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O6 yTBepkaeHnH THNOBOH GOPMBI A0T0BOPA HA OKa3aHHE YCJIyr
N0 NPeJ0CTABJIEHHIO KOIOB MAPKHPOBKH cy0beKkTaM o0paleHns JIeKAPCTBEHHbIX
cpeAcCTB (Hepe3HaeHTaM)

B  coorBerctBuM ¢  myHktom 4 mocraHoBieHusi  [lpaBurenbcTBa
Poccuiickoit ®enepanpu ot 8 mas 2019 r. Ne 577 «O6 yTBepXIeHUM pa3Mepa IIaThl
32 OKa3aHWE YCIAyT [0 [PENOCTaBIEHHIO KOJOB MapKHPOBKH, HEOOXOAMMBIX
s GOPMHPOBAHHSI CPEJICTB MACHTU(DUKALMU U 0OECreuYeHHs] MOHUTOPHMHIA JIBIDKEHUS
TOBAapoB, TNOMJEXAINMX 00s3aTeNbHON MapKHPOBKE CPEACTBAMHM HICHTU(QHUKALWH,
a TaKxke o mopsjke ee B3umanus» (Cobpanue 3akoHogatenbcTBa Poccuiickoi ®enepanuy,
2019, No 20, c1.2447) npr K a3 bl Balo:

VTBepAUTh MNpHIaraeMyl0 THIOBYIO (OpMy [0ropopa Ha OKasaHHe YCIyr
10 NPeNOCTaBIEHHIO KOJOB MapKHUPOBKU CyObeKTaM 0OpallieHHs JIEKapCTBEHHBIX CPE/ICTB

(wepe3upieHTaM).

Munuctp : .B. ManTtypos




YTBEPX/IEHA

npukazom Munnpomropra Poccun
oT /’Vy)eéfmu_ 2020 r. Ne B3 8

TunoBas ¢opma 10ropopa Ha OKa3aHHe yCJIyr N0 NPeaoCTABJIEHHI0 KOAOB
MAapPKHPOBKH Cy0ObeKTaM 00palieHHs JJeKaPCTBEHHbIX CPeACTB
(uepe3ugenTam)

r. MockBa

O6mecTBO € OrpaHHMYeHHOM  oTBeTcTBeHHOCTHIO  «Omnepatop-L[PIIT»!

(manee — Oneparop), OT UMEHN KOTOPOTO AEUCTBYET

(momkxHOCTH (IpU HANUYUK), HaMUIINA, UMS, OTYECTBO

(1py HATM4YUN)

Ha OCHOBaHHWH ’

(npaBOyCTaHABIMBAIOLIAH JOKYMEHT (YCTaB) MM IOBEPEHHOCTH (KX PEKBH3UTBI)

C OJIHOM CTOPOHBI, U ,

(noNHOE HAMMEHOBAHUE MHOCTPAHHOMN OpraHU3alyHy)

OT UMEHHU KOTOPOI'o AEUCTBYET

(0JIHOE HAMMEHOBAHKE TIPECTABUTENS IOPUIMYECKOTO IUNa / paMUIIHs, HMs, OTYECTBO
(NpH HAJIMYMH) MIpeACTABATENS PU3HYECKOrO JiMia / JODKHOCTE (IIPH HAIWYMH), paMuITs, UM,

OTHYECTBO (P HATNYNK) PYKOBOIUTENS HHOCTPAHHOH OpraHU3aIMH)

Ha OCHOBAaHHH

(paBOyCTaHABJIMBAIOINHIA JOKYMEHT WU JIOBEPEHHOCTH (X PEKBH3HTHI)
(manee — Y4YacTHHK), ABJISSACH DMUTEHTOM CPEJICTB MACHTUQHUKALMK — IepKaTeleM 100

BiIaaciablCM PETUCTPALIUOHHOT'O YAOCTOBEPCHUSA JEKapCTBEHHOT'O npernapara

!B cooTsercTBHH ¢ pacnopsikennem Ipasutennctea Poccuiickoit ®enepaiuu ot 18 nexabps 2018 r. Ne 2828-p (Cobpanne
3aKkoHoJaTebcTBa Poccuiickoit @enepauun, 2018, Ne 53, cr. 8734) o61uecTBO ¢ OrpaHUYeHHON OTBETCTBEHHOCTBIO «Oneparop-
LPIIT» onpeneneHo opranu3alMed, yNOJIHOMOYEHHOM Ha ocyllecTBieHMe (YHKUuMH onepaTopa CUCTEMbl MOHMTOPHMHIA
JBKEHHS JIEKAPCTBEHHBIX APENAPATOB AJIA MEAMLUHCKOTO IPUMEHEHUA
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IIpH IIPOM3BOJCTBE JIEKApCTBEHHOI'O Mpenapara BHE TeppuTopuH Poccuiickoit ®enepanuu
B COOTBETCTBUH C mocraHoBieHueMm IlpaButenscrtBa Poccuiickoit ®enepanmu
ot 14 nexabpsa 2018 r. Ne 1556 «O6 yrBeprkaenuu I10105KeHUSA O CHCTEME MOHMTOPHHIA
ABVDKEHMSI  JICKQpCTBEHHBLIX  IPENaparoB  Juld  MEAULHMHCKOTO  MPHUMEHEHHUS»
(Cobpanue 3akoHonarenscTBa Poccuiickoit ®enepanun, 2018, Ne 53, ct. 8641; 2019, Ne 37,
CT. 5162; opUIMABbHBIH UHTEPHET-NIOPTAJ IpaBOBOM uHpOpMaLUU
http://www.pravo.gov.ru, 9 suBaps 2020 r., Ne 0001202001090008), ¢ apyroii cTOpOHEI
(manee — CTOpOHBI), 3aKIIIOUMIIHA JOTOBOP HA OKA3aHHE YCIYT IO IPEJOCTABIEHHIO KOJOB
MapKUpOBKH CyObekTaM oOpallleHHs JIEKapCTBEHHBIX CPEICTB (HEpe3HAeHTaM)

(manee — JloroBop) o cieayromeM.

I. TepMHHBI H COKpaLleHHS

1.1. dna ueneit loroBopa UCTIONB3YIOTCS TIOHATHS:

a) cucrema MJIJIIT — denepanbHas rocynapcTBeHHass MH)OPMAMOHHAS CHUCTEMaA
MOHUTOPHHIA ABHXEHUS JIEKAPCTBEHHBIX MPENapaToB s MEAULUHCKOrO NPHUMEHEHUS
OT NPOU3BOAMTENA O KOHEYHOIO MOTpeOHUTENss C HCIIOJIb30BAHUEM B OTHOLUEHUH
JIeKapCTBEHHBIX MPENapaToB )i MEAULIMHCKOTO IPUMEHEHUS CPECTB HACHTHU()HUKALNY;

0) K0oA MapKHUpPOBKM — YHHKaJbHas IOCJIEOBATENLHOCTh CHMBOJIOB, COCTOSLIAs
U3 CEPUIHOro riaobanbHOro MAEHTU(UKALMOHHOIO HOMEpa TOProBOM €OWHMIBI M KOIa
npoBepkH, ¢dopMupyemas B COOTBETCTBMH C [lonoXeHHEM O cHCTeMeé MOHMTOpPUHIA
JBUXEHUS JIEKapCTBEHHBIX IIPENapaToB JJisl MEJULIUHCKOIO IPUMEHEHHUS, YTBEPKAECHHBIM
noctanoBieHuem IIpaBurenscTBa Poccuiickoit ®enepanuu ot 14 nexabps 2018 r. Ne 1556
«O6 ytBepxnenuu I[lonoxeHus o cucTeMe MOHUTOPHUHIA ABM)KEHUS JIEKapCTBEHHBIX
IpenapaToB AJis MEOUIMHCKOro IpuMeHeHus» (nanee — Ilonoxenue). Jlorosop
3akiaroyaercs  BO  ucnonHeHue — Omepatropom  TpeOoBaHMS ~ 3aKOHOJATENLCTBA
Poccuiickoii ®enepanun 06 oOpaiieHHH JIEeKapCTBEHHBIX CPEACTB B 4YacTd 00opoTa
JIEKapCTBEHHBIX NIPENapaToB AJis MEAULIMHCKOTO MPUMEHEHHUS, IOIeXAIUX 00s3aTeIbHOMN
MapKHpOBKE CpeACTBaMHM wuIeHTH(ukanuu. HaHeceHue Koma MapKUpPOBKHM SIBIISETCS

00s3aTebHBIM TpeOOBaHNEM JUIS IIPOM3BOACTBA M MPOJAXH JIEKAPCTBEHHBIX CPEACTB HA




teppuropuu Poccuiickoit ®enepanun. Koasl MmapkupoBku Gpopmupyrorcs Onepatopom Ha
teppuropun Poccuiickoii ®Penepanuu ¢ HCIONb30BAaHUEM HEABMXKMMOIO M JIBHXKUMOTO
HMMYILIECTBA, PacloIOXEHHOro Ha Tepputopun Poccuiickoii ®enepanuy;

B) YCTPOMCTBO perucTpauidyd SMHCCHN YYaCTHUKA — ABHXHUMOE MUMYIIECTBO, IIPABO
N0J1b30BaHMsI KOTOPBIM MPEAOCTABIAETCS Y YACTHUKY HA OCHOBaHUH OTZEJIBHOIO I0TOBOPA
¢ OneparopoM — TEXHHYECKOE CPENCTBO MHGOPMALUMOHHOrO 0OMEHa, NpeAHa3HauYeHHOE
JUIsl TOJy4YeHHs KOJOB MapKupoBku H nepenayn B cucremy MJUIIL cBenenui
O MapKHpOBKE YIaKOBOK® JIEKApCTBEHHBIX IIPENapaToB CPEACTBAMH HMIECHTH()HKALINH,
BBIMOJNHAOIEE HYHKLIUN TEXHUYECKOTO CPEeNCTBA MPOBEPKH KOJa NPOBEPKH, B OTHOLICHUU
KOTOpOro ¢enepaabHBIM OpPraHOM MCIIONHHUTENBHOW BiIacTH B obiacT obecnedeHus
6e30macHOCTH BBIAH JOKYMEHT O €ro COOTBETCTBHU YCTAHOBIIEHHBIM TpeOOBaHUSAM
K mudpoBaNbHEIM  (KpunTorpauyeckuM) CpeAcTBaM  3alllUThl  MH(POPMAalUH,
NEeHCTBYIOIMM B OTHOIIEHMH IH(POBANBHBIX (KpHITOIpaUUecKHX) CpEACTB,
NpeJHa3HAUYEHHBIX [UIi IPOBEPKH KOAOB MAapKUPOBKH, JIMOO BKIIOYAIOLIEE B CBOH COCTaB
TEXHUYECKOE CPEACTBO IMPOBEPKU KOAOB MPOBEPKU, B OTHOLIEHUH KOTOPOTO (eiepaibHbIM
OpTraHOM HMCIIOJIHUTENIEHOM BIACTH B 00acTy obecrnieyeHns 6€30MacHOCTH BbIIaH JOKYMEHT
O €ero COOTBETCTBUM  YCTAQHOBIEHHbIM  TpebOBaHMAM K  MKH(POBAIBHBIM
(xpunTorpadguyeckuM) CpeiCcTBaM 3alUThl WHPOPMAIMK, AECHCTBYIOIMM B OTHOLUCHUU
mu(poBaBHBIX (KpUNTOrpapuuecKux) CpeAcTB, IpeJHa3HAYE€HHBIX Ul IPOBEPKH KOJOB
MapKHpPOBKI’;

I) 3asiBKa Y4YaCTHMKa — 3asBKa Y4YacTHMKAa Ha IIOJyYeHHE KOJOB MapKHPOBKH,
¢opmupyemass YUaCTHMKOM C HCHOJNb30BaHUEM (DOpMATOB J[aHHBIX, Pa3MeEIAeMBbIX
Ha ouuuansHOM caiite Onepatopa B WHPOPMAaMOHHO-TEIEKOMMYHUKALIMOHHON CETH
«utepuer» (nanee — Caiir Omnepatopa), U Hanpasisiemas Omneparopy HOCPeICTBOM
yCTpOMCTBa PErHCTpaliy SMUCCUN Y YaCTHHUKA,

I) CpeIcTBO HIEHTHUQHUKANMH — KOA  MapKUPOBKH, TPENCTaBICHHBIN
B MallMHOYMTacMOH (GOpMe WM C KCHONB30BAaHHEM HHOTO CpPEACTBa (TEXHOJIOTWH)

AaBTOMATHYECKOH HIeHTHOHKAUUKY, (QOPMHUPYEMbIH [UIi HAHECEHUS Ha YIIAKOBKY

2 .
3necs 1 nanee no TeKcTy Jlorosopa: cnocobbl HAHECEHHs CPEACTB WACHTU(DMKALMY HA YNIAKOBKY YCTAHOB/EHD! [10JI0%eHreM
® IMynxr 2 [Tonoxenns
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NIEKapCTBEHHBIX IIPENapaToB METOJaMH, HEe JONYCKAIOLIMMH OTAEINEHHS CPeAcTBa
uieHTAGUKAaUMH ¥ (WIM) MaTepHalbHBIX HOCHMTENEH, COIepXalluX CpeacTBa

I/IﬂeHTI/I(bI/IKaHI/II/I, OT YIIAaKOBKH JICKAPCTBCHHBIX IIPENApaToOB Oe3 HOBpe)KIleHI/II‘/i.

II. Hpeamer /loroBopa

2.1. Onepatop 06s3yeTcss B COOTBETCTBHM C 3asBKaMd Y4acTHHMKA (POPMHPOBATH
(reHepHMpOBAaTh) yKa3aHHOE B 3asBKax Y4YacTHMKA KOJIMYECTBO KOJOB MAapKHPOBKH
U TMpeloCTaBlIATh HMX YYacTHHKY, a Y4YacTHHK o00s3aH OIUIauMBaTh yCIyId

o NNpEAOCTaBJIEHUIO KOJOB MAaPKAPOBKH Ha yCJIOBHUAX I[omBopa.

III. B3anmopeiictBue CTOopoH

3.1. Oneparop npuHUMaeT Ha cebs Clieayromue 00g3aTeNILCTBA:

3.1.1. ®opmupoBath (reHEpHUpPOBaTh) B COOTBETCTBHH C 3aiBKAMH Y YaCTHHUKA KOJbI
MapKHPOBKHM ¥ NPENOCTaBISITh KOJbl MADKUPOBKY MOCPEACTBOM YCTPOMCTBA perucTparuu
SMHCCHHM Y4YaCTHHMKA B IIOPAIKE U CPOKHU, yCTaHOBJEeHHbIE pa3aenoM III [TonoxeHus.

3.2. OnepaTop OTKa3bIBaeT Y4YaCTHHKY B BblJa4ye KOJOB MapKHPOBKH B CIIydasX,
yCTaHOBJIEHHBIX MyHKTOM 8 (1) Ilooxenus.

3.3. Onepatop BIpaBe 3ampalliuBaTh y Y4acTHMKA JOKYMEHTHI TIPH HMCIOJHEHHH
Croponamn cBoux o6s3arenscTB mo J[oroBopy Ha pycCKOM s3bIKe, a B Cliy4ae
NPEIOCTaBJICHHUs [IOKYMEHTOB Ha HHOCTPaHHOM fA3blKe€ — TpeboBaTh MX MeEpeBOAa
YYacTHUKOM Ha pyCCKMH S3BIK M HOTAPHAIBHOTO 3aBEPEHMS TaKHX JOKYMEHTOB,
Y JIETajIU3al{H WY [IPOCTAaBJICHHUS arlOCTHIIA.

3.4. Y4acTHUK IpHHUMAET Ha cels ClieAyIomue 00s13aTe5CTBa:

3.4.1. 3anonHATe 3aj4BKM Y4YacTHHKAa C HCHOJNB30BaHHEM (OPMATOB JaHHBIX,
pa3MeIaemMbIx Ha Caiite Oneparopa CHCTEMBI MJUIII

B HH(OPMaIMOHHO- TeIEKOMMYHHUKAIMOHHOM ceTH «uTepHeT» .

* ITyukr 7 [onoxeHus
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3.4.2. ObGecneunBars nepenadyy B cucremy MJIJIII cBeneHmit B COOTBETCTBHU
¢ nmyHktoM 9 (1) IlonoxxeHus nociie HaHECEHUs Ha YMaKOBKY JIEKapCTBEHHOIO Ipernapara
WIM Ha MaTepUalbHbI HOCHUTENb CPEJCTBA UACHTU(UKAIMH, Ipeobpa3oBaHHOIO U3 KOJa
MapKHAPOBKH.

3.4.3. OmnaunBaTh yCIyrd IO MPENOCTABIEHUIO KOAOB MAapKUPOBKM HA YCJIOBHAX
Jorosopa.

3.4.4. Jlo6pocoBeCTHO HCIIOJHATH O00S3aTENbCTBA, YCTaHOBJIEHHbIE JlOroBOpOM
u Ilonoxxenuem.

3.4.5. IlpenocraBnate no TpedoBanuio Oneparopa JOKyMEHTH! NPH HMCIOJHEHUH
Croponamu cBoux o6s3atenscTB 1o Jloropopy B ¢opMe HOTapHAIBHO 3aBEPEHHBIX KOIMH
C MX IIEPEBOOM Ha PYCCKUH SA3BIK C MPOCTABICHHBIM allOCTHJIEM WJIM JIETAIM3alOHHOM
HAANKUCBIO, HECTH PAcXObl, CBI3aHHbIE C NOMyYe€HHUEM U HanpaieHrueM Oneparopy Takux
JOKYMEHTOB.

3.5. YuacTHHK BiipaBe:

3.5.1. Hanpaensate Oneparopy 3asBKU B TeYEHHE CpOKa AefcTBHs Jlorosopa.

3.5.2. OGecneunBaTh HAaHECEHHE CPEACTB WACHTHQHKALMKM Ha YIAKOBKY
JIEKapCTBEHHOTO IIpenapara Wiy Ha MaTepHabHBIN HOCHTENb B TeueHHe 180 xamenaapHbix
IOHEH C JaThl IONyYE€HHS COOTBETCTBYIOIIMX KOAOB MAapKHMpOBKH, HO HE II03[IHEee
HACTYILIEHHsT 00CTOATENBLCTB, yKa3aHHbIX B IMyHKTE 9 (1) [Tonoxenus. Koabl MapkupoBKH,
HEe HaHECEHHbIe YYaCTHHKOM B TEYEHHE CPOKa, MPEAYCMOTPEHHOIO HAaCTOSLIUM ITyHKTOM
JloroBopa, a TakXxe B Clly4asdX, yCTAaHOBJIEHHBIX ITyHKTOM 9 (2) Ilonoxenus (B ToM 4ucie
B CilydYae HapyleHHs YYacTHHKOM cpoka nepepadn B cucremy MJUIIL yBemomieHus
(oT4eTa) 0 HAaHECEHNH CPEACTB HACHTU(PHKALIMK Ha YIIaKOBKY JIEKAPCTBEHHOT'O Ipenapara
WIA Ha MaTepHalbHBI HOCHTENb, COAEPXAIMM CPEACTBO  MAEHTHU(HKALMK),
AHHYJIUPYIOTCS.

3.6. Kaxxnas u3 CTOPOH CaMOCTOSTENBHO ¥ 32 CBOM CYET 00ecnieurBaeT 0e301acHOCTh
CBOMX  IIPOrpaMMHO-ANNApaTHBIX  KOMIUIEKCOB ¥ HMH(OPMALMOHHBIX  CHCTEM,
3a/Ie/iCTBOBAaHHBIX NIPH MH(OPMAI[MOHHO—TEXHOJIOTHYECKOM B3aMMOACHCTBHHM B paMKax
JloroBopa, # CaMOCTOSITENIbHO HECET DHCKH, CBf3aHHbIE C HEIPABOMEPHBIM JIOCTYIIOM

TPEThbUX JIAI K TaKHM nporpaMMHO-annapaTHbiM KOMILICKCaM u PIH(l)OpMaIII/IOHHBIM




CHCTEMAM.

3.7. Ecmu w™exay VYyactHuKOM #u OmnepaTopoM 3aKiIIO4€HO COITIALUEHHE
00 3JIEKTPOHHOM B3aMMOAEHCTBHUH, TO MPH MoAnucanuu Jlorosopa, 3asBOK, yBEIOMJICHHH,
HHBIX JOKYMEHTOB B paMmkax JloroBopa CTOpOHBI HMCHONB3YIOT CIEAYIOIIME BHJIBI
3JIEKTPOHHBIX moAnuceit: s Oneparopa — ycuiieHHas KBalU(pUIUPOBaHHAs JIEKTPOHHASA
HNOANMCh; JUisi Y4YacTHMKa — TMpPOCTas »JJIEKTPOHHAas MOANMCHh MO0 yCHIICHHas
KBaTH(UIIMPOBAHHAS DJIEKTPOHHAS OAMKUCH (IIPY HAJTMYHH).

Ilpu nonnmucannu [lorosopa, 3asiBOK, YBEIOMJICHHHM, UHBIX JOKYMEHTOB B paMKax
HoroBopa CTOpOHEI pyKOBOACTBYIOTCS CIEXYIOIMMH IOJO0XECHUAMMU:

3.7.1. JloroBop, 3asBKH, cornameHuss K JloroBopy, a Takxe INpenyCMOTPEHHBIE
JloroBopoM yBeIOMIIEHHSI, HHbIE JOKyMEHTHl U HH(pOpMaIys, NOANUCAHHBIE CO CTOPOHBI
YyacTHHKA IPOCTOX JIEKTPOHHOM MOANUCKHIO, IPU3HAIOTCA JIEKTPOHHBIMH JOKYMEHTaMH,
PaBHO3HAa4YHBIMM MO IOPHUAMYECKOH CHIIE IOKyMEHTaM, COCTaBIICHHBIM Ha OyMaHOM
HOCHTENIe, TOAMHUCAHHEIM COOCTBEHHOPYYHON IIOAMMCBI0 M 3aBEPEHHBIMH I1€YATHIO
(npu Hanuuuk) YyacTHHKa. IlpocTas »3/eKTpOHHas NOAIMCH SBISETICS aHAJIOTOM
coOCTBEHHOPY4HOI noAnucy Y4actHuka B cucreme MJIJIIL

3.7.2. B nensx 3axnodenus JloroBopa i HOCIEAYIOLIETO ONPEIeICH s Y YaCTHHKA
OmneparopoM 10 mnpocToit 3yekTpoHHOM noxnucu OnepaTop HCHONB3YET CBEACHHS,
IIpeJOCTaBIEHHbIE YYaCTHUKOM IpH peructpanuu B cucteme MJUIIL

3.7.3. VYka3zaHHple B IIPOCTOM DJJIEKTPOHHOM IIOANIMCHA CBEAEHHUS CBS3aHBI
¢ cGOPMHUPOBAHHBIM U NOJANHCAHHBIM 3JIEKTPOHHBIM JOKYMEHTOM.

ONEeKTPOHHBIA JOKYMEHT, MOANHCAHHBIH VY4YaCTHUKOM IPOCTOH 3JIEKTPOHHOH
NOAINKCHIO, MPU3HAETCA MOAMMCAHHBIM IPOCTOM 3JIEKTPOHHOM NOANKCBIO YUYacCTHHKA
¥ 3aBePEeHHBIM I€4arhio (IpH HAIWYWH), IHOUIMHHBIM (HCXOISIIUM OT Y4YacTHHKA)
IIPH OHOBPEMEHHOM COOJTIOIEHUY CIEAYIOMUX YCIOBHIH:

a) JIEKTPOHHBIN JOKYMEHT HalpaBlieH 13 JINYHOTo KabMHeTa Y4acTHUKA B CUCTEME
ML,

0) SNEKTPOHHBIA JOKYMEHT COAEPIKUAT IIPOCTYIO JJIEKTPOHHYIO OANKUCH Y YaCTHHKA .

3.7.4. Y49acTHHK, IOANMCHIBAIOMIMA SIEKTPOHHBIA JOKYMEHT IIPOCTON 3J€KTPOHHOM

NOJNMKCBHIO, NpPOXOAWT ayTeHTHukaumio B cucreme MJUIIl no noruny/mapomo u




110 OAHOPA30BOMY IIApOJIIO.

3.7.5. Jloka3zarenncTBOM ayTeHTH(uKauuum YuacTHHKa B cucreme MJUIII,
IIPUTOAHBIM NIPH Pa3peIIeHUH CIIOPOB B CYE, CYUTACTCSA IPEABABICHUE YYaCTHUKOM JBYX
¢dakTopoB ayTeHTU(PUKauyu B cucreme MJUJIIT:

a) ayTeHTA(HUKALHSA TI0 JIOTUHY M Iapoi0. YYaCTHUK JOJDKEH IIPUMEHATH JIOTHH H
napoib s ycnemHo# ayrenTudukanuu B cucteMe MJUIIL JlorvH ¥ naposs 3a1aroTcs
V4aCTHMKOM B COOTBETCTBHH C PykoBomcTBOM monb3oBarens JluyHoro kabwHeTa
Yuactrauka B cucreme M/JUJIIL, pa3memennoM Ha caiite Oneparopa unu B cucreme MJJIILI,

6) ayreHTH}HKAIMA M0 OAHOPa30BOMY IApOJIO, CT€HEPHPOBAHHOMY CHCTEMOM
MJUIIT B cOOTBETCTBHH CO ClIEAYIOIIUMH MOJOXKEHUAMH.

Onuopa3oBelii napoib co3gaerca OnepaTtopoM HpH KaXIAOM Cliydae MOANMCAHHS
YYacCTHHKOM SJIEKTPOHHOTO JOKYMEHTa IPOCTOM 3JEKTPOHHOH MONMHUCHIO (HECKOIBKHX
AJIEKTPOHHBIX HOKYMEHTOB (HaJjiee — MaKeT 3JIEKTPOHHBIX JOKYMEHTOB), OJANMCHIBAEMBIX
onHOBpeMeHHO). OHOpa30BbIi napois reHepupyercs cucrtemod MJUJIII v nanpasisercs
YuactHuky (ero IpeiCTaBHTEN0) crnocobamu, YyKa3aHHBIMH B coOIJlalleHud o6
3JIEKTPOHHOM B3aMMOAEHCTBUY, WIH JIFOOBIM U3 CIIEIYIOIUX COCOOO0B:

a) OTIpPaBKOM TEKCTOBOTO COOOIIEHHS Ha DJEKTPOHHYIO I10YTYy IPEACTaBHUTENS
Y4acTHHKA, YKa3aHHYIO B IMYHOM Mpodwiie mois30BaTens Y4dacTHuka B cucreme MJUJILL,

6) ormpaBkoii CMC-coobmenuss Ha HoMep MOOHIBHOTO TenedoHa IpenCcTaBUTENs
Y4acTHHKa, YKa3aHHBIA B IMYHOM Npoduiie noib3oBarens Y4actauka B cucteme MJUIITLL

OnHOpa30BhIi Mapoib JEHCTBYET B TEUEHUE CPOKa, onpenensemoro OnepaTopom.

IIpn HecoBmageHW¥M WICHTH()UKALMOHHBIX IAaHHBIX W OJHOPAa30BOI0 I1apojs
c coaepxammmucs B cucteme MJUIII nanHBIMH, NMPEBBIIIEHUH BPEMEHHBIX NEPHOIOB
JNEHCTBUSA OZHOPA30BOr0 IapoJis ANIEKTPOHHBIA JIOKYMEHT NPU3HAETCS HE MOAIMCAHHBIM
Y4acCTHHUKOM.

3.7.6. YuacTHHK 00s3aH COOJIONaTh KOHGHUACHIMAIBHOCT MIEHTU(UKAIMOHHBIX
JaHHBIX (JIOTMHA, IMapoJisi, OOHOPA30BOro0 MapoJis). YYaCTHUK HECET OTBETCTBEHHOCTH 3a
MOCJIEACTBUS HeobecnieueHus TaKoi KOH(UIEHIIUATEHOCTH.

3.7.7. Kaxnas u3 CropoH 3aBepsieT apyryo CTOpoHy, 4ToO:

3.7.7.1. Hcnonp3yeMoe IporpaMMHOe OOOpyOBaHHWE K CpEACTBA JOCTATOYHBI




A 3allUThl MHPOpMAaUMM M 3JIEKTPOHHBIX NOKYMEHTOB OT HECAHKIHOHUPOBAHHOTO
AOCTYTIa, BHECEHUSI U3MEHEHHH, TOATBEPKICHHS OIHHHOCTH SJIEKTPOHHBIX TOKYMEHTOB.
3.7.7.2. lloanucanue Y4aCTHUKOM IIPOCTOM 3JIEKTPOHHOM ITOANUCEIO 3J€KTPOHHOTO
AOKYMEHTa O3HAa4yaeT MOATBEPXKIEHUE YUYaCTHUKOM JOCTOBEPHOCTH CBEACHUM,
OTPaXXCHHBIX B 3JIEKTPOHHOM JAOKYMEHTE, B IIpefieiaX MOJIHOMOYHH Y4YacTHHKA.

3.7.7.3. Ilonnucanne OnepaTopoM yCHJIEHHON KBaIH(PUIMPOBAHHON SIEKTPOHHOM
NOANHUCHIO  DJIEKTPOHHOTO  JOKYMEHTa B OTCYICTBUE BO3MOXXHOCTH [IPOBEPKH
JAEVCTBUTEIBHOCTH JAHHOM 3NIEKTPOHHOW IIOAMKMCH CO CTOPOHBI YYacTHHMKA SBISETCA
JNEHCTBHEM, PABHO3HAYHBIM IIOAIMCAHHUIO MPOCTOH AIEKTPOHHOM MOANKCHIO, X O3HAYAET
noatBepxaeHne OnepatopoM AOCTOBEPHOCTH CBEICHW, OTPaXXEHHBIX B 3JIEKTPOHHOM
JIOKYMEHTe, B IpeJienax nojnomounit Oneparopa.

3.7.7.4. Ilognucanue OnepaTopoM YCHIIEHHON KBaIHGHIHPOBAHHOM 3JIEKTPOHHOM
IOJIKCBI0  B3JIEKTPOHHOIO  JOKYMEHTa IpU HAJIWYUM  BO3MOXXHOCTH  IPOBEPKH
JEACTBUTENIBHOCTH JAHHOW SJIEKTPOHHON MOANMCH CO CTOPOHBI YYaCTHHKA SIBIISETCS
JEWCTBUEM, PABHO3HAYHBIM IOJINKCAHHIO MPOCTOMN 3JIEKTPOHHON MOANKCHIO, ¥ 03HAYAET
noaTeepxacHue OnepaTtopoM JOCTOBEPHOCTH CBEJEHHH, OTPaXCHHBIX B DJIEKTPOHHOM
JOKYMEHTE, B Iipe/ieniax nonHomouuit Oneparopa.

3.7.7.5. Jloka3aTenbCcTBaMH, TNPUIOAHBIMH TIPH pa3pellieHWH CIIOPOB B CYJE,
SBJISAIOTCS (ailiIbl 3NEKTPOHHBIX NOKYMEHTOB, MOATBEPXKAECHHBIE JIEKTPOHHOMN MOAMUCHIO
VYuactHuka u (unu) Omnepatopa. CTOpOHBI TOATBEPXAAIOT, 4TO (GopMUpyeMbie
OmneparopoM coob1eHus, GpUKCHpyIoIue Tiepeaady JIEKTPOHHOTO JOKYMEHTA, SBISAIOTCS
IOPUIMYECKH 3HAYMMBIM J0KAa3aTelbCTBOM (paKkTa Mepeladd 3JEKTPOHHOTO JTOKYMEHTa
B pamKax JloroBopa u MOIyT IpeABsABISATHCS B Cy/I€ IPH paspellieHH  CIIOPOB.

3.7.8. CropoHbl BIpaBe WCIONB30BaTh OAHY IPOCTYI0 HIM YCHIEHHYIO
KBAIM(QUIMPOBAHHYIO JJIEKTPOHHYIO IOANUCH JUIS MOANMCAHMS I1aKeTa 3JIEKTPOHHBIX
OOKyMeHTOB. IIpu moanMcaHMu SIEKTPOHHOH IONNHMCBIO TaKeTa 3JIeKTPOHHBIX
JOKYMEHTOB KaXX[IbIi U3 3JIEKTPOHHBIX TOKYMEHTOB, BXOASAIIMX B DTOT MAKET, CUATAETCS
IIOANTMCaHHBIM 3JIEKTPOHHOM MOANKUCHIO NpeacTaBuTenst CTOPOHBI, KOTOPOM MOAMKCAH BECH
NAKeT 3JIEKTPOHHBIX JOKYMEHTOB.

3.7.9. Y4acTHHK 06A3y€TCs CAMOCTOSITENLHO OCYIIECTRISTH IPOBEPKY IOJHOMOYMIA
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y JHEL, UMEIOLINUX pa3pelleHue OCYIIECTBIATh Iepenady cBeleHud B cuctemy MJUJITT
OT MMEHM Y4YacTHMKA IIpH 00aBlIeHIH HOBBIX NONB30BaTelel B cucremy MJIJIIL

3.8. Mectom ucnonHeHus JloroBopa sBisieTcss MeCTo HaxoxaeHue Oneparopa.

3.9. Vcaoyru oxkaseiBatorcs OmneparopoM ¢ ucCnojb3oBaHHeM caifta Oneparopa.

HoMennoe ums caiita OnepaTopa 3aperucTpupoOBaHO B AOMEHHO#H 30He «RU».

IV. Ilopsaok onjaThbl H B3aHMOPAc4eTOB

4.1. PazMep mnathl 3a OKa3aHHE YCIYTr IO NMPENOCTABICHHIO KOAOB MapKHUPOBKH
cocraBiser 50 komeek 3a 1 kox MapkupoBKH, 0e3 ydera Hajora Ha J00aBlIEHHYIO
croumocts (manee — HJIC). HAC B pasmepe, mNpeayCMOTPEHHOM HAaJOTOBBIM
3aKoHOoAaTenbecTBOM Poccuiickoii ®enepaliny, ymiiadMBaeTCs CBEPX CTOMMOCTH OAHOIO
Koga  MapkupoBkd. Pacuersi mo  JloroBopy — OCyLIECTBISIFOTCST B pyoOusisax
Poccuiickoit ®enepanuu. Bece GankoBckue pacxonpl mpu omiare yciayr mno Jloroopy,
BKJIIOYas MOAJIEXKALIKE OIJIaTE KOMUCCHH, HECET Y YaCTHHK.

4.2. OnepatopoM He B3UMaeTCs IUIaTa 3a OKa3aHUe YCIYT 10 NPeAOCTaBACHHIO KOJ0B
MapKUpPOBKM JJsl JIEKAPCTBEHHBIX NPENapaToB Uil MEAULMHCKOrO NPUMEHEHHS,
BKIIIOYEHHBIX B MEpPEYEHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKApPCTBEHHBIX
IpernapaToB JJi MEOUIUHCKOTO IIpUMEHEHHWs, TMpejAeibHas OTNyCKHas LeHa
IPOM3BOJWTENSE KOTOPBIX HE npeBbimaet 20 pybieit’.

4.3. Omnata ycnyr 1o NpPEAOCTABICHHIO KOAOB MAapKHPOBKU OCYILLECTBIISETCS
IIOCPEACTBOM IIEPEUMCIICHHUS YYacCTHHKOM aBaHCOBBIX IUIATEXXEW Ha pacy€THBIA CUeT
Oneparopa, yka3aHHeld B JloroBope, A0 MOMEHTa perucTpaluuu (BHECEHUS)
B cucreMe MJUJIII cBeieHu#i 0 HaHECEHUH CpeACTBa HAEHTU(GUKALMH, TPEOOPa30BAaHHOTO
M3 KOJa MapKHMpOBKH, Ha yIaKOBKY JIEKAPCTBEHHOTO Mpernapara WA Ha MaTepHaIbHBIH
HOCHUTEIIb, COAEPXKALIKI CPeCTBO HIEHTU(DUKALIUY.

B ciy4yae ucnonHeHus o0s3aTenbCcTB YUacTHUKA MO omwiate yciuyr mo Jlorosopy

3 [ynxr 2 nocraHoenenus [Ipasurensctsa Poccuiickoit denepanuu ot 8 mast 2019 r. Ne 577 «O6 YTBEP)KAECHHHU pa3Mepa IUIaThl
3a OKa3aHWE YCIIYT 10 NPEeNOCTaBICHUIO KOAOB MapKUPOBKH, HEOOXOAMMBIX Ul GOPMHPOBAHMA CPEACTB UAECHTH(DUKALMHA ¥
obecneyeHns MOHHTOPHHIA NBMKEHHS TOBApOB, [OJIEXALMX 06S3aTENLHOM MAPKHPOBKE CPEICTBAMH UIEHTU(UKALMHM, A
Taloke o nopaake ee B3uMaHus» (CoGpanme 3akoHomaTenbcTBa Poccuiickoi ®enepawn, 2019, Ne 20, cr. 2447)
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TPEeTBPHMH JIMLAMH, 3apETUCTPHMPOBaHHBIMM Ha Tepputopuu Poccuiickoit ®eneparimu
(pesupentamm), Omepatop B HedsIX COOMIOJEHHMS BAIOTHOTO 3aKOHOAATEIbCTBA
Poccuiickoii ®enepauny BopaBe He NPUHUMATh MOCTYNHBINHE OT TAKMX TPETHHX JIHIL
IUIATEXKHU ¥ HE YYUTHIBATE X B CYET OIJIAThl YYAaCTHUKOM yCiyr no JloroBopy.

4.4. Pazmep M NIEpHOAUYHOCTH BHECEHHS ABAHCOBBIX ILIATEXEH ONpeNeAIOTCs
Y4aCTHUKOM CaMOCTOSTENBHO, HCXOJISl U3 KOJUYECTBA KOJIOB MApKHPOBKH, HEOOXOJUMBIX
Y4acTHUKY I HENIPEPBIBHOTO IIPOIECCa IPOMN3BOICTBA JIEKAPCTBEHHBIX IIPENapaToB.

4.5. Ycayra 1o npeiocTaBlIeHUIO KOa MApKUPOBKH CYMTAETCS OKA3aHHOM B MOMEHT
perucrpaumu (BHeceHus) B cucreme MJUJIIL cBemenumii, comepxamiuxcs B MOJYYEHHOM
OT Y4YaCTHHKa YyBeAOMJIEHHH (OT4E€TE) O HAHECEHHH CpEeACTBA HAEHTH(HUKAIIMH,
npeoOpa3oBaHHOTO M3  COOTBETCTBYIOIIETO KOJAa MAapKMPOBKHM, Ha  YNaKOBKY
JIEKapCTBEHHOI'O IIpernapara Wid Ha MaTepUabHBIA HOCUTENb, COJEPXKAIIHi CpEelCTBO
HJIeHTHDHUKAIHH.

4.6. Ilo OKOHUaHMH KaXXJIOTO KaJieHJapHOro Mecsia (najgee — PacyeTHsId mepuon),
HO HE MO3JHee 5 4ucia Mecsaua, cieayroniero 3a PacderHsiM nepuopoMm, Omnepatop
HaMpaB/sAeT YYaCTHUKY NEPBUYHBIN OyXraitepckuil JOKyMeHT (najnee — YHuBepCabHbIH
IIepeaTO4HbIM JOKYMEHT) U aKT CBEpKH, noanucanHble Orneparopom.

B VnuBepcanbHOM nepegaTouHoM JOKyMeHTe 3a PacueTHBIN nepHoA YKa3bIBalOTCS
clleIyIolI¥e NaHHBIE:

KOJIMYECTBO KOJOB MAapKUPOBKH, yCIAyra IO KOTOpPbIM CUHUTAETCH OKa3aHHOM
Oneparopowm;

CTOMMOCTH KOJOB MAapKHpPOBKH, yCIlyra IO KOTOpPBIM CUYHTAaeTcs OKa3aHHOH
Oneparopom;

obmuii 06BeM ycnyr, okasaHHbIX 3a PacueTHeli mepros.

B akre cBepkH yKa3bIBalOTCS ClIEAYIONINE JaHHBIE:

a) OCTaTOK HEHCIOJb30BAaHHBIX YYaCTHHKOM JEHEXHBIX CPEACTB HAa Hayajo
PacuetHOro0 nepuoxa;

0) mepeuncieHHble YYaCTHHKOM [EHEXHBIE CPEACTBA B TeYeHHe PacyeTHOro
1epuoa;

B) CTOMMOCTb OKa3aHHBIX 33 PacueTHbIi nIepros yCIIyr Mo IPeIOCTABNEHHIO KOIOB
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MapKHUPOBKUY;

r) KOPPEKTHPOBKA CTOMMOCTH OKAa3aHHBIX YCIYT MO IIPeJOCTABICHHIO KOJOB
MapKUPOBKY (TIpU HAJIHYHUH);

A) OCTATOK HEMCIIOJB30BaHHBIX YYAaCTHHKOM JIEHEXKHBIX CPEACTB HAa KOHEL[
PacyeTtHoro nepuoja.

4.7. YHuBepcalbHbIA NE€peaTOYHBIA JOKYMEHT M aKT CBEPKH, HE SBJISIOLIMICS
IICPBUYHBIM YY€THBIM JOKyMEHTOM, MOANKUCHIBAIOTCS YCHJICHHOW KBaTM()PHIHPOBAHHOM
3JIEKTPOHHOM monucelo Oneparopa (ero npeacraButens), GOPMHUPYIOTCS U MMEPEAAIOTCS
Y4acTHHKY B 3JIEKTPOHHOM BHJI€ IIOCPENCTBOM 3JIEKTPOHHOTO TOKYMEHTOOOOPOTA.

VYHHBEpCANBHBIM INEpefaTOYHBI JOKYMEHT M aKT CBepkd O(OpMIISIOTCS
Ha OyMaKHOM HOCUTEIE€ C NpEACTaBICHHEM JOKYMEHTOB, ITOATBEPXKIAIOIIMX
HEBO3MOXXHOCTb IIOANKCAHUS YKa3aHHBIX JIOKYMEHTOB B OpMe JIEKTPOHHBIX IOKYMEHTOB,
B CJIEAYIOLIUX CIIy4asx:

a) HEMOJMNHMCaHHE YIOTHOMOYEHHBIM JIMLIOM — BJIaJeNbleM KBaTU(PHIUPOBAHHOTO
cepTudHKaTa KI04a NPOBEPKH JIEKTPOHHON NOANKMCH COOTBETCTBYIOUIMX JOKYMEHTOB
B CBSI3U C BPEMEHHOH HETPYOCMOCOOHOCTHIO TAKOT'O JIUIIA;

0) aHHyIMpOBaHME KBaIM(ULUMPOBAHHOTO cepTH(HKATa KIOYa NPOBEPKU
3JIEKTPOHHOM  IOANIMCM B  TEPUOA C  JarThl  AHHYJMPOBAaHUS  MMEBLIETOCS
KBaIMGHLMPOBAHHOIO cepTH(HKaTa KiI0Ya HPOBEPKH JEKTPOHHON MOIMNHUCH U IO AATHI
HOJIy4€HHUs] HOBOIO KBaJU(HULMPOBAHHOIO cepTH(UKaTa KI04a IPOBEPKH DIIEKTPOHHON
HOANKCH IIPH YCJIOBHM OTCYTCTBUS HMHBIX JIMI[ — BIAJENbIeB KBATU(QULUHUPOBAHHBIX
cepTU(HKATOB KIIOUEH NPOBEPKU NEKTPOHHOM MOIIMCH, YNOJHOMOYEHHBIX HA TPABO
NOJIIMCAHUs COOTBETCTBYIOIIMX JOKYMEHTOB.

4.8. Y4aCTHHK BIIpaBe MOCPEJCTBOM AJIEKTPOHHOTO JOKYMEHTOO0OpOTa B TEUEHHE
8 paboumx AHEl ¢ ATl IONyYeHHUsS Y HUBEPCAIBHOTO MEPEAATOYHOTO JOKYMEHTA M aKTa
CBEPKHM MOANHKCATh YKa3aHHBIE NOKYMEHTHl MM IpefocTaBuTh OnepaTopy BO3paXKeHHS
B OTHOLICHUM CBEACHUH, YKa3aHHBIX B Y HUBEPCAJIBHOM NIEPEJATOYHOM JOKYMEHTE M aKTe
CBEPKH.

4.9. YHuBepcabHBI#A EpeJaTOYHBIH TOKYMEHT opMupyeTcs 3a PacueTHbiii nepron

Oe3 JeTamnu3alliy 110 3as1BKaM Y4YacTHHKA H BHECEHHBIM aBAHCOBBIM ILIATEXAM.
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Ilpn BO3HMKHOBEHHH CIIOPOB M IO 3ampocy Ydvactauka Oneparop o6s3yercs
IIPEJOCTAaBUTh JETAIBHBIN OTYET 3a PacyeTHBIN nepro/i ¢ yKkazaHHeM CIEAYIOLIUX JaHHBIX:

a) HAaMMEHOBaHMNeE JIEKApPCTBEHHOTO peNapara;

0) xom! lekapcTBeHHOro npemnapata (GTIN);

B) JlaThl HAHECEHUS YYaCTHUKOM CPEJICTB HACHTH(HKALUH (HAa OCHOBAHHMH JaHHBIX,
IIPEIOCTaBIEHHBIX YUYaCTHHKOM);

I') KOJIMYECTBO KOJOB MapKUPOBKH, MEPEAaHHBIX YYaCTHHUKY HA OCHOBAHHMH 3asBOK
VYyacTHUKA;

1) KOJIMYECTBO KOJIOB MApKUPOBKH, [0 KOTOPHIM YCJIYTH IO MPE0CTABIEHUIO KOJ0B
MapKHpOBKY ObLIY OKa3aHbl OnepaTopom.

4.10. B nuunoM xabuHere YuactHuka cucteMbl MJIJIIT orpaxcatoTcst akTyasibHbIE
Ha TEKYIIyIO 1aTy CBEACHHUS O BHECEHHBIX B KAU€CTBE NPEJBApUTENILHON OIIaThl (aBaHCa)
INEHEXHBIX CpEICTBaX, O CTOMMOCTH OKa3aHHBIX YCIyr MO MNpEeAOCTABICHUIO KOJAOB

MapKHUPOBKH, a4 TAKXK€ CBENCHHUS 00 ocTaTKe HEHCIIOJb30BaHHBIX ACHCKHbBIX CPEACTB.

V. OtBercrBenHocTh CTOpPOH

5.1. 3a HeucCnONHEHHE WM HEHaJJeXallee HCIIOIHEHUE CBOMX O00s3aTeNnbCTB
no Jloroopy CTOpOHBI HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C TI'paXKIaHCKHM
3aKoHOAaTensCcTBoM Poccuiickoit @enepanuu u JJoroBopom.

5.2. OrtBerctBeHHOCTh Omeparopa nepes Y4YaCTHMKOM HAacTynaeT B pa3sMepe
peansHOro ymep6a npu Hanuuuu BuHBI OmnepaTtopa, a Takke IPH YCIOBUM pa3yMHOIO
¥ 100pOCOBECTHOTO MCIIOTHEHHUS (peanu3alui) YYaCTHUKOM 0053aTeNbCTB, BO3JIOKEHHBIX
Ha nociuenHero Ilonoxxenuem u JloroBopom. OnepaTop HE HeCeT OTBETCTBEHHOCTH,
eciy Iepefada YYacTHHKY KOIOB MapKUpPOBKM HEBO3MOXHA B CHIy OOCTOSTENLCTB,
3a kotopble Omnepatop HE OTBEYaeT, B TOM YHCJE CBA3aHHBIX C HCIOJIb30BaHUEM
TEJIEMaTUYeCKUX KAaHAJOB CBS3M, MX Ieperpyskamu, nepebosmu B pabote
HMHTEPHET-COCIUHEHHUH, KOMMYHUKALIMOHHBIX JIMHUH, KaHAJIOB CBS3M, MHBIX allllapaTHbIX
¥ IPOrPaMMHBIX CPEJICTB, HE HaXOAAIUXCSA BO BlIaJeHUH Uiy BegeHun Oneparopa.

5.3. Oneparop He HeceT OTBETCTBEHHOCTH 3a yuiep0, BO3HHMKIIMNA Yy Y4aCTHHKA,
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eclid HCHoNHeHHe obs3arenscTB OnepaTopoM HEBO3MOXHO IO 0GCTOSTEILCTBAM,
3a KOTOpBIE OTBEYAET Y YaCTHHUK, B TOM YHCIIE:

5.3.1. BcneactBue HErOTOBHOCTH MPOrpaMMHO-ANIIApaTHBIX CPEACTB YYacTHHKA
K HH(OPMALIMOHHOMY B3aMMOJENCTBHIO C yCTPOWCTBOM PETMCTPALIAM SMHCCUM Y YaCTHHKA
U (um) cucremoit MIJIIT B cOOTBETCTBHHU ¢ TpeOOBaHUAMHM, pa3MelieHHbIME Ha Caiite
Oneparopa, 1 HOpMaTHBHBIMU NPABOBEIMK aKkTaMu Poccuiickoii Penepannu.

5.3.2. Ecnu Y4acTHMK He HUCHOJHSET WJIM HEHaIIeXalluM o0pa3oM MCIOJIHSAET
TpeOOBaHUSA MO yCTaHOBKE M (WJIM) HUCIOJNB30BAHUIO YCTPONCTBA PETUCTPALMK IMHUCCHH
Y4acTHHKAa B COOTBETCTBHH C JOTOBOPOM II0 MPEIOCTABICHUIO YCTPONUCTBA PETHCTPALUU
SMHUCCUH WM NPENOCTABICHUIO YJAJIEHHOIO JOCTyna K HEMY, 3aK/IIOUYEHHBIM MEXIy
OmnepaTtopoM u Y4acTHHUKOM.

5.4. Y4acTHUK HeceT OTBETCTBEHHOCTD 3a HEHaJJIeXKallee YKa3aHue JAHHBIX CBOHUX
nosib3oBarenedt B cucreme MJUJIIL, ucronp3yrommx DpoCTyH0 3JIEKTPOHHYIO MOAIHKCH

AJIA IOAIMUCaHUA 3JICKTPOHHBIX JOKYMECHTOB OT UMCHHU YyacTHHKA.

VI. OGOcTosTe/ibCTBA HENPEO0JIMMOH CHJIbI

6.1. CropoHa, He HCHOJHAMOINAS WM HEHAAJIEKaIMM 00pa3oM KCHOJHAOIIANA
obs3aTenbeTBa M0 J{oroBopy, HeCeT OTBETCTBEHHOCTD, €CIIM HE JOKAXKET, YTO HajuIexkKalliee
HCITOJIHEHHE 0Ka3aJI0Ch HEBO3MOXXHBIM BCII€JICTBHE 0OCTOSITEILCTB HEMTPEOJOJIMMON CHJIBI.

6.2. [loaTBepXKaeHHEM HaIM4YUS OOCTOSATENBCTB HEMPEOJOTUMOW CHIIbI SBIACTCA
INHCBMEHHOE CBUJETENBCTBO YINOJHOMOYEHHBIX OpPraHOB WM  YIIOJIHOMOYEHHBIX
OpraHM3aLui.

6.3. CtopoHa, KOTOpasi HE MCIOJTHIET CBOUX 00SM3aTENLCTB B PE3YJIbTATE JACHCTBUSA
00CTOSTENBCTB HENPEOJONMMOM CHIIBI, 00s3aHa B TeueHHe 3 paboumx JHEH MUCHMEHHO
MU3BECTUTh Apyryio CTOpOHY O HACTYIUIEHMH OOCTOSTENBCTB HENPEOJOJUMOM CHIIbI

W UX BIIHWAHHUHU HA UCIIOJIHCHHUE IIOFOBOpa.
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VII. Pa3spemenne cnopos

7.1. JIroGok Bonpoc, IpeTeH3 s KM CIIOP, BO3HUKAOLIKE 110 JIOroBOpy MIH B CBS3M
C HMM  (JOTOBOpDHOH  WIM  BHEJOrOBOPHOM  NPHUPOABI),  PErYIHPYIOTCH
W pa3pellalTcs B COOTBETCTBHH C IPaXkKJAaHCKUM U IPOLIECCYyaJIbHbIM 3aKOHOAATENIBCTBOM
Poccuiickoit @enepanuu.

7.2. IleperoBopsl HHULIUMPYIOTCS 3auHTEpecoBaHHONH CTOPOHOM IyTeM HalpaBJIeHHS
NMCBbMEHHOT0 3aI1poca O IIPOBEECHUH IIEPEroBopoB Apyroil Ctopore. B teuenue 5 pabounx
JHEH C JaThl MOJydeHHs] NMHCbMEHHOTO 3alpoca O MPOBEIEHUH MeperoBopoB CTOPOHBI
JIOJDKHBI COIIacoBaTh JaTy ¥ MECTO IIPOBEJEHNS TIEPErOBOPOB.

7.3. B ciy4ae HEIOCTHIXKEHHS COTJIACHsSI B OTHOIIECHHH IaThbl U MECTA MPOBEICHHS
[IEPErOBOPOB B YCTAaHOBJIEHHBIA JlOrOBOPOM CpOK, YIOJHOMOYEHHBIE ITPEeACTaBUTENH
CropoH 00s13y10TCS IPOBECTU NIEPErOBOPHI 110 MeCcTy Haxoxaenus Oneparopa He Mmo3aHee
yeM d4epe3 14 kaneHnapHeIX JAHEW C JaThl HalpaBJIeHHs THCBMEHHOro 3ampoca
06 ux npoBeneHud. HempoBelneHue IeperoBOpOB B YKa3aHHBIM CpPOK HE SIBISETCS
npensTcTBHEM Juis obpamieHuss CTOpOH 3a CyAeOHO# 3alMTOW II0 MCTEYEeHHH CpoOKa,
[IPEyCMOTPEHHOIO Ui YPEryJupOBaHUs CIIOPOB B JOCYyA€OHOM MOpSAKE, YKa3aHHOrO
B myHKTe 7.7 Jlorosopa.

7.4. Ilpu mposesennn 1neperoBopoB CTOpoHBI 00s3yI0TCS I0OPOCOBECTHO
IIPHIIOKMTH BCE YCHJIUS JJII MUPHOIO pasperenus cnopa. [1o pesynsraram neperosopos
CTopoHBI COCTaBNISIOT TPOTOKOJI BCTPEUH, KOTOPBIH BKIIFOYaeT B ceOst MHGOpMALIUIO O 1aTe,
BPEMEHM M MECTE IIPOBEACHHS NEPErOBOPOB, MHYOpPMALMIO O MPEACTaBUTENAX KaxXAOH
CropoHBl, NOBECTKE BCTPEYM M JOCTHTHYTHIX pe3yibraTax. B ciy4ae HexoCTHXXeHHS
corjacds B XOJ€ IIEpEroBOpoB 3auMHTepecoBaHHass (CTOpoHa HampaBisieT IPETEH3UIO
B IUCBMEHHOM (opme.

7.5. IlpeteH3us: HampaBisieTCsi OJJHUM M3 CNOCOOOB, YCTAHOBIEHHBIX MyHKTOM 9.2
Horosopa.

7.6. K npereH3uu [AOKHBI TIPWIAraThCs JOKYMEHTHI, OOOCHOBBIBAIOLIME
NpeABbsABICHHbIE 3auHTEpecoBaHHOM CTopoHOH TpeboBaHHs, BKIIOYAs JIOKYMEHTHI,

NOATBEPXJAlOe  pasMep INPUYMHEHHOro  ymepba, a TakkKe  JIOKYMEHTHI,
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MOATBEPXKAAIOINKME IIOJIHOMOYMSL JIMIA, [OANMCABINErO IIPETeH3HI. J(OKyMEHTHI,
NOJATBEP)KAAIONIME IIOJHOMOYHS Ha NOANKMCAHHWE NPETEH3WH, MPEACTABISAIOTCA B (opme
HOTAapHAJIBHO 3aBEPEHHBIX KOIIMH C MX IEPEeBOJOM Ha PYCCKUH S3BIK C MPOCTABIECHHBIM
anoCTHIEM MIM JIETAIM3AaIMOHHOM Haanmuchlo. ECIM JIOKyMEHTB HamnpaBisiOTCS
B 3IEKTPOHHOM bopme, TO OHH JIOJKHBI OBITH MIOANMCAHBI:
s Onepatopa —  yCHIIEHHOW KBalM(UUUAPOBAHHOW  9JIEKTPOHHOM  TOATHUCHIO;
JU1s Y4aCTHUKA — MPOCTOH 3JIEKTPOHHOH ITOANHKCHIO JINOO0 YCHUIIEHHOHN KBaJTU()ULIMPOBAHHOM
JNEKTPOHHOW moAnucheio (npu Hanuuuu). llpereH3us, HanpapieHHas 6e3 JOKYMEHTOB,
KOTOPBIMH  TOATBEPXKIAIOTCS MOJHOMOYHMS IMOJIMCABLIEr0 €€ JHLa, CYUTaeTcs
HEIPEADBSIBICHHON H PACCMOTPEHHIO HE MOJJIEKMUT.

7.7. B ciiydae HEBO3MOXHOCTH yperyJnpoBaHus criopoB CTOpoHamMH B 10CyAeOHOM
nopsiake B TeueHwe 30 pabounx nHed ¢ garel nonydeHus ofHod u3 CTOpoH
NPEeTeH3MOHHOI0 NUChbMa (TIPETE€H3UM), OHHM MOJUIEXKAaT PACCMOTPEHHIO B CylaeGHOM

nopsake’.

VIII. Cpok aeiicTBusI, H3MeHEeHHE U pacTop:keHue Jlorosopa

8.1. JloroBop momsiexxut noanucanuro: Jis Omepatopa (ero mnpeicraBUTENs) —
YCHJIEHHOH KBalM(PUIHMPOBAHHON 3JIEKTPOHHOM MONNUCHIO; Uil Y4YacTHHKAa — IPOCTOH
AJIEKTPOHHOM MOIITUCHIO IHOO YCUIIEHHOW KBaTU(bUIMPOBAHHOMN ANEKTPOHHOH MOANMCHIO
(npu HaNU4UM).

JloroBop BCTymaeT B CUJy, CTaHOBHTICSA 00s3aTenbHbIM i CTOPOH M JEHCTBYeET
B TEYE€HHE OAHOIO rofa ¢ AaTel noanucanus Jloropopa mocieanei us CTOpoH.

8.2. B ciyuae ecnu Hu oanHa U3 CropoH Jlorosopa He 3asBHT O €ro IPEKpalleHMH,
JoroBop cumTaercss OPOMJIEHHBIM Ha KaXIblii MOCIEAYIOUIUHA Troj. YBeJOMIICHHE
0 mpekpameHuu JloroBopa HampapisieTCsi WHUIMATOPOM €ro IpeKpalleHHs ApYyrou
Cropone He no3nHee yeM 3a 10 kaneHAapHBIX JHEH O JaThl €r0 NPEKpaIleHMs.

8.3. Bce u3MeHeHnus U nonoynHeHus K JoroBopy neicTBUTENBHBI IPU YCIOBUH, YTO

® OnepaTopoM MoXeT OBITh yka3saHO HaUMEHOBaHWE CyAa M NPABO, NMPUMEHMMOE K IPAXIAHCKO-NPABOBbIM OTHOIICHHAM
CropoH no Jloropopy
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OHH moamucansl obemmu CropoHamu (MIM HX IpeicTaBuTeNaMHu): s OmnepaTopa —
YCUIIEHHOH KBallH(MUHUPOBAHHON S51EKTPOHHOH MOAIMCHIO; I YYacTHHMKA — IIPOCTOMH
3JIEKTPOHHOH NOAIKCHIO TMOO0 YCHICHHON KBaTM(DHIMPOBAHHON >J€KTPOHHON IOJMHCHIO
(pu HaTM4MK).

8.4. CTOpOHBI yBEIOMIIIOT JPYT Apyra 06 U3MEHEHHHM CIEAYIOIIMX PEKBU3HTOB:

a) ajapeca B CTpaHe PErHCTPaLyy (MHKOPIIOPALIUH );

0) MecTa HaxoXAeHUA (U1 TpEACTaBHUTENEH IOPUANYECKHMX JIHMI[) WM MECTa
XKHUTEIBCTBA (AT MIPeACTaBUTENeH QUIMIECKUX JIULY);

B) PETHCTPALIOHHOIO HOMEpa B CTPaHe PErMCTPalii (MHKOPIIOPALIAH );

I') KOJ]a HAJIOTOIUIATENbINVKa B CTPAaHE PErUCTPALMY (MHKOPIIOPALIUH );

1) HMICHTHOUKAIMOHHOTO HOMepa Hajoromarensinuia (s IpeacTaBuTeel
IOpHUMYECKHX JIUL WK QU3UUECKUX JIUIT);

€) pac4eTHOTO CYeTa.

Yyactauk yBegomssier Ormnepatopa 00 UW3MEHEHUSX TMyTeM HalpaBICHHS
yBEIOMIIEHHS JTIOOBIM M3 CIIOCOOOB, YCTaHOBIEHHBIX myHKTOM 9.2 JloroBopa. Omepatop
yBEIOMIISET Y4YacTHMKa 00 HM3MEHEHHAX IyTeM pa3MellleHHus yBenmomiieHus Ha Caiite
Oneparopa u (unmm) B cucteme MJIJITI.

8.5. [Ilpexkpamenue J[loroBopa pgomyckaercs B CllydasX, IpeIlyCMOTPEHHBIX
rpaXKAaHCKUM 3aKoHoAaTenbCTBOM Poccuiickoit ®enepanuu u JloroBopom.

8.6. YuacTHHK BrpaBe B j11000€ BpeMsi B OJHOCTOPOHHEM BHeCyAe€OHOM MOpsilKe
oTKasaTtbCcad oT Jlorosopa, yBenomuB 00 3tom Omnepartopa. JloroBop mpekpaiiaer cBoe
aevicteue 1o ucredeHud 30 KaneHAapHbIX JAHEH ¢ Jgathl moiydeHus OnepaTopom
COOTBETCTBYIOLIETO YBEIOMIICHHUS.

8.7. Ilpu nmpexpamenuu foroBopa nubo B ciyuae cMeHbl OrepaTopa, B TOM YHCIIE
IIPH YCTYIKe UM IpaB U ob6g3aHHOCTEN 1o JloroBopy TpetbeMy siuily, CTOpOHBI 0OSI3aHbI
IIPOBECTH B3aUMOPACYEThl M MOANUCATh AKT CBEPKM B MOpSAIKE, IPEAYCMOTPEHHOM
noamyHkTamu 8.7.1 — 8.7.3 HacTosero nyHkra I{oroaopa.

8.7.1. Oneparop HampaBiseT NOCPEACTBOM 3JIEKTPOHHOIO JIOKYMEHT0060pOTA
Y4aCTHHKY aKT CBEpKH, HOANMCAHHBIH YCHIECHHOH KBalM(UUMPOBAHHOH 3IEKTPOHHO

noanuceto Onepartopa (MM €ro HpeACTaBUTENs), B TedeHHe S5 paboumx nHeil ¢ aaTsl
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npekpauieHus Jlorosopa uny ycTynku npas u obsi3andocTed o Jlorosopy.

Hanpasnenne akra CBepKH VYYaCTHHKY C NpEACTaBI€HHEM JOKYMEHTOB,
NOATBEPXXIAIOINX HEBO3MOXHOCTh IIOANHCAHUSA aKTa CBEPKH B (OpMe 3JIEKTPOHHOIO
JOKYMEHTA, BO3MOXKHO B CJIIEAYIOLIUX CITy4asx:

a) HENOJNHCAHUE YIOJHOMOYEHHBIM JIALIOM — BIAAENbLEM KBalTH(QHIYPOBAHHOIO
cepTuduKaTa KI0Ya NPOBEPKU SJIEKTPOHHOW NOAMKMCH COOTBETCTBYIOLIMX JOKYMEHTOB
B CBSI3M C BPEMEHHOH HETPY0OCTIOCOOHOCTHIO TAKOTO JIMIIA;

0) aHHyIMpOBaHME KBaJH(ULUPOBAHHOTO CepTH(HUKATA KII0Ya [POBEPKH
JJIEKTPOHHOM  NOANMCHM B  IEPHOA C  JaThl  AHHYJUPOBAHWS  MMEBIIErOCS
KBaTM(HLHMPOBAHHOTO cepTU(UKATA KiII0Ya MPOBEPKH JIEKTPOHHON MOANMCH M O JaThi
NOJIy4€HHs] HOBOTO KBaJIM(HUUKHPOBAHHOTO cepTH(HKATa KIH0Ya MPOBEPKH DJIEKTPOHHOM
IIOAIACH NPH YCIOBUM OTCYTCTBHS MHBIX JIML — BJIAJENbIEB KBAIA(DHUIIMPOBAHHBIX
CEPTU(QHKATOB KIIOUEH IPOBEPKH SJIEKTPOHHOU IOAIMKCH, YIOJIHOMOYEHHBIX Ha MPAaBO
IOJIIMCAHUs COOTBETCTBYIOIINX JOKYMEHTOB.

8.7.2. Ilpu OTCyTCTBMHM pa3HOIJIACHK Y4YaCTHUK BIpaBe MOMAMUCATh aKT CBEPKHU
IIPOCTOM 3JIEKTPOHHOM MOANKCHIO JTHUOO YCHIEHHON KBaTUGUIIMPOBAHHOM 3NEKTPOHHOM
NOANKCHIO (IIPM €e HaNM4YuM) B TedyeHHe 8 pabouux OHEH ¢ JaThl €ro MONy4YEeHHUs
Wi HanpasuTh Oneparopy BO3paXEHHS B OTHOILIEHWM CBENEHHMH, YyKa3aHHBIX
B aKT€ CBEPKH, B IIOPsAAKE, IPEYCMOTPeHHOM MyHKTOM 8.7.1 Jlorosopa.

8.7.3. Oneparop OCyLIECTBISET BO3BPAT ACHEKHBIX CPEICTB B CYMME COTJIaCHO aKTy
CBEPKM Ha pacyeTHBIM CcYeT Y4acTHHKa, yka3zaHHblii B JloroBope, eciu B TedeHHE
10 pabouux qHEH ¢ AaThl HAaNpaBIeHHs Y4aCTHHUKY akTa cBepku OmnepaTopoM He MOJydYeHbl
BO3pa)XX€HUs Y4YacTHHUKA.

8.8. IIpy Hanv4uy pa3HOITIACHIA B YaCTH, KacalOUIeHCs MOAMUCAHUS aKTa CBEPKH, UX
paspemenue npoBoanuTcs CTOpOHAMH ITyTeM NEPErOBOPOB, a NP HEJOCTHIKEHHS COTIACHS
CIOp IepenaeTcs Ha paCCMOTPEHHE B CyA B MOpsAJKE, NPeLyCMOTpeHHOM pasjenom VII

Jorosopa.
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IX. 3akarouurtenbHbIe HOJ0XKEHHS

9.1. Ilo Bompocam, He yperyaupoBaHHEIM JJoroBopoM, CTOPOHBI PyKOBOACTBYIOTCS
rpaXXJaHCKUM 3aKoHOJaTenbcTBOM Poccuiickoit @eneparium.

9.2. Ecnu mHoe He npenycmotpeHo JJoroBopom, CTOPOHBI HANPaBIAIOT APYT APYTY
3aBKM, YBEOMIIEHHS U IOKYMEHTHI B pamKkax Jlorosopa:

a) MOCPeACTBOM MOpTaia NOANEPKKH yIaCTHHKOB 000POTa JIEKAPCTBEHHBIX CPEICTB
110 azapecy: https://support.crpt.ru;

0) IyTeM HampaBJieHHs JOKYMEHTOB, MOANUCAHHEIX: A1 Oneparopa — yCHIEHHOM
KBaIMOHLUMPOBAHHON EKTPOHHOM MOINHUCHIO; AJisi YYACTHUKA — MPOCTOM 3JIEKTPOHHOM
NOJANKCEI0 OO  YCHJICHHOW  KBaTM(DUIMPOBAHHOH  3JIEKTPOHHOM  IOIIMCHIO
(npy HanuuuM) Mo ajpecam 3JeKTPOHHON Mo4Thl CTOpOH, yKa3aHHBIM B pasjene X
Jorosopa;

B) 3aKa3HBIM ITUCHMOM C YBEAOMJIEHHEM O BPYYEHHH;

I') KypbepCKO# JOCTaBKO#, B 3TOM ClIydae IepedeHb MOIyYeHHbIX JOKYMEHTOB U Aata
UX TOJy4YeHHs NOATBEPXKIAIOTCS JMLIOM, NOTYYUBIIUM TaKue JOKYMEHTHI, C yKa3aHHUEM
bamMuIHK, IMEHHU U OTYECTBA (IPH HAJMYMHU) U JOJDKHOCTH (TIpH HAJIMYKH) B KBHUTAHIMU
(u3BeLLEHNH ), ’HOM JIOKyMeHTe, 0OpPMIIIEMOM NPH J0CTaBKe.

9.3. IOKyMEeHThI IPA3HAIOTCS HaJIeXalluM 00pa3oM HallpaBleHHBIMU U UMEIOILUMHI
ropuandeckylo cuny and CTOPOH @NpH MX HampaBleHHH JHOObIM U3 CIIOcO0OB,
IIPEAYCMOTPEHHBIX MyHKTOM 9.2 JloroBopa.

9.4. Ilepenucka B pamkax JloroBopa, B TOM 4YHCJ€ IOCPEACTBOM 3JIEKTPOHHBIX
KaHAJIOB CBSI3H, BEJIETCSI HA PYCCKOM SI3BIKE.

9.5. lna ueneir JoroBopa moa paboOYMMH JHSAMH TIOHMMAIOTCS ITHH, KOTOpbIE
npusHatorcsa pabounmu B Poccuiickoit @enepanym.

9.6. Kaxnas u3 CropoH 3aBepseT Apyr Apyra B TOM, 4TO OOJlagaeT IOJIHOM
IPaBOCIOCOOHOCTBIO Ha 3aKitoueHue J[oroBopa M MCIOJHEHHE BCEX YCTAHOBJIEHHBIX MM
0053aTeNBCTB, a TAKXKE IIOTy4YHiia Bce HeoOXOUMBIe pa3pelleHns U 000peH e, TOTyYeHHE
KOTOPBIX HEOOXOAWMO B COOTBETCTBMH C NPUMEHHMBIM IPABOM, YYPENWTEIbHBIMA U

BHYTPEHHHUMH JOKYMCHTaMH.
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9.7. YuacTHUK NOATBEpXAAaeT U TapaHTHPYET, YTO IOJHOCTBIO COOTBETCTBYET
TpeOOBaHUSAM, YCTaHOBJIEHHBIM  3aKOHOJATeNbcTBOM  Poccuiickoit ~ ®Penepauuw,
00 obpallieHnH JIeKapCTBEHHBIX CPEACTB B YaCTH 000pOTa JIEKApCTBEHHBIX MTPENApaTOB IS
MEAMIMHCKOTO TPUMEHEHHUs, MOAJIEXANMX O0S3aTeNbHOM MapKUPOBKE CpEeACTBaAMH
UACHTU(QUKANYH , B OTHOLIEHHH YMHUTEHTOB CPEJICTB UIACHTU(HKALINY.

9.8. 3aBepenms 00 obOcrosTenscTBaX, mNpenocTaBieHHble CTOpOHaAMH, HMEIOT

Juisi CTOPOH CyIIECTBEHHOE 3HA4YCHHUE.

X. Anpeca u pexBu3utTbi CTOpoH

Onepartop HaumenoBanue Oneparopa
MecTo HaxOXIEeHHS

HWHH:

KIIII:

OI'PH:

baHKOBCKHE PEKBU3HUTHI:
bank nonyyarens:

p/c:

K/c:

BUK:

Tenedon:

AJipec 3JIEKTPOHHOM NOYTHI:

YuyacTHHK [TonHoe HaWMMEHOBAaHWE HMHOCTPAaHHOM
OpraHu3anyu

Anpec B CTpaHe perucTpanvu

(MHKOpIIOpaLUH):

PeructpannoHHBII HOMEpP B  CTpaHe

peructpanuy (MHKOPIOpALiH):

Kon wHanoromnarensmmxka B CTpaHe

perucTpanuy (MHKOpIOpaiyH):

BaHkoBcKkue peKBH3UTHI:

Tenedon:

Afpec 21eKTPOHHOH [MOYTHI:

®amunus, UM, oT4ecTBO (pu Hanuunu)  CBeneHus o nuue, noanucasuieM Jlorosop
JomxHoCTh (Ipy1 HATMYUK)
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IIpeacraBurenn Yuacrauka IlonHoe HauMeHOBaHHE HOPHAMYECKOrO
10 JI0BEPEHHOCTH — IOPHANHYECKOE JIUI0 JIKIA
Mecro HaxoxaeHus:

JloBepeHHOCTH (HOMED, AaTa)

HNHH:

KIIII:

OI'PH:

bankoBcKMe peKBU3HUTHI:

bank nomyvarens:

p/c:

K/c:

bUK:

Tenedon:

Anpec 31eKTpOHHOM MOYTHI:

®amunust, uMs, otdecTBO (pu Hanuuuu)  CeeneHus o nuue, noanucasmem J[orosop
JIOIKHOCTS (TIpU HAJTAY WM )

IIpencraBurenn YuacTHHKA no Damunus, UM, OTYECTBO (IIPH HANUYHUN)
JAOBEPEHHOCTH — (PU3HIECKOE JTHLO

JlaHHBIE JOKyMEHTa, YAOCTOBEPSIOIIEro

JMYHOCTh (HaMMEHOBAaHHUE JIOKYMEHTA,

cepusi, HOMep, J1aTa BbIJa41 U KEM BbIJIaH):

JloBepeHHOCTh (HOMED, /1aTa)

Anpec peructpaumm:

Tenedon:

Anpec 31eKTpOHHOM MOYTHI:




