POCCHICKOMW ®F JIEPALIAWHHACTEFCTAO 10CTH M POCCHACKOR DENFPATIMH
(Musmpowropr Poccin) | 3 ABETHCTPUPOBAHO
Perscrparisonnaif M0 O 77

INPUKA3

05 zeves. /ﬁZ/ 2075, N‘-’%

Mocksa

06 yrBepzxaennn THNOBOH (GOPMbI AOrOBOPa MO NPEJOCTABIEHHIO YCTPOHCTBA
PerucTpanuH 3MHCCHH cyObeKTaM o0paileHHs JIeKAPCTBEHHbIX CPeICTB MyTeM
NpPeIOCTABJICHH YAaJEHHOr0 A0CTYNa K HeMy Ha 6e3B03Me3AHOI 0CHOBE

B coorBerctBuH ¢ myHKTOM 9 IloNOXEHHS O CHCTEME MOHHTOPHMHTA IBMKEHMS
JEKapCTBEHHBIX IIPENapaToB s MEAMIMHCKOrO TMPHUMEHEHHS, YTBEPKIEHHOIO
nocranoBienneM IlpasutenscTBa Poccutickoi ®enepauuu ot 14 aexabps 2018 r. Ne 1556
«O6 yrtBepxknenuu [lonoxeHHs O cCHCTEME MOHHTOPHHIA ABMXKEHHS JIEKaPCTBEHHBIX
npenapaTtoB  Juis  MeAMUMHCKOro mnpuMeHeHus» (CoOpaHHe  3aKOHOJATENHCTBA
Poccuiickoii ®enepanuu, 2018, Ne 53, ct. 8641), npu ka3 bl Baio:

YTBEpIMTh MNpHUIaraeMyr0 THIOBYI0 (OpMYy JAOroBopa IO MPEAOCTABICHHIO
YCTpOMCTBa PErHCTpALIMH SMUACCHH CyObeKTaM 00pallieH s JIEKapCTBEHHBIX CPEACTB MyTeM

NpenoOCTaBICHASA Yy AAICHHOTO JOCTYIIA K HEMY Ha 663B03M€311HOI7I OCHOBC.

Bpro Munnctpa C.A. LIp16




YTBEPXJIEHA

npuka3oM Munanpomropra Poccun

OTM”ayrfﬁZOW r. No 25

TunoBas ¢opma 10roBopa no NpeJoCTABJEHHIO YCTPOHCTBA PErMCTPANINH SMHCCHH
cyObexTam o0paleHHsi JJeKapCTBEHHbIX CPEACTB MyTeM NpeJ10CTaBJieHHs
YAAJIEHHOr0 AOCTYNIA K HeMY Ha 0e3B03Me3HOH OCHOBE

r. Mocksa

OG6LIeCTBO C OrpaHMYEHHOH OTBeTcTBEHHOCTHIO «Omeparop-L[PIIT»! (zanee —

Oneparop), 0T IMEHH KOTOPOTO JEHCTBYET

(nomkHOCTB (IpH HAMYUK), PaMUIIKS, UM, OTYECTBO (TIPH HATMYHH)

Ha OCHOBaHHH )

(npaBOyCTaHABIMBAOIIMHA JOKYMEHT (YCTaB) HJIM JJOBEPEHHOCTH (MX PEKBH3UTHI)

C OJIHO# CTOPOHBI, U ,

(0JIHOE HAMMEHOBAHKE IOPHAMYECKOrO NuLa / paMuIus, UM, OTYECTBO (IIPU HAIMYHH)
WHIAUBHYAIBHOTO IPEANPUHEMATENA) / A1 HHOCTPAHHbIX OpPraHU3alMi, JICHCTBYIOIIMX B JIHIE CBOMX
IPECTABUTENLCTB Ha TeppuTOpHH Poccuiickoit Menepanny: NojaHOe HAMMEHOBaHAE HHOCTPAHHOH

OPTaHH3aIMY H €€ NPEICTaBUTENLCTBA Ha TeppuTopuH Poccuiickoit Denepanun)

OT UMCHH KOTOPOI'O IICﬁCTByeT

(momKHOCTE (IIpH HANKYHK), (aMHIHs, UMS, OTIECTBO (IIPH HATHYHH)

Ha OCHOBaHHHU

(1151 FOPHIMYECKHUX JIHIL: IPABOYCTAHABIMBAIOLIMH JOKYMEHT (YCTaB) HilH JIOBEPERHOCTD (HX PEKBH3HUTHI)
/ AN TpeACTaBATENEH HHAMBAAYATBHBIX NPSANPAHAMATENEH: JOBEPEHHOCTD (PEKBU3UTHL) / JUIst
MHOCTPAHHEBIX OpPraHM3aLyii, AeHCTBYIOIMX B JIMLE CBOMX NPEACTABUTENIECTB HAa TEPPUTOPHH

Poccuiickoii ®enepanuu: JOBEPEHHOCT (PEKBH3HTHI)

(,uanee - ancmm(), SABJISACH OMHUTCHTOM CpEACTB H,I(CHTH(l)I/lKaI_IPII/I — MPOU3BOAUTEIIEM

1 B cooTBETCTBMH C pacniopsixenneM [Tpasutenscrsa Poccuiickoit ®enepannu ot 18 nexa6bps 2018 r. Ne 2828-p (Cobpanue
3aKkoHoAaTenbcTBa Poccuitckoli Menepaumu, 2018, Ne 53, c1. 8734) 06IECTBO ¢ OTPaHHYCHHOH OTBETCTBEHHOCTLIO «Oneparop-
LIPIIT» YHONHOMOYEHO H& OCYLECTBIeHHe (YHKUMIT OnepaTopa CHCTEMbl MOHHMTOPHHIA JBHXKEHUS JieKapCTBEHHbIX
[penapaToB AA MEAHUHHCKOTO NPUMEHEHHS




JIEKApPCTBEHHBIX CPENICTB, 3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOJATEIBCTBOM
Poccutickoit @elepanyy, Npy NpOU3BOACTBE JIEKAPCTBEHHOI'O Mpenapara Ha TEPPUTOPHU
Poccuiickoit @enepauuy, WM JepxareneM JHOO BIAfeNbLEM PETMCTPAalHOHHOIO
YAOCTOBEpPEHHS, JIEKapCTBEHHOIO IIpernapara, 3apeTHCTPUPOBAaHHBIM B COOTBETCTBHH
¢ 3aKkoHojarenbCcTBOM Poccuiickoit ®enepanyy, npu IPOU3BOACTBE JIEKAPCTBEHHOIO
npenapara BHe Tepputopun Poccuiickoili ®enepanun, WX PEACTaBUTEILCTBOM
HHOCTPAHHON opraHu3auuud Ha Tepputopun Poccuiickoit ®enepauuy, sBAAIOIIECHCS
AepxaresieM JIUOO BlafeNbleM PErdCTPalMOHHOTO yIOCTOBEPEHHS, - TIPH NIPOU3BOACTBE
NIEKapCTBEHHOIO Ipenapara BHe TeppuTopuH Poccuiickort denepanuu, B COOTBETCTBUH C
nocraHoBneHuem [IpasurenscrBa Poccutickoit ®enepanuu ot 14 nexabps 2018 r. Ne 1556
«O6 yrtBepkneHuu IlonoxkeHUs O cHCTeMeé MOHHMTOPHUHIAa ABH)XEHUS JIEKapCTBEHHBIX
npenapaTroB nnx’Mez{nuanxoro npuMeHeHus» (Cobpanue 3akoHoaTenbCTBa Poccuiickoi
®eneparuu, 2018, Ne 53, ct. 8641), ¢ apyroi croponsl (aanee - CTOpOHBI), 3aKIIOYAIH
JIOTOBOD MO MPEJOCTABIEHUIO YCTPOHCTBA PETHCTPAlliK SMUCCHH cyOBnekTaM oOpaileHus
NEKapCTBEHHBIX CpPEACTB IMyTeM IMPEeJOCTaBI€HHS YAAJeHHOro AOCTylla K HEMy Ha

6e3B03Me31HOM OCHOBE (fanee — JloroBop) o cieayromeM.
I. IIpeameT Jdorosopa

1.1. Omeparop o00s3yeTcs Ha 6€3BO3ME3NHOM OCHOBE IyTEM IIPEeNOCTABJICHMS
yIQJIEHHOro JOCTyna INpEeAOCTaBUTh Y4YaCTHHKY IpaBO II0JIb30BaHHA YCTPOHCTBOM
perucTpanuu sMmuccuu (nanee — O6opynosanue), a Y4acTHUK 0053yeTCs OJIb30BATHCH UM
B COOTBETCTBHH C ycloBusiMu JloroBopa.

1.2. ObopynoBanue sBiseTcs cOOCTBeHHOCTHIO Oneparopa, Haxoautcsa y Onepatopa

M BO BJIaJICHHE YUYaCTHHUKY He mepeaaercs.
11. BzaumopneiictBue Cropon

2.1. Oneparop npuHUMaeT Ha cebs creayomue 0653aTeNbCTBAa:

2.1.1. TlpepoctaBute Y4acTHHKY NpaBo moib30BaHus OO6GOpymOBaHMEM ITyTEM




NpefOCTaBlIeHUs yaaneHHoro aocryna k O6opyaoBanuio B TeueHue 30 KaneHAapHbIX JHEH
C JaThl TONy4YeHUs] OT Y4yacTHMKa 3asBKM (npunoxenue Ne 1 x Jloroeopy)
O IIPEJOCTaBICHHH IIpaBa nonb3oBaHus O6opynoBaHueM (Janee — 3asiBKa).

2.1.2. Ilocne nomyuenus 3asaBku OnepaTtop HalpaBiseT Y4acTHUKY YBeAOMIECHHE
(mpunoxenne Ne 2 x J[lorosopy), comepxaiiee HHGOpPMAIHI0O N0 MOXKITIOYEHHUIO
k ObopynoBanuio.

VBenoMmineHue  HampapisdeTcs  YYaCTHMKY  CHocoOOM,  npeaycMOTPEHHBIM
NOJNYHKTOM «6» myHkTa 9.2 Jlorosopa.

C natel HampaBlleHUs! YKa3aHHOTO B HACTOSAIIEM MyHKTe YBEAOMJIEHUS Y4aCTHUKY
IpeJocTaBiseTcd mnpaBo IHoJibp3oBaHus OOopyaoBaHHEM IIyTEM MpPEJOCTaBICHUS
yIaJIEHHOTO AOCTyNa K HEMY.

2.1.3. 3amenuts O60pyaoBanne Ha 060PYAOBaHHE C AHAJIOTHYHBIMU TEXHUYECKAMHM
xapakTepucTHKaMu (nanee — AHanornyHoe O60pyZi0BaHKE) B CHENYIOIIMX CIydasnX:

a) UCTeueHus cpoka ciyx6s1 O60pyaoBaHus;

6) HepaboTtocnocobrocTn O6opynOBaHUS.

B nmenp ocymectBneHus 3amenbl O6opynoBanusa Ha AHanormyHoe O6opynoBaHue
Onepatop yBenomiser 06 3Tom YdacTHHKa cioco60M, NpelyCMOTPEHHBIM MOJAIYHKTOM
«6» mnyskta 9.2 JloroBopa, W mpeoCTaBisfeT YYaCTHHKY IIpaBO MOJNb30BaHHSA
AmnanoruyssiM OO60pyaOBaHHEM.

IlpaBa u ob6s3anHOcTH CTOpOH B OTHOWIEHMH AHanorudHoro O6opynoBaHUA
IIPH €ro MCIOJIb30BaHUU OCYIIECTBISIOTCS B MOPSJIKE M HAa YCIOBHAX, PEAYCMOTPEHHBIX
Horosopom ans O6opynoBaHus.

IIpn ocymectsienun 3ameHsl O6opymoBanus Ha AHanormuHoe OGopynoBaHue
3asBka YuactHukoM OnepaTopy He HaIpaBiseTcs.

2.1.4. OcymecTBiiaTe OOHOBIIEHHE MPOrpaMMHOro obecnedyenus O6opynoBaHus.
O npeacrosmem o6HOBNEHMH mNporpaMMHOro obecnedeHus OrnepaTop YBeAOMISAET
YuyacTHHKa CmOCOOaMH, INpelyCMOTPEHHBIMM INOANYHKTaMH «a», «b» mynkta 9.2

Horosopa.

2.1.5. IlpoBoauTs periiaMeHTHOE OOCIyXHBaHHE H TEXHUYECKYIO TOILAEPKKY

O6opynoBaHus.




2.2. Oneparop BIipase:

2.2.1. TpeboBatp oT VYuacTHMKa COONIOAEHUS IOJOXEHHH HHCTPYKLUH
H0J1b30BaTeI ¥ HHOM TEXHHYECKO# JOKyMEHTAlUHU, pa3sMeLIEHHO! Ha o(uIIHaibHOM caiTe
Onepatopa B HHQOPMALKMOHHO-TEIEKOMMYHUKALMOHHOH  ceTH  «MHTepHeT»
(manee — Caiit Oneparopa) u (win) B ¢penepaibHON roCyAapCTBEHHOH HHGOPMaLMOHHON
CHCTEME MOHHTOpPHHIa [BW)KCHHS JIEKAPCTBEHHBIX IIPENapaTroB I MEIULHMHCKOIo
INPUMEHEHUS OT IPOM3BOIMTENA A0 KOHEYHOro MNOTpeOUTENss C MCIONb30BaHHEM B
OTHOIIIEHWHW JIEKapCTBEHHBIX NpenapaToB i MEIUIIMHCKOro INpPHUMEHEHHUSI CPEJCTB
uaenTuduxanuu (nanee — Cucrema MJUJIIT).

2.2.2. llpuBnexatr 6e3 cornmacus Y4YacTHHKAa TpPEThUX JHIl I HCIOJIHEHHS
obs3zatenscTB mo JloroBopy, mpu 3ToM Omneparop HeceT mnepen YYaCTHHKOM
OTBETCTBEHHOCTbH 3a AeHCTBUA NpuBIeYeHHBIX OniepaTopoM TPEThHUX JIHLL.

2.3. YyaCTHUK NpUHUMaET Ha cebs cieayrolue 0053aTeNnbCTBa:

2.3.1. OcymecTBUTh HeOOXOAWMBIE ¥ JOCTAaTOYHBbIE JEHCTBHUS, CBA3aHHBIE
C TMOAKIIOYEHHEM CBOEr0 IMPOrPaMMHO-aINapaTHOTO KOMIUIEKCAa K KaXKJoW eIuHHLE
OGopynoBaHusi, coriacHo TpeboBaHUAM, yKazaHHBIM B npunoxenud Ne 3 k Jlorosopy.

2.3.2. VBepomisate OnepaTopa He Mo3/1Hee OiHOro paboydero JHs ¢ AaThl NOTy4CHUs
oT Oneparopa Yeenomienus (npuinoxenue Ne 2 xk JloroBopy) o Hadaje MCIOJIb30BaHUs
O6opynoBanusi. YBenomiieHne HarnpasJiseTcs Oneparopy cnocobamu,
NpeAyCMOTPEHHBIMU NOJMYHKTaMH «a», «6» myHkTa 9.2 Jlorosopa.

2.3.3. HcnonbzoBath OO0pynOBaHHE B COOTBETCTBHH C €ro Ha3HAYECHHEM,
TpeOOBaHUSAMM HHCTPYKIMHM TIONB30BaTeNlsi W MHOW TEXHHYECKOW JOKyMEHTalueH,
pasmeweHHo# Ha Caiite Onepatopa u (unu) B Cucreme MJIJII1, a Takxke B COOTBETCTBHH
¢ TpeOOBaHMAMH K YCIIOBUSM HCNONb30BaHKs O00pYyI0BaHHsA COTIIACHO NPUIOKEHHIO Ne 3
k Jlorosopy (nanee Bce nepedncieHHsle JOKyMeHThI — [IpaBuia).

2.3.4. Yeenomuts Omneparopa 0 HEBO3MOXHOCTH NOAK/IIO4YEHHS K OGOpyH0OBaHHMIO,
a TaKkke O HepaborocmocobHocTH O6OpynOBaHHS M HEOOXOOMMOCTH NOAKIIOYEHUS
pesepBHOro oGopynoOBaHHMs B COOTBETCTBUHM ¢ pasmenom III Jlorosopa. YBemomieHus
NpeJOCTaBIAIOTCA  Y4yacTHMKOM Onepatopy He IO34HEE OZHOTO 4aca C MOMEHTA

BBIABIIEHMA YYaCTHHKOM YKa3aHHBIX OOGCTOATENBCTB CMOCOGOM, NpEeayCMOTPEHHBIM




MOANMYHKTOM «a» yHKTa 9.2 Jlorosopa.

2.4, YuacTHHMK BrpaBe Mcnonb3oBaTh OOopyHOBaHWME B MOPSJAKE W HA YCIOBHSAX,
IIPElyCMOTPEHHBIX JoroBOpoM.

2.5. Nupie npaBa u 06s13anHOCTH CTOPOH:

2.5.1. Kaxngas u3 CTOpOH CcaMOCTOATENBHO M 3a CBOH cuer obOecreunBaeT
6€301aCHOCTh CBOMX IIPOrPaMMHO-AIIIAPaTHBIX KOMIIEKCOB U HH)OPMALMOHHBIX CHCTEM,
3a/1eiCTBOBaHHBIX pu MH(OPMALUOHHO-TEXHOJIOTHIECKOM B3aUMO/IEHCTBUHU
1o JloroBopy, # CaMOCTOSTEILHO HECET PUCKH, CBI3aHHBIE C HEMIPABOMEPHBIM JIOCTYIIOM
TPETbUX JIMI K TaK¥M IPOrpaMMHO-alapaTHBIM KOMIUIEKCaM W HHQOPMALMOHHBIM

CUCTEMaM.
I11. Pe3epBHoe 000pya0BaHHE

3.1. Onna egununia O6opynoBanus (nanee — pezepsHoe O60pya0BaHKe) HAXOTUTCS
y Oneparopa B HENOAKIIOYEHHOM pexXuMe, OO0eCIeYHBAIOUIEM BO3MOXHOCTh
moAKIoYeHns pesepeHoro O6opynosanms OmnepaTopoM B KayeCTBE OCHOBHOTO
ObopynoBanuss B ciydae HepabOTOCIOCOOHOCTH HIJIM HCTEYEHHS CpPOKa CIIyXKObI
OGopynoBaHusi.

3.2. B penp noaxmouenus Onepatopom pezepeHoro OCopynoBaHHS B KauecTBe
OCHOBHOTO Oﬁopy,uomnusi Oneparop npenocraBnseT Y4acTHHKY NpaBO MONb30BAHUS
pesepsHEIM  OOoOpynoBaHWeM IyT€M  HaNpaBlI€HHA  YBEJIOMIEHHS  CIIOCOOOM,
MPEAYCMOTPEHHBIM MOAIYHKTOM «a» nyHkrta 9.2 Jlorosopa.

IIpn moaxmouenun pesepsHoro Ob6opymoBaHus 3asBka YuactHHkoM Orepatopy
HE HaIpaBJIAEeTCs.

3.3. TpeboBaHusi K MCIONB30BaHHUIO YYAaCTHMKOM pe3depsHoro Q6opynoBaHus

aHAJIOTMYHBI TPeOOBaHUAM, YCTAaHOBJIEHHBIM 111 O00pyAOBaHHMs.
IV. IIpoune ycioBus

4.1. YyactHuk naer cornacue Omeparopy Ha mepenady OmepaTtopoM Bcex npaB
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U obs3anHocTed mo J[loroBopy (mepemaya OOroBopa) HOBOMY YaCTHOMY IapTHEPY
umn Poccuiickoit ®Penepanyy, COOTBETCTBEHHO, B Cliydae 3aMeHbI 4aCTHOrO MapTHepa
B COIJIAIIEHHH O TOCYJapCTBEHHO-YaCTHOM NapTHEPCTBE B OTHOWIEHMH OOBEKTOB,
Npe/Ha3HAYeHHBIX JuId ofOecneyeHHss MapKMpOBKH OTHAENBHBIX BHM/JOB TOBapOB
M MOHMTOpMHra HMX o0OpOoTa, WM TpH TpPeKpalleHWH YKa3aHHOITO COIVIALICHHS
0 rocy1apCTBEHHO-4YaCTHOM I1apTHEPCTBE.

4.2. Oneparop Bnpase pacnopspkatecs O6opynoBanuem 6e3 cornacusi Y4acTHHUKa,
B TOM YHCJIE IPOU3BECTH OTuyXAeHUe O60pynoBaHUS TPETHUM IMLaM. B cnydae nepexoaa
npasa cobctBeHHOCTH Ha O60OpyROBaHNEe K APYTOMY JIHIY B pe3yJibTare BO3ME3JHOTO HIIH
6e3B03Me3HOTO OTUyXeHUs OGOpya0BaHUA, K HOBOMY COOCTBEHHHMKY NEPEXOIAT NpaBa
u o6s3anHOCTH 1O JloroBopy.

4.3. Oneparop BrpaBe 6e3 coryacus Y4yactHuka nepegasars O00opyaoBaHue B 3aJ0r,
HHBIM 006pazoM obpemensaTh OO0OpyAOBaHHE NIPaBaMH TPETHUX JIHLL.

4.4. PernamentHoe oOcCiyKuBaHMEe U TexHM4Yeckaa mnoanepxka O6opynoBaHus
ocymecTaiserca OneparopoM B TeueHue cpoka aecTeus Jlorosopa.

4.5. VYBemomneHus O mnepepbiBaX Ha perjiaMeHTHble paboOThl pa3MenialoTcs
OneparopoM crnocoboM, NpeAyCMOTPEHHBIM MOANMYHKTOM «a» myHkra 9.2 Jlorosopa,
HE no3]Hee, YeM 3a 12 yacoB 10 Havana NpoBe/ICHNs YKa3aHHBIX PaboT.

4.6. YBenomienus 0 mepepeiBax s ycTpaHeHHs c6oeB W HapyineHuii B paGore
Cucremsl MJIJIIT pasmematorcest OnepaTtopoM crioco00M, MpeLyCMOTPEHHBIM TOANYHKTOM

«a» nyHkta 9.2 Jlorosopa, He3aMeJIMTENIbHO TMOCJHe BhIsBIeHHS c6os B pabore
Cuctems MJUJIILL

V. OrBercrBennocTs CToponu

5.1. 3a HewWcrnoNHEHHE WM HEHAJIEXAIee MCIONHEHHE CBOMX O0S3aTe/bCTB
no Jloroopy CTOpPOHBI HECYT OTBETCTBEHHOCTh B COOTBETCTBUM C IpaXAaHCKUM
3akoHojarenbcTBoM Poccuickoit ®enepayn u Jlorosopom.

5.2. Ilpu HepabotocnocobHocTr O60pynoBanus OnepaTop HECET OTBETCTBEHHOCTD

nepes Y4aCTHUKOM B pasMepe PealibHOro yuiepba.
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5.3. Onepatop He HeceT OTBETCTBEHHOCTH 3a yuiepO, BO3HHKIIKKA y Y4acTHHKa,
€CJI4 HEBO3MOJXXHOCTh HCHOJb30BaHUsA O60pYyaoBaHHs BO3HHKIA 10 00CTOATEILCTBAM, 32
KoTopple Omneparop He OTBEYaeT, B TOM 4YHCIE CBA3aHHBIM C HCIOJb30BaHHEM
TEJIEMaTHYECKHX KaHAJIOB CBS3M, MX Ileperpy3kamu, nepebosmu B pabore MHTepHer-
COCMHEHHNH, KOMMYHMKALUOHHBIX JIMHMHA, KaHAJIOB CBA3M, HHBIX aNNapaTHbIX H
[IPOrPaMMHBIX CPEJICTB, HE HAXOAIIMXCS BO BIaJeHUH WK BeJeHuH Oneparopa.

5.4. Onepatop He HeceT OTBETCTBEHHOCTH 3a paborocmocobHocts O60pymoBaHus
1 yumep6, BO3HUKINMN y YYacTHHKA, €CId YYaCTHHK He UCIOJHAET WM HEHAAJIeXKAIIMM
obpa3oMm ucnonusier TpeboBaHHsA MO HCMOJNB30BaHHIO OOGOpPYHOBaHHUSA, COAEpIKAIIHECS

B IIpaBunax.

V1. O6cTosiTe1bCTBA HENMPEOAOJIUMOM CHJIbI

6.1. CropoHa, He MCHOJNHMBINAS WM HEHajieXalluM o6pa3oM HCIOJIHUBIIAA
obs13aTenscTBa 110 JloroBopy, HECET OTBETCTBEHHOCTH, €CITH HE JIOKAXET, YTO HaJjexariee
UCIIOJTHEHHE OKa3aJI0Ch HEBO3MOXKHBIM BCJIEICTBUE OOCTOATENILCTB HENPEOJOTUMON CHIIBI.

6.2. IloaTBep)KACHHEM HaNM4Hs OOCTOATENHCTB HENMPEOJOJHMMOM CHIIBI SIBIISETCH
IIICBMEHHOE  CBHIETEIBCTBO YHNOJHOMOYEHHBIX OpPraHoB MM  YNOJHOMOYEHHBIX
OpraHu3aiui. |

6.3. CtopoHa, KOTOpasi HE MCIIOJIHAET CBOUX 00A3aTENLCTB B pe3yJibTaTe ACHCTBUA
00CTOSATE/IECTB HEMPEOJONUMON CUIIBI, 00s3aHa B TeyeHue 3 pabouux AHEH NMUCHbMEHHO
U3BECTHTh Jpyryl0 CTOPOHY O HACTYIUIEHMH OOCTOATENHCTB HENPEOJONHMMO CHIIBI

M UX BJIINSIHHUH Ha HCIIOJIHEHHE )_IOI“ OBOpa.

VII. Cpox pelicTBus, H3MeHeHHe u pacTopxkenne /loropopa

7.1. loroBop MNOAJEXKHUT MOIINMUCAHHIO YCWICHHBIMH KBalu(GHUHPOBAHHBIMH
3JIeKTPOHHBIMH noanucamu CtopoH (npencraButensiMd CTOPOH).
HoroBop BCTynaer B cHily, CTAaHOBHTCA 00A3aTensHbIM At CTOPOH M JEHCTBYET

B T€YE€HHE OJHOrO roja ¢ narel noanucanus Jlorosopa nocnenseit u3 CTopoH.
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7.2. B cny4ae ecnu HM ogHa u3 CtopoH JloroBopa He 3asiBUT O €ro NpeKpalleHuH,
JloroBop cuuTaercs NpPOJJICHHBIM Ha KaXAbl mnocieAymomui roa. YBeJOMIEHHE O
npekpaiieHuy Jlorosopa HanpaBiseTCa UHULMATOPOM €ro rpekpaileHus apyroi Ctopone
He no3jHee 4yeMm 3a 10 kaneHaapHbIX JHEH [0 JaThl €ro npeKpaieHus.

7.3. Bce usmenenus u jononHeHHs K JloroBopy AedCTBUTENbHBI NMPH YCIOBHH,
4yT0 OHM nojnucaHsl obeumu CTOpoHaMH (MMM HMX TNPEACTABHTENSAMH) YCHJIEHHBIMH
KBaIUULIUPOBAHHBIMH HJIEKTPOHHBIMH MOTHCAMH.

7.4. CTOpOHBI YBEAOMIISIOT APYT pyra 00 H3MEHEHHH CIEAYIOIUX PEKBU3UTOB:

7.4.1. MecTa HaXOXIEHHS;

7.4.2. nieHTH(PUKAHOHHOIO HOMEPA HAJIOrOILIATENbIIHKA,;

7.4.3. OCHOBHOI'O rOCyZapCTBEHHOIO PEruCTPanOHHOIO HOMepa
(mns ropuaNYECKHX JIUL);

7.4.4. pac4eTHOrO cuera.

7.5. YuactHuk ysegomisieT Onepatopa 00 W3MEHEHHMSX IIyTEM HaIpaBJICHUS
yBeOMJIEHHS JIIOOBIM U3 coco60B, MpeyCMOTPEHHBIX MyHKTOM 9.2 JloroBopa. Onepatop
yBeflomiisieT Y4acTHMKa 00 HU3MEHEHMAX [yTeM pa3MeLICHUs yBEAOMIICHHS
Ha Caiite Oneparopa u (unu) B Cucreme MJUJIIL

7.6. Ilpexpawenue JloroBopa pomyckaercs 1o corjameHno CTOpPOH U B ciiy4asix,
IPEeIyCMOTPEHHBIX TIPaXJaHCKUM 3aKOHOAATensCcTBOM Poccmiickot Penepauun ¥
Horosopom.

7.7. Omneparop BIpaBe HNPEKPATUTh MOOCTYN Y4YaCTHUKA K MCIOJIB30BAHUIO
O6opynosanus, eciiu O6opyAOBaHHE HE UCTIONB3yeTCs YUYaCTHUKOM B TEUEHHE 9 MecsieB
noapsaa. O mpexpalieHMM JocTyna YdYacTHHKAa K HMCIONb30BaHuio OOOpymoBaHHs
Omnepatop yBemomnser VYdacTHHKa He MeHee uYeM 3a 30 KaleHAapHBIX [HeEi
10 naThl npekpaiienus qoctyna. IIpu 3Tom YvyacTHUK BripaBe nojaTh MOBTOPHYIO 3asBKY
Ha MoJlyyeHue mpasa nojb3osaHus O60pynoBaHHEM MyTeM MPEAOCTABIEHHS YAATEHHOIO
IOCTYMa K HEMY.

7.8. YVyactuuk Bnpase B m0Goe BpeMs B OJHOCTODOHHEM BHECYAeGHOM MHOpSIKE
oTKasaTkca OT Jlorosopa, yBenomus 06 3toM Omeparopa. J[oroBop IpeKpauaeT CBOE

neiictBue 1o ucredeHuu 30 KaneHIAapHEIX OHEH ¢ HaThl nony4yenuss Omneparopom




COOTBETCTBYIOLIETO yBEIOMJICHHUS.

7.9. JloroBop mpekpaluaercs B ciiydae 3akiro4eHus Mexiay CTOpoHamu JOroBopa
N0 TPEJOCTABJIEHHIO YCTPOMCTBA pErucTpanvi OSMHUCCHU CcyObekTaM oOpauieHus
NIEKapCTBEHHBIX CPEJCTB. |

VIII. Pa3peiienne cnopoB

8.1. Bce CIIOpBI, CBS3aHHbBIE c 3aKJIIOYEHUEM, HCTIOJTHEHUEM
1 pactopxeHnueM Jloroopa, 6ynyT paspemarbcs CTOpOHaAMU ITyTEM NEPErOBOPOB.

8.2. [leperoBopbl HHHITMHPYIOTCS 3aWHTEpecOoBaHHOM CTOPOHO# IMyTeM HaIpaBJeHH!s
IMCbMEHHOT0 3alIpoca O MPOBEJEHHH NieperoBopoB Apyroi CtopoHe. B Tedenue S5 pabounx
JHEeH C JaTel NOMy4YeHUs NMUCbMEHHOrO 3ampoca O NpOBeleHWU NeperoBopoB CTOPOHEI
JIOJDKHBI COTJIacOBaTh AATy U MECTO ITPOBEACHUS IEPErOBOPOB.

83. B cnyuae HeZOCTH)KEHHS COrNacMsi B OTHOIIEHWM JaThl M MecCTa
B YCTaHOBJIEHHBIH JIOrOBOpOM CpOK, yIIOJIHOMOYEHHEbIE TpezcTaButens CTopoH 00a3ytoTes
IIPOBECTH IEPEroBOpHl MO MecTy HaxoxjaeHus Omeparopa He mo3aHee, yem uepe3 14
KaJICHIApHBIX [HEH C JaThl HANpaBlieHHs MUCBMEHHOro 3ampoca 00 WX NpOBEACHUH.
Henposenenve neperoBopoB B YKa3aHHbI CpOK HE SBISETCS IPENATCTBHEM
nns obpamenus CTOpoH 3a cynieOHOM 3aliMTOd B CPOKH, YCTaHOBJICHHBIE B MyHKTe 8.8
Horosopa.

8.4. Ilpn npoBeaennn neperoBopoB CTOPOHBI OOA3YIOTCS NMPHIOXHTH BCE YCHIUSA
Julss MUpHOro paspewieHus cnopa. Ilo pesynpratam neperoBopoB CTOpPOHBI COCTaBISIOT
HIPOTOKOA BCTpe‘lﬁ, KOTOPBIH BKJIIOYaeT B ceOs1 MHPOpMAIMIO O JjaTe, BpeMEeHH M MECTe
NPOBEJCHHUS [IEPETOBOPOB, HHYOPMALIUIO O NpeACTaBUTENAX Kaxaod CTOpOHBI, IOBECTKE
BCTPEYH, JOCTUTHYTBIX pe3yJibTaTax.

8.5. B ciyyae HeNOCTMIKEHWsI COIJIaCHsi B XOJ€ IIEPErOBOPOB 3aHHTEPECOBAHHAsS
Cropona Hanpasnsier apyroit CTOpoHe MPETeH3MIO B IUCbMEHHO#H (opMe.

8.6. Ilperensms  HampaBisercas  JoObIM M3 CrmocoGOB,  yKa3aHHBIX
B yHKTe 9.2 Jloroopa.

8.7. K nmpeTeH3suH [OIDKHBI IpWIarateCi JOKYMEHTHl, OOOCHOBBIBAOLIHE

NpeAbABICHHBIE 3aUHTEpecOBaHHOM CTOpOHOH TpeGoBaHWs, BKIIOYAs JOKYMEHTHI,
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NOATBEPXK/AIOIHEe pasMep NPHYMHEHHOro ymepba, a TaKke MOATBEPKIAIOILUE
NOJIHOMOYMA JIMLA, MOANHKCABLIEro IpeTeH3Hio. JIOKyMeHTHl, NOATBEpP)KAAOLIHE
NOJIHOMOYHE Ha IOANMCAHHE IPETEH3HM, NPEICTABIAIOTCA B (OPME OPUIHHAJIOB HIIH
HOTapUaJIbHO 3aBE€PEHHBIX Konuil. ECy [OKyMEHTHI HallpaBJsAIOTCS B JJIEKTPOHHON (opme,
TO OHHM JOJDKHBEI OBITH TOANKMCAaHbl YCHJIEHHOH KBaJIM(ULUUPOBAHHOW 3JEKTPOHHOM
noanuceio CTopoHs! WM ee npencTaButens. [Iperensus, HanpaBieHHas 6e3 JOKyMEHTOB,
KOTOPLIMM  IIOATBEPXJAAIOTCS TOJHOMOYMS IOAMMCABIIEro €€ JHIa, CYHTaeTcs
HETIpebSABIEHHON U PACCMOTPEHHIO HE TTOJITIEIKHT.

8.8. B ciny4ae HEBO3MOXKHOCTH yperyiupoBanus ciopoB CTOpoHaMu B 1ocyne6HOM
nopsake B TedeHme 30 pabouux gHelt ¢ jmaTel  TONy4YeHHS — OJHOM
3 CTOPOH NpPETEeH3UOHHOTO NHMChMa (TIPETEeH3HH), OHM MOJIeXaT pPaCCMOTPEHHUIO

B Cysie6HOM nopsjiKe? B COOTBETCTBHH C 3aKOHOAaTeIbcTBOM Poccuiickoii ®enepanyu.

IX. 3aka10YUTe/IbHbIE NOJI0KEHHA

9.1. Ilo Bompocam, He yperynupoBaHHbiM JloroBopom, CTOpOHBI pyKOBOJCTBYIOTCS
rpaxkIaHCKKUM 3aKoHojaTesbcTBOM Poccuiickoii Denepaniun.

9.2. Ecniu uHoe He npeaycMotpeHo JlorosopoM, CTOpOHBI HaNpaBIAOT APYT APYTY
3ajBKH, YBEJOMJICHUS U WHbIE JOKYMEHTHI B paMKax Jlorosopa:

a) IOCPEACTBOM I10pTaia NOAJEPKKH Y4aCTHUKOB 000pOTa JIEKapCTBEHHBIX CPEACTB
no azapecy: https://support.crpt.ru;

0) myTem HalpaBJICHUS JIOKYMEHTOB, MOANKCAHHBIX YCHIJIEHHOH
KBaIM(ULMPOBAaHHOW  3MeKTpoHHOW mnoanucklo CTOpoHB (ee  IpeAcCTaBUTENS),
Ha azapeca 3/eKTpoHHoH noutsl CTOpOH, yKa3aHHBbIE B pasgene X JloroBopa;

B) 3aKa3HBIM MHCHMOM C YBEIOMJICHUEM O BPYy4YEHHUHU;

I') KypbepCKOM JOCTaBKOM, B ’TOM ClIy4ae riepeueHb NOTy4e€HHbIX JOKYMEHTOB H JaTa
UX TOJIyYeHHs IOATBEPXKAAIOTCH JIULOM, IOJY4YMBIIUM TaKHE JOKYMEHTHI, C YKa3aHUEM

bamuium, UMeHH, 0TYeCTBa (IIPH HAIMYHH) H AODKHOCTH B KBUTAHLMH (M3BELICHUH ), HHOM

2 OnepaTopoM MOXET GbITh yKa3aHO HAMMEHOBAHHME Cya




NIOKyMEHTE, 0OPMJIIEMOM IIPH JOCTABKE.

9.3. [lokyMeHThI [IPU3HAIOTCA HaaexanuM o6pa3oM HanpaBleHHBIMH H HMEIOILIIMHA
IOpuau4ecKyro CHiy Juis CTOpOH NpH HMX HampaBJI€HHH CIOCOOOM, MpenyCMOTPEHHBIM
nyHkrom 9.2 Jlorosopa.

9.4. Kaxnas u3 CropoH 3aBepsier Apyryio CTOpoHy 0 TOM, 4TO 0bOnajaer moJIHOH
NpaBOCIOCOOHOCTBIO M IIOJHOMOYMSAMHM Ha 3aKimo4YeHHe JloroBopa, MCMOJIHEHHE BCeX
YCTaHOBIIEHHBIX 00s3aTenscTB, B ToM uucie CTopoHa TONydYusia Bce HEOOXOIUMBIE
paspelleHHs] H OfOOpeHHe, IONYy4YeHHE KOTOpPBIX HEOOXOIUMO B COOTBETCTBHH C
3aKoHozaTeabcTBOM Poccutickoil denepaiuy, yupe AUTENbHBIMU JOKYMEHTAMH.

9.5. 3aBepenus 06 oOcTOsATENBCTBAX, INpeAcTaBieHHble CTOPOHAMHM, MMEIOT
Junis CTOpOH CyIeCTBEHHOE 3HAYECHHE.

9.6. Ilo tekcty MoroBopa TepmMuH «O6GOpymOBaHHE» OTHOCHTCA KaK KO BCEM
YCTPOHCTBAM PETUCTpALMM SMHCCHH, TaK M K OJHOH €IMHUIIE YCTPOMCTBA perucTpaniu
SMHCCHH, YAICHHBIH AOCTYI K KOTOpBIM ObL1 nipeioctaBieH Oneparopom.

9.7. K JloroBopy npuiaraioTcs 1 SBJISIOTCS €r0 HEOTHEMIIEMBIMH YaCTSMHU:

9.7.1. 3asBka Y4acTHHKa O NpeNOCTaBICHUU MpaBa Hojb3oBaHus OOopynoBaHHEM
IIyTeM IIpeJOCTaBleHUs yaaieHHoro goctyna k ObopyaoBanuio (npuioxenue Ne 1).

9.7.2. YBenomiieHue 0 IIpeIOCTaBIEHUH NIpaBa 1noJib3oBanusa O00pyI0BaHUEM ITyTEM
NpeJOCTaBIeHNs yaneHHoro aocryna k O6opynosanuio (npuiioxenue Ne 2).

9.7.3. TpeboBanus K ycinoBusaM ucnois3oBanus O6opynosanus (npunoxenne Ne 3).
X. Aapeca, pexBusurbl CTOpOH

Onepartop HaumenoBanue Oneparopa
MecTo HaxoXaeHUA:

HWHH:

KITII:

OI'PH:

baHKOBCKHE PEKBHU3UTEI:

banx nonyyarens:

p/c:

K/c:

BHK:



Tenedon:
Anipec 31eKTpOHHO# [OYTHI:

Yuacrauk (IopuanyecKkoe JIHIO)

MecTo HaxoXIeHHUs:
HMHH:

KIIIT:

OI'PH:

bankoBcKkH€e peKBH3UTHI:
baHk nonydarens:

p/c:

K/c:

BbUK:

Tenedon:

Anpec 3neKTpOHHOM! TOYTHI:

HpeacraBuTeib YuacTHHKA
(ropuauyeckoro JIHLA) no
JAOBEPEHHOCTH

JosepeHHOCTB (HOMED, aTa)
Tenegon:

YuacTHHK (MnauBHAYaNbHBbIH
npeanpHHHAMATEb)

Anpec peructpanum:
Anpec MecTa XHUTEIbCTBA!
WHH (npu Hanuuum):
OI'PHUIL:

baHKOBCKHE pEKBU3HTHI:
bank nonyuarens:

p/c:

K/c:

BUK:

Tenedon:

AJpec 3N1eKTpOHHO! IOYTHI:

IlonHoe HauMEHOBaHHE

IOpUANICCKOrO Thla

Qamunus, HMA, OTYeCTBO (mpH
HaJIMYHH)

@QaMunusa, HMsA, OTYECTBO (mpH
HAJIMYHH) HHJMBHIYAJILHOT'O
IpeAnpHHUMATENA




HpeacraBurenb YuacTHHKA
(MHAEBHAYANBHOTO
npeanpHHHUMATEJIN) no
JAOBEPEHHOCTH

HoBepeHHocTh (HOMeED, AaTta)
Tenedon:

YuyacTHHK

Anpec B crpaHe
(uHKOpTIOpAIHH):
PervcTpaunoHHBIH HOMEpP B CTpaHe
perucTpauuy (MHHKOPIOpalyH):
Kon Hanoromnarensiuka B CTpaHe
perucrpauuy (MHKOpIOpaLuH):
bankoBckre peKBH3UTHI:

Tenedon:

Anpec 3neKTpOHHON NOYTEI:

perucTpanuu

IIpeacTaBHTENLCTBO Y4YACTHHKA

Ha  TeppuTopHH Poccmickoi
®enepannu

B uue pykoBogutens (riaBbl)
[IPE/ICTaBUTEIbCTBA

MecTo HaxOXeHHS:
Howmep 3anucu 06 akkpeauranym:
HWHH:

KIIIT:

baHKOBCKHE pEKBH3HTHI:
bank nonyuarens:

p/c:

K/c:

BUK:

Tenedon:

Anpec 3neKTpOHHOH MOYTEHI:
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®amunusi, HUMsA, OTYECTBO (MpH
HaJIMYHH)
[MonuoE HauMEHOBaHUE

HHOCTPAHHOI0 OPHIAHYECCKOTO JIMIa

ITonnoe HalMeHOBaHHe
IPEJICTABUTENIECTBA HHOCTPAHHOIO
IOPUAHYECKOrO JIMIA

®amunus, HMA, OT4eCTBO (MpH
HaJIMYXH)




IIpunoxenue Ne 1

K THIIOBO# (hopMe A0roBopa

0 NPEJOCTABIEHUIO YCTPOWCTBA PEerrCTpaluu
SMHCCHH cybnexTam obpaienus
JIeKapCTBEHHBIX CpencTB nyTem
IPEJOCTaBICHUS YJal€eHHOr0 JOCTyIa K HEMY
Ha 6e3B03ME3IHOH OCHOBE,

YTBEPKJIECHHOM MPUKA30M

Mpunnpomropra Poccun

OT « 2% ceresiedf? 2019 1. Ne 9345

3anBKa
YuacTHHKA 0 npeJoCcTaBJeHHH NPaBa nojab3oBaHus OGopyroBaHHeM nyTem

NpeIOoCTaB/IeHHN YIa/eHHOro JocTyna K Hemy no loroBopy ¢ o6imecrBom ¢

OrpaHH4YeHHOH OTBeTCcTBeHHOCTbIO «Onepatop-LIIPIIT»

(nonHOE HaMEHOBaHHE FOPHANYECKOTO JHNa / HhaMUIKA, MM, OTYECTBO (IIPH HATHYHH )
AHJUBHYaJIbHOTO NIPEANPHHAMATENS / AN HHOCTPAHHBIX OpraHu3alMii, IEHCTBYIOIHMX B JIHIIE CBOUX
TIPEACTABHUTENLCTB HAa TeppuTopuu Poccuiickoit ®deaepanyy: NojIHOE HANMEHOBAHUE HHOCTPAHHOM
OpraHM3aliiM U €€ MPECTaBUTENLCTBA Ha TeppuTopuH Poccmiickoit ®denepanuu, hamumms, uMms,
OT4YECTBO (MIPY HAJTMYMK) PYKOBOAUTENA (IJI1aBBI) IPEACTABHTEIILCTRA)

OT UMEHM KOTOPOro AeHCTBYyeT ,

(nomxHOCTH (TIpY HANWYMK), paMuITHsl, UM, OTIYECTBO (IIPH HATHYHMH)

Ha OCHOBaAHHUHU

b

(npaBoycTaHaBIMBAIOIMH JOKYMEHT (YCTaB) MM JIOBEPEHHOCTH (KX PEKBH3MTHI)/ IS NpECTaBATENEH
MHIMBHIYAIBHBIX IPEIPHHAMATENCH: JOBEPEHHOCTh (PEKBH3HTSHI) / AJIi HHOCTPAHHEBIX OpraHH3aliyii,
ACHCTBYIONIMX B JIMLIE CBOMX IIPEICTABUTENLCTB Ha TeppuTopun Poccmiickoit depepanun: 10BEPEHHOCT

(pexBH3UTHI)
IPOCUT Ha ycnoBuax JloroBopa no mpefoCTaBiIECHHIO YCTPOKCTBA PErUCTPAIiMU SMUCCHH
IyTeM NpPEeNOCTABICHUSA YAAJNCHHOIO [OCTyNa, 3aKIIOYEHHOro ¢ OOLIECTBOM ¢
OTpaHM4EeHHOH OTBETCTBEHHOCTBIO «Oneparop-L[PIIT», npenocraButs Y4acTHHKY NpaBo

none30Banus cnenyromuM O6opynoBaHKEM MyTeM NPENOCTABICHHS YAAIEHHOrO JOCTYIA

K HEMY:




Ne HawnmeHoBanue:

1 O6opynoBanne:

YcTpolicTBO perucrpanuu MHCCHH

WHH/KITTT/OI'PH:

OI'PHMIT (s vHAMBUAYaNBHBIX TIPEANIPUHUMATEIIEH):

PerucrpauyoHHBI HOMED MHOCTPaHHOM OpraHM3alMd B CTPAaHE PETHCTPALUH
(unKkopnopauuy) /HoMep 3amucH 00 aKKpeAWTaUMM IIPEACTABUTENbCTBA HA

teppuropur  Poccuiickoit ®enepauuu (I8  HWHOCTPAHHBIX  OpraHH3aLuii):

Anpec IIpOPIBBOlICTBCHHOfI ILTOIMAAKH:

KourakTtHebiii TenedoH:

Anpec 31eKTpOHHOH NOYTHI:

3asiBKa 3anojiHAETCS Y4YaCTHMKOM Ha Ka)Xbli aipeCc Me€ECTa OCYLICCTBJICHUA

JHOCH3UPYEMOT0 BHAA NCATCIBHOCTH B COOTBETCTBUMU C IUHEeH3ued YYacTHHKA.

YYACTHHK

ML.IL (npu Hanu4un)

« » 20 T.




IIpunoxenue Ne 2

K TUNIOBOH (opMe JoroBopa

[0 MPEAOCTABJICHUIO YCTPOUCTBA PETUCTpAIIH
SMHUCCHH cybbekTam obpaieHus
JIEKapCTBEHHBIX CpeACTB HyTeM
NPEJOCTAaBIIEHUs YAANEHHOTO AOCTyNa K HEMY
Ha 0e3BO3MEe3/IHOH OCHOBE,

YTBEP)KICHHOM IPHUKa30M

Munnpomtopra Poccun

OT « D5 cererebpy 2019 1. No 548~

YBeaomienue
0 IPEAOCTABJICHHH YYacTHHKY npasa nojab3oBanus OGopyaoBannem nyrem
npeaocTaB/ieHus yaanenHoro nocryna k O6opyaosannio no lorosopy c o6mecrBom
€ orpanH4eHHoOH oTBeTcTBeHHOCTHIO «OnepaTop-LIPIIT)

ObmectBo ¢ orpaHuyeHHO# oTBeTcTBeHHOCTBIO «Omeparop-LIPIIT» (manee -
Onepatop) Ha ocHoBaHmu JloroBopa 1o NpPeJOCTaBIEHHIO YCTPOMCTBa pErHCTpaliu
3MHCCHH IIyTEM IIPEIOCTaBICHN YJAIEHHOr0 A0CTyNa K HeMy (nanee — O6opynoBaHue) Ha

0e3B03Me3qHOM OCHOBE, 3aKJIFOYEHHBIM c Y4acTHHKOM -

(s JOpHAWMYECKMX JIML: TIOJJHOE HaWMMEHOBAHHE  IOPUAMYECKOro  JIHIA//Jis
UHINBMIYAJIBHBIX NpEANPUHHMATEICH: GaMumius, UMs, OTYECTBO (NpH Hauuyuu)/ s
HHOCTPAHHBIX OpraHu3alyii, AEHCTBYIOIUMX B JHIE CBOUX IPEICTaBHTENBCTB Ha
Tepputopuu Poccuiickoi denepaiyu: noiHOe HAUMEHOBaHWE MHOCTPAHHOM OpraHu3aIuy

u ee IIpeICTaBUTENBCTBA Ha  TEpPpUTOPUH Poccuiickoit ®enepauuu),

U B COOTBETCTBUH C 3aBKOH Y9acTHUKA MPENOCTABISET:

Y4acTHUKY NpaBO MONb30BaHHA (YKA3BIBAIOTCS CCBUIKM HA TOPTAN) CIEyIOLUM




- O6opynoBaHHEM:

OIIEPATOP

/ /

M.IL (npu Hanuyum)

« » 20 .




IIpunoxenue Ne 3

K TUIIOBOH (hopMe J0roBopa

10 NPENOCTABIEHUIO YCTPONHCTBA PerucTpaliu
SMHUCCUHA cyOBeKTaM obpatuenus
JIEKapCTBEHHBIX CpPEACTB HyTEM
NPEJOCTAaBIICHUS YAAJNEHHOTO AOCTYNa K HEMY
Ha 6€3B03ME3IHOI OCHOBE,

YTBEPKACHHOU IIPUKA30M

Muunpomropra Poccuun

OT « 8 » cex7edhs 2019 1. No S48

TpeOoBaHnus K yCJI0BHAM HCNOJIL30BAHHS
O6opynoBanus

I. besonacnocTh B cerMeHTe B3aMMOJEHCTBHS aBTOMATH3HPOBAHHOM cucTeMbl
ynpaBJ/IeHHSl TEXHOJIOTHYEeCKHMH NPOLecCaAMH € YCTPOHCTBOM perucTpauiy SMHCCHH

1.1. CermeHT B3aMMOZEiCTBUS aBTOMATH3UPOBAHHOM CHUCTEMbl YyIpaBieHHA
TEXHOJIOTMYECKUMH TpoueccaMd YuactHuka (mamee — ACVTII) c ycrpoiictBoM
perucrpauun >Muccun (nanee — ObopynoBanue) A0JKeH OBITh 3alIUIIEH CTaHAAPTHHIMH
cpeactBamMu HTTPS mmdposanus tpapduxa.

II. Pexxum sxcmryarannn O6opyaosanus. TpeboBanus k ncnoab3zopanuio CY3

2.1. VY4aCTHMKY MNpeNOCTaBIfA€TCA JAOCTyIl K TMOJHOCTBIO MOATOTOBJICHHOMY
s sxcryatauud O60pyaoBaHHIo.

2.2. Oxcrnamyatauuss OOGopyoBaHHS HOJDKHA OCYIIECTBIATHCH C COOMIOAEHHEM
CEAYIOMIHX MPABKIL:

2.2.1. Oxkcnnyarauuss OOopynOBaHMS AOJDKHA OCYIIECTBISTHCA B COOTBETCTBHH
¢ IlpaBunamu.

2.2.2. loctyn k nNporpaMMHOMY HHTepdeiCy CTaHLMH yIpaBleHys 3aKa3aMu (Jajee
— C¥3) npepocrasisercs TOIBKO YYaCTHHKY.

2.2.3. ObopynoBanne u CY3 [IOJDKHBI KCIOIB30BATHCH YYACTHHKOM IS HYX1
COOCTBEHHOH XO3HCTBEHHOM AEATEIBHOCTH.

2.2.4. Bzaumopeiictue ¢ OGopynoBanueM ocymiecteasercss mocpeactsom CY3,

TpaBo Ha MUCIOJB30BaHKUE KOTOPOH npesocTasisercs OnepaTropoM 6e3B03ME3NHO CPOKOM
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Ha nepuoj aedcTBus JIoroBopa MM MOCPEACTBOM HHOTO MPOrPaMMHOr0O obecmeueHus,
obecneynBsaromero uaTerpanuo OGopy0BaHus ¢ POrPaMMHO-aNNaPaTHBIM KOMILIEKCOM
Y4acTHHKa U QefepanbHOR rocyapCTBEHHOM HHPOPMALMOHHON CHCTEMOR MOHUTOPHHIA
ABH)KEHHS  JIEKAPCTBEHHBIX MPENaparoB AiAA MEAULMHCKOTO IpPHUMEHEHHs  OT
NIPOM3BOJUTENA 10 KOHEYHOIo IHOTpeOWTeNss C KCIOJB30BAHHEM B OTHOLICHUH
JIEKaPCTBEHHBIX HNPENapaToB Ui MEIULIMHCKOIO IIPUMEHEHHUs CPEICTB MACHTH(OHKALMH
(nanee — Cucrema MIUJII).

III Texamueckne xapakrepuctaku OGopyroBaHus NPH SKCIVIYaTAIIHHA

3.1. MakcuMalbHOE KOJNMYECTBO KOJOB MApPKHPOBKH B 3asBke Ha uX
npenocrasienue— 150 000 (cTo naTsaecsAT THICAY);

3.2. MakcuManbHOE  KOJNMYECTBO TOBAPHBIX  HOMEHKJIATYp B  3asBKe
Ha NpeIoCTaBICHUE KOJIOB MapKUpoBKH — 1 (0aHa);

3.3. MakcumManbHOe KOJIMYEeCTBO XpaHHUMEIX 3aka3oB ~ 100 (c10);

3.4. MaxkcuMaibHOEe KOJNMYECTBO XPaHHMMBIX KOIOB MapkuposBku - 15000 000
(naTHAAATH MUJUIHOHOB).

3.5. Ilpu B3anmopeiictBun ¢ O6opynoBanueM Y4acTHHK 00s3aH:

3.5.1. 3akpeite B ynanute u3 OOopynoBaHus 3asfBKy Ha NMPEAOCTABJIEHHE KOJOB
MapKUpOBKH IyTEM OTNPABKH COOTBETCTBYIOWIEH KoMauab! yepe3 CY3 nmudo ¢ noMoinsio
MHOIO NpOrpaMMHOro obecmedeHus, odecrneunBaroliero wuHrerpaumio O6opyaOBaHMA
C MpPOTrpaMMHO-aNIapaTHEIM KoMILIekcoM Ydactauka U Cuctemoit MJUJITL, npu:

NOJHOM BBIOOpKE yKazaHHOW 3asfBKH, TO €CTh NPH HCIONL30BAHMM /ISl HAHECEHHS
Ha TOBaphl (YNAaKOBKM TOBapa) CPEACTB WACHTH(DUKALMM BCEX KOIOB MapKHUPOBKH,
nepenanHsix eMy OnepaTopoM B paMkax ofHoi 3asBky (oHas BEIGOpKa 3asBKH);

4acTHYHOM BRIOOpKE 3asdBKH, TO €CTh NIPH UCIIOJb30BAHMH JUIS HAHECEHHS HA TOBAPHI
(YnakoBKy TOBapOB) CPEICTB MAEHTH(DMKALMA HE BCEX KOJOB MAPKMPOBKHM, NEPENAHHbIX
eMy OmeparopoM B pamkaxX ofHOM 3asBKH, eciiM YYaCTHMK IIPHHSI pelleHUe
HE MCIOJIL30BaTh KOABI MApKUPOBKH MOJIHOCTHIO UJIM B YaCTH.

3.5.2. He pomyckaTh NpEBHIIICHHS MAaKCHMAIbHOIO KOJIMYECTBA XPaHUMBIX

B OG6opynoBanni 3asBOK Ha NpPENOCTAaBICHHE KOIOB MAapKMPOBKH (MAKCHMATbHO

AOMYCTHMOE KOIHYECTBO 3ai4BOK).
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3.5.3. OGecneuntb, 4ToOBI KOJMYECTBO XpaHUMbIX B OOOpYyHOBaHHH KOIOB
MapKHMPOBKH He IPEBHIIIAI0 HX MAKCUMAIBHO JOIYCTHMOTO KOJIHYECTBa.

3.5.4. He npeBbiiiaTh MaKCHMAbHO AOMYCTHMOIO KOJIMYECTBA KOJOB Mapxnpoakn
B paMKax OHO 3asaBKH. |

3.5.5. Ilpy HaHECEHHHU Ha FOTOBYIO IPOAYKUHIO OTCHUIATh OTYETHI 00 UCIOIB30BaHHH
KOZOB MapKHUPOBKH.

IV. IlpaBnaa xpaHeHHS H HCNOJIb30BAHHS KOJOB MAPKHPOBKH

4.1. Kons! mapkupoBku (nanee — KM), Bkiodaroinue B cebst HAeHTH(HUKATOP KITIOYa
NOANMKUCH M KOA mpoBepkd (kpunro-yactb KM), XxpaHATCS B Yy4eTHOH cucTeMe
i ACYTII YyacTHiKa TONBKO B IIpoLiecce MPOU3BOACTBEHHOrO 1iuKia. [Tociie oTnpaBku
oryeta 00 ucnosnb3oBanun (HaHecenun) KM xpunro-yacte JoKHA OBITH yHaneHa.
Xpanenue KM, Bkimodaromux B ceGs KpHUIITO-4acTh, NOC/IE HX HAHECEHHS HA TOTOBYIO
NPOJAYKIMIO ¥ OTIPaBKH 0T4eTa 00 HCTI0IB30BaHMH KOOB MapKUPOBKH, B YYETHOM CHCTEME

unu ACYTII YyacTHuKa 3anpelieHo.




