Mpeanpuatve «OBUECTBO € OFPAHMYEHHOW OTBETCTBEHHOCTBIO » WHH NAZHAPYET BHEADEHME MPOUECCOR PErMCTDALMM
BbIBO4A W3 ﬂﬁﬂpDTa J'II'I, MapPKWPOBAHHLIX YHUKSNbHBIMK WHAWBWAYANLHEIMWA 3HAKaMW M3pKWPOBKM C KOACM, 3allMLLEHHLIM Kpmnmrpaq)l«uec»mﬁ cUCTeMOl ¢ OTKPLITLIM  KAKIYOM

(3CCMMETPHYHBIM WMGPOM) B GOpMaTe ABYMEPHOTO WTPWX-KOAa cTaHaapTa Data Matrix.

* Homep AvUEH3MK

* MakTueckuii agpec ycraHoekn PerucTpatopa BrIGEITUA COBNAZAET C MECTOM AeATeNbHOCTH 7

* KonuuecTeo pabounx MecT, Ha KOTOPbIX NPOU3BOAWTCA OTNYCK NeKapCTEEHHbIX NPenapaTos

* Konuuecteo paboumx MecT, Ha KOTOpbIX NPOM3BOAMTCA OTNYCK NeKapCTEEHHbIX NpenapaTos 7B3H

CoxpaHuTb OTtmeHa

Pucynok 30 - AHKeTa Ha OCHAIIICHHE PErUCTPATOPOM BHIOBITHS

[prMeyaHue — Py 3aMOHEHUH aHKEThI UCIIONB3YITE MOACKA3KH MOJT TIOJIEM 3aIIOTHEHHS
(Pucynok 31).

* Konuvecteo paboumx MecT, Ha KOTOPbIX MPOM3BOAUTCA OTMYCK NeKapcTBeHHbIX Npenapatos B3H u nerote 100%

byabTe BHUMATENbHbI: B LIEAX YCKOPEHWUs 0BpaboTki 3aABKN HEODXOAMMO MaKCMMa/IbHO KOPPEKTHO YKa3blBaTb 3HAYEHWUA MPK 3aro/IHEHWN AaHHOTO Mo

Pucynok 31— [Moackasku jist 3ar10THEHUS

[Ipumeuanne - Ecnu ¢daxtudeckwii aapec YCTaHOBKM OTIHMYAETCS OT ajpeca BBIOPAHHOTO
MecTa JeSTeNbHOCTH, TO sl KOPPEKTHOro no0aBieHuss HyxkHoro azapeca (xoma OUAC)
pPEKOMEHAyeTCs ~ BOCHOJIB30BaThcs — opuuManibHbIM — caiitom  DenmepanbHol  MHYOPMALIMOHHOH
aZpecHON CHUCTEMBl M JICWCTBOBATH COIVIACHO IPUBENEHHOW Ha caiite MHCTpyKuuu. Cchplika Ha

cailT nobaBiieHa Ha CTpaHHIly 3amoiHeHus aHKeThl (PucyHok 32).
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AHKeTa Ha perucrpaTop BbibbITMA X

Mpesnpuatne <OBWECTBO € OFPAHWYEHHOW OTBETCTBEHHOCTBIO » MHH MN3HWPYET BHEAPEHWE NPOLECCOB PErvcTpauru
ewiBoga uz oBopota M, mapkupl X YHAK, WH, HBIMI MEPKMPOBKM € KOACM, Z3LMIIERHEIM KpUNTOrpaduueckod CMCTEMOR C OTKPBITEIM  KNKOUOM
(accumeTpruHEIM Wdpom) B bopmMaTte ABYMEPHOTD WTPUX-KOAA cTaHAapTa Data Matrix.

* Homep nuueHsum

* Konvuecteo paf)ounx MECT, Ha8 KOTOPbIX NPOM3ECAMTCA OTNYCK NEKapPCTBEHHDbIX NPENAPATOE

* KonnuecTeo pabounx MecT, Ha KOTOpbIX MPOM3BOAWTCA OTNYCK NEKapPCTEEHHLIX NpenapaTos 7B3H

CoxpaHuTb Otmena

Pucynok 32 - Ccputka Ha opuruanbubiii caiit ®UAC

3amoMHUTH aHKETY U HaXaTh KHOMKY «COXPaHHUTDY.

ITocne coxpaHeHWs aHKeTa CTAaHOBHTCS JOCTyllHa B cTaryce «3amonHeHo» (PucyHox

33).

AanHbie opraHusaumm Nuersnn Aapeca foBeperHbie KOHTPareHTb AHKETbI M AOTOBOPBI 3akaa SGTIN Boirpyaka aaHHbixX
0] O) 3anonuenme 3asenenmii () floroopsl () 3anonHewue aHker Ha PB (O 3anonHeHue ankeT Ha P3 @ AHKeTh!
-} BrISOP HKeT At Ha ocHawE! RGCTYTIEH NOCNE OTNPEEKIA 3aABNEHAR Ha NOANVCAHAE COOTBETCTBYIOWEND [IOrOBOPA. LR SEMGAHEHITA 1 CTIPABKIA SAREAEHI Ha NOANHCaHKE JCTOBOPOB NEPEAINTE Ha BKAAAKY «3ancrHEHWE
3aREneNMits.
/L1 OTNIPEBKH 38REKN Ha OCHAWEHIE OBOPYACEEHIEN BHIGEPHTE BHKETEI B CTATYTE ~AHKETE JANCIHEHEs W HEMMATE Ha KHOMKY «CXOPMMTS 23REKY B yxaxwTe MU AR YTOUHEHNA JOMOTHATENLHOR
® VHBORMALU 1 HEXMKTE KHCNIKy "CTnpasuTy”. [ anweTsl SyayT e Jaseknt X
& = Ounetp Q nowck
Bcero noawuwmii: 93
&
o Mis.. DU, DHA... Crayc = [lara ompassn Tan AononmensHbie 4aH... +
a o 3aN0AHeHO AHKETa Ha P P X e

Pucynok 33 - Crpanuiia Aakersl. OTOOpaXKeHH e 3aOIHEHHOW aHKEThI
Ha crpanune «AHKeTb» KHONKHM [JIs1 JEHCTBHH C AHKETaMHM pAacHONOXKEHbl B KpaiHeH

npaBoii kononke (Pucynok 34).
C aHKeTaMu B cTaTyce «3aIOIHEHO» JOCTYIHBI CICAYIONIHNE ACHCTBUSL:

— IIpocmorp aHker;
— PenaktupoBaHue aHKeT;
— VYnaneHnue aHKer.

C aHKEeTaMU B cTraTtyce ((OTHpaBJ'ICHO)) JAOCTYIIHBI CJICAYIOHINC I[CﬁCTBHSIZ

63



— IIpocmortp anker.

Hannble opraHuzaunn Nuenznm Aapeca HosepenHbie KOHTpareHTbl AHKETBI M A0rOBOPbI 3axaz SGTIN BoirpysKa AaHHbIX
o] ) 3anonmenne sananenwit () [lorosops () 3anonuesue anket wa PB () 3anonnenue anker ua P @ Anketst
j-1 BLIGOR BHKET AR sanEkd Ha y CTTpaEKY SERENEHNR Ha Joroeopa. fin ¥ OTTpEBRM 3aRBEHI Ha NOATHCaRHE [lOTOBOPOB NEPERIMTE Ha BRAZKY <3aMOTHEHKE
asmnerits
LA GTNDEBKH 33ABKI Ha CCHALIEHIAR OBODYAOBIHAEM BHBEDHTE SHKETHI B CTATYCE «AHKETS JAN0/HERES W HAXMATE Ha KHOMKY «OGOPMMTS 33RBKY Ha 0O B oK YKERVTE TMLLC) JLTR YTOUHEHM AOTOTHKTENBHOR
& WHGOPMELIN 1 HEKMITE KHOMKY “OTRPAEWTE". Mocne SynyT paropy ann Janey v
& = owmtp  Q Monck
Beero nozmuwii: 93
&
a Mie.. - DUA... Cratye = [lara ornpaskm Tun DONoNHNTENBHEIE A3H. .. +
]
a o 3anonHeHo AHKeTa Ha P3

Pucynok 34 - Ctpanuna Aukersl. JleiicTBust ¢ AHKeTaMu
5.2  OrmpaBka AHKET Ha OCHAIICHUE PETUCTPATOPOM BIOBITHS OtiepaTopy

OTMeTHTh, aHKeThl B cTaTyce «3aloJHEHO» TalodKoH M HaxaTh KHONKY «OQopMuTh

3asBKYy Ha OCHAII[CHHE 000PYIOBAaHHEM.

KHorka cTaHOBHUTCSI IOCTYITHOM TIOCIIe BbIOOpa aHkeT u3 crucka (Pucynok 35).

AanHbie opraHMsaumn JNuuensun Anpeca [oBepeHHble KOHTPareHTbI AHKeTbI M AoroBopsI 3akas SGTIN Bbirpyska aaHHbIx
4] (O 3anonHenwe 3anenedmii (O forosopel O 3anonHexue aHkeT Ha PB () 3anonHeHwWe aHkeT Ha P @) AHKeTsl
- BuiSiop anKker 418 0d 38Kk Ha oC ADCTYNEH NOChE OTNPaBKek 3aRENEHNR Ha NOANKCANVE COOTBETCTBYIwero Jorosopa. i W oTnpagky noanmcarie f nepefiguTe Ha BKAAAKY «3anonHenne
3aenEHMity.
/177 OTNPEEKY 33RBKM Ha OCHAILIEHIE DEOPYAOBAHNENM BHIGEDHTE BHKETE B CTATYCE «AHKETE J3NDAHEHSS W HEKMUTE Ha KKONKY <OBOPMHTE 33ABKY Ha OO ] okHe y WL AR YTOUHEHNS AOTONHITENEHOG
& WHBODABLIAY 1 HEXMUTE KHOMKY “CTNDAENTS". TIOCHE STOTD BHKETHI BYyT HAMPa wwTErpaTapy AT SanEky K2
& + Ogopmus sanpky Ha ocHawenwe obopyaosanmen == ®wnwrp QL Momck
Bcero noznumit: 93
&
& Mie.. DHA.. ~ Cratye = fara ompaskn Ton AcnonHATENsHLIE AaH... i
@
A & 3anonxero Askera na P3 & X e

Pucynok 35 — Beibop anker mist ornpaBku Omnepatopy
ITocne waxatus Ha kHOMKY «OdopMuTs 3asgBKy Ha OCHamIeHHE O0O0OPYIOBaHHEM»
OTKpOETCS OKHO JUIi BBOJA JOMOJHUTENBHBIX JMAHHBIX I OohopMiIeHHsS 3asBKM Ha OCHAIICHUE

obopymnoBanuem (Pucynok 36).

aHKeT gns

[ins ocHamenma CySuexta neKapeTBeHHLIX Tpedyerca cucremsl PVHTa 4OTOROP B COOTEETCTRMM C TAIOROH GOPMOI AOTOROPA.
HanpaguTs aanmsie anm o K Aorosopy - o

HaumeHoBaHve opranmzaLu
OBLLECTBO C OrPAHUYEHHO OTBETCTBEHHOCTBIO

Knn OrPH/OTPHUMN

* KOHTaKTHO® MUO ANA YTOUHEHWA AONOAHUTENBHOA MHGO PMaLIMK * KOHTaKTHbIA TeNedoH ANA yTOUHEHWA AONONHUTENbHON MHOOPMaLM

OmnpaswTs Otmena

Pucynok 36 - Beon nanHbIX 17151 oopmiieHns 3asBKU Ha OCHAILIEHHE 000py10BaHUEM

Ilocie BBOJid JAHHBIX HAXKATh HA KHOIIKY «OTHpaBI/ITB».
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ITocne wmaxkatus Ha KHONKY «OTHpaBUTH» AaHKETHI Mepexomar B cTaTyc «OTNpaBleHO» U
Oymyr Hampamienbl Ormeparopy s pAanbHelmieli oOpabotku. [locme 00paboTKM  mepenaHHBIX

JaHHBIX OyayT chOpMHUPOBaHBI JOKYMEHTHI, KOTOpBIE OyayT pa3MelleHbl B pasjene JloroBopsl.

5.3 Tloanucanue aHKETHI.

B Teyenme 1-2 paboumx pHeid ankera Oyamer mpoBepeHa co croponsl OOO «LPIIT», B
pasmene  «JoroBope»  Oymer  cdopmupoBaHa  «3asBka  Y4acTHMKAa O  MPEIOCTAaBICHUHU
obopynoBanusi PB» B craryce «TpeOyer mommucu». VY4YacTHHKY HEOOXOIUMO TOANMHCATH

3asBKY.

ra AOTOBOPHBIE AOKYMEHTRI m Pycooii v
[

Pucynok 37 - Crpanuna [oroBopsr. [loanucanue 3asBKy.

IMocne moanmucanms 3asBka rmepexoaut B cratyc «Ha mnposepke». Ilocme mpoBepku
3asBk Ha crtopoHe OOO «IIPIIT» B Teuenum 1-2 paboumx mgHEH 3asBKAa IEPEXOTUT B CTATyC

«[Toamucan cTopoHAMM.
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6 AKTHI 0 molydyeHHH peructparopa BeiObITHS. [lepexon k moanucu JJokymeHTOB

[locne monmnmcanusi «3asgBKM y4yacTHHKAa O TpenocTaBlieHMH obOopynoBaHus PB» co
cropousl OO0 «PIIT» B pasgene J[loroBopsl ¢opmupyercss «AKT TmpuemMa — Iepeaayu

obopynoBaHusm» B craryce «TpedyeT moamucuy.

BHUMAHMUE!

AKT TOAMUCHIBACTCS TIO (PAKTY MOMYUYEHHs pErUCTPaTopa BHIOBITHSL.

Hdns  mepexoga K  TMOANKMCHM  TOATOTOBJICHHBIX — JTOKYMEHTOB TpeOyercs TmepedTH Ha

crpanuitly «/loroBops» (PucyHok 38).

[JlarHbie opraHmaaumm NALen3nm Aapeca [loBeperHble KOHTPareHTbI AHKETbI W AOFOBOPBI 3akas SGTIN Bbirpy3aKa AaHHbIX
@ p— Janaamenve anker wa PR O Janomenwe anker Ha P2 @ Ankeru
2 BLi60p 3HKET 113 OBOPMASHIA I3RBKM H3 OCHALICHHE 0BOPYAO0BAHHMEM LOCTYNEH NOCHE OTNIPIBKM JIRBNSHIA Ha NOANMCAHHE COOTBETCTEYIOWENO [10r0B0Pa. LR JN0NHEHVA 1 OTNPIBKM 33A6/EHWA Ha NOANMCaHNE [lOrOBOPOE NEPSAANTE Ha BKAAAKY =3aN0AHEHME
aRenetits
_ [InA OTNPAEKN 33AEKH Ha OCHAILEHVE OBOPYAOBAHHEM BLIGEPHTE SHKEThI B CTATYCE «AHKETS 3AMO/HEHa» 11 HXKMUTE Ha KHOMKY «OGOPMUTH 33RBKY HA OCHALLIEHWE DGODYAOBAHNEM S, B AMAROrOBOM OKHE YKEXVTE KOHTAKTHOE KLIO AR YTOUHEHIA JONCAHHTENHOR
& MHOOPMALIAM W HEXMUTE KHOMKY “OTNpaeuTs”. MoCne 31010 3HKETH! GYAYT HANPABAEHE! WHTETPATODY ANA OOOPMAEHUA 33REKW H3 OGODYAOBaHME.
& + OdopmuT saseky Ha ocHaulenne oBopyacBannen = OnawTp Q nouck
Beero noanuuii: 93
MAE... DHA.. Mnenmudmkarop DUA. .. Cratyc = flara omnpaskn Tun JONONHHTENLHLIE AaH...
a JanonHero Anketa Ha P3 X o

Pucynox 38 - Ilepexon k Bkiazake J1oroBopbl
IMocne mepexoma  Oymer  JOCTYNEH  MepeYeHb  MOATOTOBICHHBIX — JIOKYMEHTOB IS
o3HakomieHus W noamucu. (Pucynok  39). Jlamee HeoOXoauMo  BeIOpaTh M3 MEPEUHS

JOKYMEHTOB AKT O MOyYeHWH PErucTpaTopa BHIOBITHS U oamucats ero Y KOII oprannzanmm.

2 BOTOBOPHLIE AOKYMEHTEI

flva cosgarma Howep soxyuerta Hawverosarme

Pucynok 39 - Ctpanuiia co crimckoM JOKYMEHTOB

Ilepen mnoamucanumeM AKT MOXHO CKayaTb M MNpocMoTperh. llocne noamucaHus akra co
CTOPOHBl YYacTHHKa OH mepexoauT B craryc «Ha mnpoBepke». Ilocne mnpoBepkn akTa Ha
cropoie OOO «PIIT» B Teuenue 1-2 paboumx nHel akT mnepexomut B craryc «lloamucan

CTOpPOHAMU» U MOKCT OBITh CKaYaH C MMoAHrCIAMHU CTOPOH.
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IIpunoxenue

IlOﬁaBJ'IeHI/Ie HECKOJIbKHUX MECT I€ATCIbHOCTH IOPUANIECCKOIO JUIla, PACIOJ0KEHHBIX 110 OTHOMY
agpecy.

st cioydaeB, Korja IO OOHOMY aJpecy JOMa HaxOJATCS HAXOOUTCS HECKOJIBKO MECT
OCYIICCTBJICHUS JEATCIBHOCTH, HAIpUMep — B OJHOM 3JaHWW 2 wWid Oojee anTeKd, JUis
yenemHo peructpanuu MJ[ B UC «MJJII» kaxmoro Mecta OCYIIECTBICHHS IEATEIHHOCTH,

HEOOXOIUMO TIPOM3BECTHU MOCICOBATEIIBHO CICAYIOIIUE JICHCTBUS:

1. TlpucBouTh yHHKaJIBHBIM HOMEp ajpeca oObeKTa ajpecaiyu B (eaepanbHOil HHGOPMAIIMOHHON
azipecHol ciyxO0e Ayt Kakaoi anteku. [jist 3Toro HeoOX0AMMO 0OPAaTUTHCSI B MECTHBIE OpTaHbl
caMmoyIpaBIeHus JJisi JoOaBJIEHUS ajipeca ¢ ykazaHHeM HOMepa MOMEIEHHI COrIACHO KOJIMYECTBY
allTCK, HaXO0AIIMECa B OJJTHOM 31aHUHU.

2. TIposeputs B cepruce PUAC https://fias.nalog.ru/ manmmune yHrKaaIbHOTO aapeca ¢ 100aBICHHBIM
HOMEPOM MOMEIIICHHSI.

3. OOpatuthcs B Poc3mpaBHaa30p, B JIMIEH3UU JUISI KaKIOH M3 alTeK BHECTH HOBBIA aapec C
no0aBJIeHnEM HOMEpPa TOMEIIEHHSI.

4. Poc3apaBHAI30p TOCIE BHECEHUS U3MEHEHNH, HanipaBuT uHpopmaimto B MC MJJIIL

5. B UC MIJII npou3BecTH PETHUCTPAIMIO MECTa OCYIIECTBICHUS ACSITEIBHOCTH IS KaKIou

AIITCKU B COOTBETCTBUM C ITOJIYYCHHBIMU YHUKAJIbHBIMU ®UAC 1o IIOMCHICHUAM.
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puinoxenue 3. Ilucemo ¢ pasbsicienussmu Poc3apaBHaazopa 00 ormycke
JIEKAPCTBEHHBIX MPENnapaTos

MMHHHCTEPCTBO 31PaBOOXPAHEHUS 2343634
Poccuiickoit ®enepanuu
OENEPAJIBHASA CJY2XKBA 11O HAI30PY
B C®EPE 3IPABOOXPAHEHUSA PyKOBOJ.IHTeIIHM
(POC3JIPABHA/I30P)
MEIULUHCKHUX, ONITOBBIX U alITEYHBIX
PYKOBOJIMUTEJIb opranmaunifl

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

16 .014.R0R0 N Ofwr -~ 1 /O

o . . g .

O po3HHYHO# U ONITOBOM TOProBIIe
JIEKapCTBEHHBIMH IIperapaTaMu

OQepnepanbHas cmyx6a mo Hagzopy B cdepe 3IpaBOOXpAHEHHS B CBS3H C
MHOTOYMCIIEHHBIMH OOpAlleHHsIMH 110 BOIpPOCY PO3HHYHOH M ONTOBOH TOPrOBIH
JIEKapCTBEHHBIMH MpenapaTaMy Ui MEUIMHCKOTO IIPUMEHEHHUS COObIIaeT.

B cootBercTBHHM co cratbeit 506 I'paxmaHckoro komekca Poccuitckoi Denepanuu
no JIOTOBOPY IIOCTaBKH MOCTaBLIHK-IIPOABeEIl, OCYILECTBIISAIOLINH
NpeANPHHUMATEIBCKYIO IEATEILHOCTD, 00s3yeTcs nepeaaTh B 00YCIIOBIEHHBIA CPOK HITH
CPOKH IPOMU3BOJMMBIEC MJIH 3aKylaeMble MM TOBaphl MOKYIATENO Ul MCIOIb30BAHHUS B
NPEANPUHUMATE/IECKOH JEATENbHOCTH WM B MHBIX LENAX, HE CBA3AHHBIX C JIAYHBIM,
CEeMEUHBIM, JIOMAITHUM U HHBIM MOI06GHBIM HCIIOIB30BAHHEM.

B cooTBercTBHM ¢ pasbACHEHMAMH MOCTAHOBJIEHHS IInenyma Beicmero
Apbutpaxnoro Cyna Poccuiickoit ®enepamun ot 22.10.1997 Ne 18 «O HEKOTOPBIX
BONpocax, CBA3aHHBIX ¢ npuMeHeHueM Ilonoxennii ['paxaanckoro konekca Poccuiickoii
Qenepauui 0 JI0TOBOpe IIOCTaBKH», MOX LENSAMH, HE CBS3aHHBIMA C JIAYHBIM
HCIOJIb30BAHUEM, ClIe/lyeT IOHUMATh, B TOM YMCle IPHOGPETEHHE [IOKyIaTelleM TOBapOB
AN obecnedyeHHss ero JAeATeNbHOCTH B KayecTBe OpraHu3alli¥ HJIM TpakJaHWHAa-
NpEANpUHAMATEIs (OPITeXHUKH, OQHUCHON MeGellH, TPAHCTIOPTHBIX CPEJICTB, MaTepHaoB
JUIsl PEMOHTHBIX paboT U T.I1.).

OTHOmIeHHMs, BO3HHMKAIONIME B CBS3H C obpamenueM - pa3paboTKOH,
AOKIMHHYICCKAMH  HCCIIE0BAHHAMH, KIMHHYECKHMH HCCIIE0OBAHUSMH, 3KCIIEPTH3OM,
FOCYJapCTBEHHOH perucTpanueif, co craHjapTHsammedl u ¢ KOHTPOJIEM Ka4yecTBa,
TTPOH3BOACTBOM, H3TOTOBJICHHEM, XpaHEHHEM, INEPEBO3KOH, BBO30OM B Poccuiickyio
®enepaunio, BeiBo3oM u3 Poccuiickoii Mexepaun, PEKJIaMOH, OTITyCKOM, peaM3aluei,
nepeayel, NPUMEHEHHEM, YHHYTOKEHMEM JIeKapCTBEHHBIX CPEICTB, PEryIHpylTCs
®enepanbHeIM 3ak0HOM 0T 12.04.2010 Ne 61-®3 «06 0OpallleH!H JIeKapCTBEHHBIX
CpeACTBy (naiee — 3akoH 06 oOpalieHHH JIeKapCTBEHHBIX CpEnCTB).

Cornacuo crathe 54 3akona o6 obpaumenun JIEKapCTBEHHBIX CPEJCTB OITOBAs
TOPrOBIIA  JICKAPCTBEHHBIMH ~ CPEACTBAMHM  OCYIIECTBISETCS  MPOM3BOLMTE/AMH
JICKAapCTBEHHBIX CPEACTB M OPraHM3aUMsAMH ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH
CPCACTBAMH N0 MNpaBHJAaM HAIEXKalled IMCTPHOBIOTOPCKOHA NPaKTHKM M IpaBHiIaM
HaJlexalled TpPAaKTHKM XPaHEHWs M  [EPEBO3KM  JIeKAPCTBEHHBIX IIpenaparos,
YTBEPIKACHHBIM ~ COOTBETCTBYIOIMMH  YIIOJHOMOYEHHBIMH (eaepalbHBIMH  OpraHamu
UCIIOJIHUTEJILHOM BJIACTH.
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PosHuuHas TOproBns NleKapCTBEHHBIMM —MNpemapaTaMd U8  MEIMIMHCKOro
NPHUMEHEHHS B KOJMYECTBAX, HEOOXOAMMBIX JUIi  BBIIOJHEHHS  BpayeOGHbBIX
(penbamepckux)  HasHAYeHMH,  OCYIIECTBISETCS  ANTEUHBIMH OpraHu3alHsIMH,
MHAMBHyalbHBIMU NPEANPHHUMATEIISIMH, HMEIOIIHMH JTHIIEH3HIO Ha (papMalieBTHYECKYIO
ACATENBHOCTb, ~ MEIMIMHCKHMH  OpraHM3alMsIMH, HMEIOIIMMH  JIMIEH3HI0  Ha
(apmaneBTHYECKYIO  JeATENbHOCTh, W HX  060COBICHHBIMH [o/ipa3ieIeHusAMH
(ambynaropusmu, denbamepckuMu 1 (henbIIepCKO-aKyIepCKUMH TyHKTaMH, [IEHTPaMH
(oTaenenusMu) obueit BpauebHO# (ceMeiiHoii) IIPaKTHKH ), PaCIIOJIOKEHHBIMU B CEJIbCKUX
HAaCeJICHHBIX MyHKTAaX, B KOTOPhIX OTCYTCTBYIOT alTeYHbI€ OpPraHW3allMH, MMEIOLIHMMHU
JHMLEH3UIO Ha (papMaleBTHYECKYIO 1eATEIbHOCTD.

dapmaneBTHYECKas AEATEIBHOCTD, BKIIOYAIOIIAS B ceOs:

-ONTOBYIO TOPrOBJIIO JIEKAPCTBEHHBIMU CPEICTBAMH, HX XPaHEHHUE, IEPEBO3KY;

-4 (WIH) DPO3HHYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH MpENapaTamMu, HX OTIYCK,
SABJISICTCS JINIIEH3UPYEMbBIM BHIIOM JIE€STEIHHOCTH.

Posuu4HEIHi nponasew, He UMes THIEH3MIO Ha (apManeBTHYECKYIO IeATENBHOCTD ¢
yKasaHHeM paboOThl (yCIyrH) «ONTOBas TOPrOBJIA JIEKAPCTBEHHBIMH CPEACTBAMH A
ME/MIMHCKOrO  NPUMEHEHMs», He BIpaBe OCYIIECTBIATH ONTOBYI TOPIOBIIO
JIEKapCTBEHHBIMH CPEJCTBAMH.

ITo muenuto ®AC Poccun (mucema PAC Poccun ot 19.09.2017 Ne UA/64899/1 1,0t
21.06.2017 Ne WA/41856-TTP/17, ot 23.10.2014 Ne AJ1/43043/14), B cnyuyae ecnu
00BEKTOM 3aKYIKH SBIISETCS MOCTABKA JIEKAPCTBEHHBIX CPE/ICTB, 3aKa3uyUuKy HEOOXOJUMO
YCTaHOBHTb TpeOOBaHHE K yYacCTHHKaM 3aKyNKH O COOTBETCTBHH 3aKOHO/IaTeNILCTBY
Poccuiickoii  ®enepauun, a wuMeHHO, ecnH YYaCTHHK 3aKylKH He sBIsSeTCS
TTPOM3BO/UTENIEM JIEKADCTBEHHBIX CPE/ICTB, O HAJIMYMH y OPraHH3alMi ONTOBOH TOPrOBIIH
JMUEH3MH Ha (apMaleBTHYECKYIO JESTENbHOCTh C YKA3aHHEM «ONTOBAs TOProOBJIs
JICKapCTBeHHBIMH ~ CpEACTBaMU». PO3HMUHBIA mNpojaBel, He WMes IMIEH3HIO Ha
(apMaueBTHYECKYIO AESTENbHOCT C YKA3aHHEM «OITOBAS TOPrOBJISl JIEKapPCTBEHHBIMU
CPeACTBaMK», HE MOXET ObITh YYaCTHHKOM 3aKYNKH H [OCTABIIMKOM JIEKapCTBEHHBIX
CPE/CTB 10 rOCYJapCTBEHHOMY KOHTDAKTY.

Ecim  ywactHmkoM — BeImeykasarHO#M 3aKYNIKH  SBJIS€TCS  MPOU3BOJHUTEINH
JICKapCTBEHHBIX CPE/CTB, TO Y4aCTHHK 3aKYNKM B COCTAaBe CBOEH 3asABKH NPEIOCTABISET
JHICH3AIO Ha OCYINECTB/ICHHE ACATENLHOCTH 10 MPOM3BOACTBY JIEKAPCTBEHHBIX CPE/CTB,
BbIIAHHYIO B COOTBETCTBHM C mocTaHoB/neHneM [IpaButenscrsa Poccuiickoit Menepauun
ot 06.07.2012 Ne 686 «O6 yrBepxnenun [Tonoxenus o JMLEH3UPOBaHHH NTPOU3BO/ICTBA
JIEKapCTBEHHBIX CPECTBY,

JlononuuTensHO HHPOPMUPYeEM, UTO HACTOAMIEE THCHMO He SBISETCS OpHIHAIBHBIM
TOJIKOBAaHHEM TIOJIOXKEHHH NEHCTBYIONIEr0 3aKOHOAATeNbCTBA POCCHICKON Denepauuu B
CBA3H C OTCYTCTBHEM y Poc3ipaBHaI30pa COOTBETCTBYIOMMX MONTHOMOYMIA.

M.A. Mypaiko

I'ycekoBa U.A. (499)578 01 43
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Ipunoxkenue 4. UHCTpYKIMS M0J1b30BaTEIsA PH HEPAOOTOCIIOCOOHOCTH

perucTpaTopa BoIObITHA

1.

[lo3BoHuTH B ciyx0y TexHnueckor noaaep:xku «Onepatop-LPIIT» no Homepy 8-800- 222 1523
WJIM TIOAaTh 0OpallleHre Ha ajipec 3JEKTPOHHOM MOUTh SUPPort@crpt.ru.

B oOpainienuu HeoOXOAMMO COOOLTUTH CISIYIOIIYI0 HH(POPMAIIHIO:

- VHH opranuzanuu

- Hnentudukatop Mecra ocymectsienus aestenbHoctu B MU

- Anpec mecta ycranoBku PB

- Onucanue Bo3HUKIIEH npobnembl PB

Texuuueckass mMONACPKKA PETUCTpUpYET oOOpalleHHe | Hampaplser HHOOPMAIHI0 O
HepaboTOCIIOCOOHOCTH CEPBUCHBIM MHIKEHEPaM.

CepBHCHBIE HH)KEHEPHI CBA3BIBAIOTCS C CYObEKTOM OOpalleHts JeKapCTBEHHBIX CPEJICTB C LIEIbI0
yCTpaHEeHUsT BO3HHKIIEH MPoOIeMBbl yIaleHHO.

B ciydae, ecnu BO3HHKIIYIO TIpoOJieMy HE yJaaercsl PelIuTh yIAJIEHHO, HHKeHep (QuKcupyer u
Hanpasiser napopmaruio B MU

B niepuon HepaborocnocodbHocTn PB mMeeTcss BO3MOKHOCTD OCYIIECTBIIATh 3arPy3Ky OTYETOB O
BBIOBITHU TIOCpencTBOM JlnuHoro kabuHera YuactHuka obopora MJUUII. B Ilpunoxenun
MpejICTaBIeHa COOTBETCTBYIONIAS MHCTPYKITHUSI.

IIpuioxenus:

o [Ilpunoxenue A. UHCTpyKIus Mo (GOPMHUPOBAHUIO U 3arpy3Ke xml-I0KyMeHTa BPYYHYIO
I0JTE30BATEIIEM.

o Ilpunoxenue b. [llabnon nokymenta «Peructpaius B UC «MapKupoBKa» CBeIEHHI 00
OTITyCKE JIEKAPCTBEHHOT 0 TIperapaTa 1o JbroTHOMY perenTty (521-recipe)».

o [Ipunoxenne B. lllabmon noxkymenta «Peructparus B UC «MapKkupoBKa» CBEACHHH O
BBIAYC JICKAPCTBECHHOT'O TMIpemapara Uil OKazaHWs MeTUIMHCKoN momormm (531-
health_care)».
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Mpunoxenue A. UHcTpykuusi mo opMHPOBAHHIO U 3arpy3Ke XMI-10KyMeHTa Bpy4YHYI0
10JIb30BaTeJIeM

B cmydae OTCYTCTBHSL  BO3MOXKHOCTH  OCYIIECTBUTH  PETHUCTPAIMIO  BBIOBITHA
IITaTHBIMU  CPEIACTBAMHU (ucrionb3yst  YCTPOMCTBO PB)  nonp3oBarens  uMmeer
BO3MO’KHOCTh OCYIIIECTBUTD 3arpysKy JOKYMEHTOB BpPYYHYIO, UCIIOJIBb3YS
GbyHKIIMOHANBHOCTH JIMuHOTO KabuHeTa YdacTHHKA 000poTa.

Pasmep 3arpyxkaemoro (aiina uepe3 nuunblidi kabmaer OIMC MIJIT He nomkeH
npeBblIaTh 60see 1 MO.

[locne aBropuszamuu B JIMUHOM KaOMHETE I0JB30BATENI0 HEOOXOAMMO IEperTH
Ha BKIaaky «OrtmpaBineHHble» pazaena «Peectp nokymenToB». B mpaBom  BepxHeM
yrioy — oToOpaxkaercsi kHomka «3arpy3uth XMLy, obecrneunBaromiasi BO3MOXKHOCTD
3arpy3ku JoKyMeHra Bpy4nyto (Pucynok 40).

[ |

-~ PEECTP AOKYMEHTOB A
OmnpasneHHse Bxoasumne
@ . .
1 ] ] il 1 pasmep xml ¢ 1 a
) T Zarpysnte XML = duerp Q Mownck
® Bcero nosuunii: 1 447
& ,
D YHMKANBHBIA MAEHTAD... JaTa noayveHnA AoKy... Aata obpaGoTrM AoKy.. HaeHT.. AApec oTNPAEVTENA A0 .. Tvin 4OKYMeHTa
& 0O  38df7f37-145d-47a23-a77..  02.08.2018 02.08.2018 00000000... Mackea 1, yn HeraviHaa,..  3anpoc ceeae
® 0O  b23156%0-140c-4a51-8a... 02.08.2018 02.08.2018 Q0000000... Mockea r, yn HerwHnas,...  3anpoc cesge
A O 6504f1b2-c09e-448f-af5 02082018 02.08.2018 00000000.. MOCKES T, YN HETAUHHAR, 3z2EEpLIeHKe y
B8

0O 345b4ca6-9216-dedd-8c. 02.08.2018 02.08.2018 00000000... Mockea r, yn HeramHHan,...  3anpoc ceefe

Pucynoxk 40. Bxknaaka "OtnpasieHHbie”

Jnss  moAaroToBkW  (aiiyia  MOJIB30BATENI0  HEOOXOAMMO BpY4YHYIO chopmupoBarth
XML-10KyMEHT 10 0JJHOMY W3 HEOOXOIUMBIX (POPMATOB:

o @opmar «Peructpamus B HC «MapkupoBka» cBeleHH 00  OTIIyCKe
JIEKapCTBEHHOTO Tperapara o JIbrOTHOMY perenTy» (cxema — 521-recipe).
e @opmar «Peructpauus B UC «MapkupoBka» CBeAEHMI O  BbLaue

JICKAPCTBCHHOI'O IIpfCIlapaTa I OKa3aHHA MeﬂHHHHCKOﬁ IIOMOIIN» (cxeMa
— 531-health_care).

Hna  moarotoBku  XML-moxymenta 1o  ¢opmary  «Peructpaums B HC
«MapkupoBKa» CBeICHHUH 00 OTIyCKe JICKQpCTBEHHOI'O Tpenapara 1O JIbFOTHOMY
petienty» (cxema — 521-recipe) mosib30BaTe0 He0OX0MMO:

1. Otkpbith mabmon XML-mokymenta ¢  HaumMeHoBanueMm  S521-recipe  (cm.
NPWIOKEHHE) B TEKCTOBOM pENAKTOpe® M BpPYYHYIO 3allOHUTh IEepPeMEHHBIE
3Ha4YeHUs (BBIJEJICHBI KENTHIM [[BETOM B IIa0JIOHE).

2. Tlopsmok  3amojyHEHWsT TIEPEMEHHBIX  3HAYEHWI  MpeacTaBlieH B Talnwuie
(Tabmua 2).

% PekoMeH TyeTCs HCTIONB30BaTh OIMH K3 Cileayromux pexakropos: WordPad, BiokHOT (mraTHbIe cpeacTBa
Windows), 6ecruiatasiii penakrop Notepad++ u 1.1
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3. ATpuOyTHI
W3MEHEHHIO.

xml-nokymenra, He

YKa3aHHbIE B

TabuILE,

HC noaJacxKar

Tabmuia 2. ATpubyTbl cxeMbl JaHHBIX 521-recipe

Ne | HaumeHnoBanue Onucanue Hopsinok 3anoanenuss | O0513aTEILHOCTD
3aM0JIHEeHU sl
1 | action_id Howmep cxembl [To ymoruanuio Ha
TAHHBIX YKa3bIBACTCs 3HAUCHHE:
521
2 | subject_id Wnentudukarop VYka3bIBaeTcs Ha
OpraHu3aIum- UICHTH(PHUKATOP MECTa
OTIIPABHUTEIIS OCYIIECTBIICHHS
JEeSITEILHOCTH (CM. B
Jluanom xabuHeTe)
3 | operation_date Jlata coBepiicHHS Jarta u Bpems npogaxku | Ja
oTiepanuu JIEKapCTBEHHOTO
CpeJICTBaA.
VYka3bIiBaeTcs B
dbopwmare:
«2017-04-
09T15:08:00+05:00»,
T'ne:
e 2017-04-09 — nata
B (hopMaTe IITr-
MM-IJ;
e T15:08:00 -
Bpemst B popmare
IUIMMICC,
+05:00 — yacoBoii mosic.
4 | doc_date Jlara perenra Jlata B hopmare a
JAMMITTT
5 | doc_series Howmep cepun Vka3bIBaeTcs B Her
JBTOTHOTO perenTa cBoOoaHOM (hopMmarte, HE
6o1ee 200 cuMBOJIOB
6 | doc_num Howmep nbrorsnoro B ciyuae orcyrcTBus Ha
perenra HOMepa HEOOXOAMMO
yKa3bIBaTh: O/H
7 | sgtin Cepulinblit Kom6unamust GTIN + Ha
rI100aTbHBIH CepuiiHblii HOMED
UACHTU(DUKAIIMOHHBIN | JIEGKAPCTBEHHOTO
HOMEp TOProBOi mpemnapara.
€IMHUIIBI
8 | sold_part Jons o BTopu4HOM Yka3bIBaeTcs B BUJIE Ja (mpu mpomaxe
YIIaKOBKHU IpooH. JIOJIH )
Ilpumep: 2/6
Hns  moarotoBkn ~ XML-gokymenta mo  ¢opmary  «Peructpamus B UC
«MapkupoBKa» CBEIEHHH O BbIAaue JICKQpPCTBEHHOTO  Tpermapara s OKa3aHHs

MEIUIIMHCKOM moMoriu» (cxema — 531-health _care) monb3oBaTento HeoOX0aUMO:
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1. OtkpeiTh 1Ia0IIOH

XML-nokymenta ¢ HammeHoBanueMm 531-health_care (cm.

IIPWIOKEHUE) B TEKCTOBOM pENAKTOpPE M BPYYHYIO 3allOJHUTh IE€PEMEHHbIE
3Ha4YeHUs (BBIACIICHBI )KEITHIM IIBETOM B IIA0JIOHE).

2. Tlopsimok  3amoJIHEHUS
(Tabnuma 3).

3. Artpubyrei  Xml-moxymeHnTa, He
HU3MEHEHHIO.

MIEPEMEHHBIX

3HAYEHUI

YKa3aHHbIE B

NPEJICTaBICH B

Tabnuie,

TabauIEe

HEC IoAJIC)Kart

Tabmuna 3. Atpubytsl cxemsbl qanHbIX 531-health_care

Ne | Haumenos Onucanue Mopsiok 3anmoJIHeHUs1 O0s13aTEJILHOCTD
aHue 3anmoJIHeHUus
1| action_id Howmep cxembr [To ymoruanuio yka3piBaeTcst Ha
JTAHHBIX 3gayeHnue: 531
2 | subject_id | Unentudukatop | Yka3piBaeTcsi HACHTH(PUKATOP Ha
OpraHHu3aI1H- MeECTa OCYIIECTBICHHUS
OTIIPABUTEIIS JEeSTeTLHOCTH (CM. B JImuHOM
KaOUHEeTe)
3| operation_d | Jlata Jlata u Bpems PO IaKu Ja
ate COBEPITICHUS JICKapCTBEHHOTO CPEJICTRA.
omeparun VYka3zbiBaercs B popMmare:
«2017-04-09T15:08:00+05:00»,
T'ne:
e 2017-04-09 — nata B hopmate
TTIT-MM-]I]T;
e T15:08:00 — Bpems B dhopmaTe
IUIMM:CC;
+05:00 — yacoBoii mosic.
4| doc_date Jlata perenra Jlara B dopmare JJJLMM.ITIT Ha
5| doc_num Howmep B cinyuyae orcyTcTBUSI HOMEpa Ha
JBTOTHOTO HEO0OXOMMO YKa3bIBaTh: O/H
perenra
6 | sgtin Cepuiinbiit Kom6unamus GTIN + Cepuiinbrit Ha
rJ100aTbHBIH HOME) JICKApCTBEHHOTO Ipernapara.
UJCHTU(UKAITIO
HHBIA HOMEP
TOProBOM
€IMHUIIBI
7| sold_part Jons ot Yka3bIBaeTcs B BUC IPOOH. Ha (npu nmpoaaxe
BTOPUYHOU Ipumep: 2/6 JIOJIN)
YIIaKOBKH
ITo pe3yapTaTam 3aMoTHEHHUS TpeOyeMoro nrabiaoHa MOJIH30BATEIIO
HE00X0IMMO:
1. CoxpaHuTh JOKYMEHT ¢ pacumidpeHueM «.Xmb» Ha JOKaJbHOM JHCKE

KOMIIBIOTEpa (HaI/IMeHOBaHI/Ie JAOKYMCHTA MOKCT OBITh HpOI/I3BOJ'IBHBIM).

2. 3arpy3uTh JOKyMeHT B JIMyHOM kaOWHETe, HaKaB Ha KHOIKY «3arpy3uTh
XML» (Pucynoxk 41).
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I SUMXESAR NXAPCTEEHHAX
e

Ornpasnentbie Bxoaaume

SCTORMIA KOHTYP TECO ML
@ npoguns MMan . i pa xml L
T sapyamme XML | = Ounetp Q nouck
® Ppeecrpnn 24
& Tosapu O ooncanmmnst waerng. soxy. A 6o aapec. Anpec T Aowymer -
% Tosaps, Bpemeno
BbiBEAEHHbiIE U3 060pOTa O 8adacb2-332c-2473-90..  24.10.2019 140339 24102019 1403:42 0000000015096 Mockopckan oba, T WcTp. 10521-om B W
@ Peectp MHoCTPaNHbIX
KOHIPATSHTOS O 3703fc7e-8baf-45de-bec...  22.08.2019 10:41:06 22082019 10:41:33 0000000000090 Mocksa r, ys Kpaconpy..  10521-On B © &
A peectp xonTparentos
o 22082019 10:35:07 22082019 10:35:28 0000000000901 Mocxea r, yn Kpacwonpy... 10521 -0 B & B
Peectp AoKyMeHTOB
O 85d3ctice cldf daba bfs. 21.082019 17:56:01 21.08201917:56:11 0000000000001 Mocxsa r, yn Kpackonpy..  10521-On B % &
8% Ppeectpei
O c65d5d86 Sefc-47fe 919, 26.07.2019 13:06:59 26072019 130731 00000000105096 Mockarcxas oba, r Uetp. 10521-on B R
88 Knaccuuratop
O dc2d8a96-eA12-Ace-8cB.. 26072019 13:06:58 26,07.2019 130727 0000000105096 Mockoeckan obn, r Merp... 10521 -On B ® B

L AamMuHKCTpMpOBaHHe

= c Vo e Cragpouss >

Pucynoxk 41. Peectp oTnpaBieHHBIX TIOKYMEHTOB

3. loarBepmuTh  omepamuio  3arpy3kd, HaxaB Ha  KHonky «J/la» B
MOSIBUBIIIEMCS THAIOTOBOM OKHe (PucyHOK 42).

370T BeO-CalT NbITAETCA BbIMONHUTL ONEPaLIMIO C KNKYaMK
! AN cepTudrkaTamMu OT UMEHU MONL30BaTeNA.

https://sb.mdIp.crpt.ru/#/app/documents/outcome/'

BLInonHeHve Taknx onepaumii creyeT paspeluats TONLKO ANA
Beb-caliToB, KOTOPbIM Bl AOBEpAETE.

YTobbI OTKIKOUUTE JAaHHOe NOoATBEepPXAeHME ANA KOHKPETHOro
BeB-caliTa, ero MOXHO A06aBUThL B CMIMCOK A0BEPEHHBIX
Beb-CaliToB, A0CTYMHEIA Ha CTPaHMLIe HACTPOEK Yepes MEeHK
Myck->KPUMTO-MPO->Hactpoiiku 3LM Browser plug-in.

PazpelwuTs 3Ty onepauuo?

Pucynok 42. OxHO OATBEPKACHUS OTIIPABKU JOKYMEHTA

4. B mosBUBHIIEMCS OKHE HaXaTh Ha KHONKY «[loamucaTh ©  OTIIPaBUTHY
(Pucynox 43).

Mognuce gokymenta X

len.aup Omutpuii Onerosuy

6-D7e2-2465-2056-0234554369a3" version="1.32" xmlns:xsi=

date>2017-05-12715:03:03+05:00</operation_date>
<doc_date>12.05.2017 date>

<union>
<sgtin>7517003651019575FFBRHCSI6LF</sgtin>

</union>

order_details>

</recipe>

</documents>

MoanucaTtb ¥ OTNPaBUTL

Pucynox 43. OKHO MOATBEPKACHUS OTHPABKU JOKYMEHTA
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punaoxenne b. Ilada0H nokymenta «Perucrpanus B UC «MapkupoBKka» cBeieHU 00
OTIIYCKe JIEKapCTBEHHOT0 Npenapara 1o JsroruomMy penenrty (521-recipe)»

<?xml version="1.0" encoding="UTF-8"?>
<documents session_ui="4Aa246a6-D7e2-2465-a056-0234554369a3" version="1.32"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance">
<recipe action_id="521">
<subject_id>19527410000063</subject_id>
<operation_date>2017-05-12T15:03:03+05:00</operation_date>
<doc_date>12.05.2017</doc_date>
<doc_series>VI-1234</doc_series>
<doc_num>36</doc_num>
<order_details>
<union>
<sgtin>7517003651019575FFBRHCS96L F</sgtin>
<sold_part>2/6</sold_part>
</union>
</order_details>
</recipe>
</documents>
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[puniaoxenue B. lladaon nokymenta «Perucrpanus B UC «MapkupoBKa» cBeleHU 0
BbI/Ia4e JIEKAPCTBEHHOT0 Mpenapara JJisi OKa3aHusi MequnuHckoit momomu (531-health_care)»

<?xml version="1.0" encoding="UTF-8"?>
<documents session_ui="4Aa246a6-D7e2-2465-a056-0234554369a3" version="1.32"
xmins:xsi="http://www.w3.0rg/2001/XMLSchema-instance">
<health_care action_id="531">
<subject_id>19527410000063</subject_id>
<operation_date>2017-05-15T15:00:33+05:00</operation_date>
<doc_date>15.05.2017</doc_date>
<doc_num>325</doc_num>
<order_details>
<union>
<sgtin>7517003651019575FFBRHCS96L F</sgtin>
<sold_part>3/6</sold_part>
</union>
</order_details>
</health_care>
</documents>
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