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Mocksa

06 yrBepaxnennn THNOBOI (pOPMBI 10r0BOP2 MO NPEAOCTABIEHHIO YCTPOICTBA
PErucTpanuy SJMHCCHH CyObeKTaM 00paleHHs IeKAPCTBEHHbIX CPEICTB NyTeM
NpeJoCTaB/IeHHs YIAJeHHOr0 JOCTYNna K HeMY Ha 0e3B03Me3HOi OCHOBE

B coorserctBuu ¢ myHkToM 9 IlonoxeHHs 0 cHCTeME MOHHTOPHMHIA JBHXEHHMS
JCKapCTBEHHBIX IIPENapaToB Ui MEIMLMHCKOTO TMPHUMEHEHHS, YTBEPXKIEHHOIO
nocraHosiaeHueM Ilpasurensctsa Poccutickoit @enepaunu ot 14 nexadbps 2018 r. Ne 1556
«06 yrBepxnenuu IlooXeHHs O CHCTEME MOHHTOPUHIA IBUXKEHHS JIEKAPCTBEHHBIX
npernaparoB Uil MeJUUMHCKoro mnpumeHeHus» (CoOpaHue 3aKOHOJATEILCTBA
Poccuiickon ®enepannu, 2018, Ne 53, ct. 8641), npr ka3 b Bao:

YTBepAWTL MpHUIaraeMyl0 THUHOBYI0 (GOpMy JOropopa IO IPEXOCTABIECHHUIO

YCTPOHCTBa pEruCTpaLiii SMHUCCUH CyObeKTaM OOpallleH!s JIEKAPCTBEHHBIX CPEACTB MyTEM

NpeaoCTaBJICHHS YAAJICHHOTO J0CTylla K HEMY Ha 663803M€3)1HOI71 OCHOBC.

Bpuo Munuctpa C.A. 1lpi6




YTBEPX/IEHA

npuka3zoM Munnpomtopra Poccun

Mpﬁ?;w@&% 191. No K25

Tunosasi ¢popma 10roBopa no NpeJ0CTaBJAEHAI0 YCTPOHCTBA PerucTpaidd IMHCCHH
cy0beKTam 00palleHns JieKkapCTBeHHbIX CPEACTB MyTeM NpPeloCTaB/ieHH A
YAAJICHHOT0 A0CTYNa K HeMy Ha 0e3B03Me3JHO# OCHOBe

r. MockBa

O6IIecTBO C OrpaHMYEHHOHM OTBeTcTBEHHOCTHIO «Omneparop-LIPIIT»! (manee —

Oneparop), OT IMEHH KOTOPOr'o JEHCTBYET

(nomxHOCTB (IpH HAJIM4YKK), PaMUITHS, UMS, OTHECTBO (IIPH HAJIMYMH)

Ha OCHOBaHUH )

(IpaBOyCTaHABIMBAIOLIAI JOKYMEHT (YCTaB) WM JOBEPEHHOCTD (MX PEKBH3HUTHI)

C OIHOY CTOPOHBI, U ,

(M0J1IHOE HAMMEHOBAHHUE IOPHAMYECKOTO KA / HaMHUIIHS, UM, OTYECTBO (IIPH HATMYHH)
MHIMBH/YaIbHOTO IPEANPUHAMATENS) / U1 HHOCTPAHHBIX OpPraHHu3aluil, IEHCTBYIOIMX B JIMLE CBOUX
IPENCTABUTENLCTB Ha TeppuTopun Poccriickoi denepanun: NOJHOE HAMMEHOBAHHE MHOCTPAHHOH

OpraHH3alliy U €€ NPEICTABATENLCTBA Ha TeppuTopur Poccuiickoil ®eznepanun)

OT HMCHH KOTOpPOIo HeﬁCTByeT

(nomxkHOCTH (IpH HATHYMH), GaMIIIHS, UMSI, OTIECTBO (IIPH HATHYHH)

Ha OCHOBAaHHUH

(1S FOPHAMYECKHX JIHII: TIPAaBOYCTAHABIMBAIOLIKI JOKYMEHT (YCTaB) MIIM JOBEPEHHOCTD (MX PEKBU3UTHI)
/ AnA IpeCTaBUTENEH MHAMBAIYATLHBIX NIPSATPHHEMATENCH: JOBEPEHHOCTD (DEKBU3HTHI) / AUIst
MHOCTPAaHHbIX OpPraHu3al|i, IeHCTBYIOIKX B JIMLIE CBOMX NPEJCTABUTENLCTB HA TEPPUTOPHH

Poccuiickoit ®enepanun: 10BEPEHHOCTH (PEKBH3UTHI)

(,uanee — ancmmc), SABJISIACH SMHUTCHTOM CpE€ACTB I/IlIeHTIrI(bI/IKaLII/II/I — IPOU3BOAUTEIIEM

1 B cooTBeTCTBHM C pacniopsmxenneM Ilpasutenscta Poccuiickoit ®enepaumu ot 18 nexabps 2018 r. Ne 2828-p (Cobpanue
3aKkoHoJaTenbCTBa Poccuiickoii ®enepaumu, 2018, Ne 53, c1. 8734) 061uecTBO ¢ OrpaHUIEHHOM OTBETCTBEHHOCTHIO «Ormeparop-
LIPIIT» ymoJHOMOYEHO Ha OCYIIECTBIEHHWE (YHKUMH omepaTopa CHCTEMbl MOHHMTOPHMHIA [BIDKCHUS JIEKAPCTBEHHBIX
[penapaToB sl MEAMUKHCKOTrO IIPUMEHEHUS]




JIEKAPCTBEHHBIX CpEACTB, 3apE€TUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOIATEIBCTBOM

Poccuiickoit ®enepanyu, npyu OpOU3BOACTBE JIEKAPCTBEHHOIO Npernapara Ha TEPPUTOPUU
Poccuitckoit @enepanumn, wunM gepxarteneM JuOO BIaAeNbLEM PErUCTPALIMOHHOTO
YAOCTOBEpPEHHUS JIEKapCTBEHHOIO Ipenapara, 3aperdCTpUPOBaHHBIM B COOTBETCTBUU
¢ 3akoHozarenbCcTBOM Poccuiickoi @enepauny, NpU NPOU3BOJCTBE JIEKAPCTBEHHOIO
npenapata BHe Tepputopuu Poccuiickoii ®enepanuy, WA IPEACTaBUTENHCTBOM
MHOCTpaHHOW opraHu3auvu Ha teppuropun Poccuiickoli @exnepauyy, SBISIOLIENHCS
nepxaresneM Ju00 BIAJENbLEM PETHCTPALIMOHHOTO YAOCTOBEPEHHUS, - MPH MPOU3BOACTBE
JIEKapCTBEHHOIO Ipenapara BHEe TeppuTopuu Poccuiickoit denepanuu, B COOTBETCTBHH C
nocraHoBieHueM IIpaButenbcTBa Poccuiickoit ®enepanuu ot 14 nexabps 2018 r. Ne 1556
«O6 yrtBepxkaeHuu I[lonoxeHus O cuUcTeME MOHUTOPHUHIA ABM)KCHUS JIEKapCTBEHHBIX
npenaparos Ui MeAUUHCKoro npuMeHeHus» (Cobpanue 3akoHoaatenscTBa Poccuiickoi
@epnepanuy, 2018, Ne 53, ct. 8641), ¢ npyroit cropons! (nanee - CTOpOHbI), 3aKIOYHIN
JOrOBOp MO MPEAOCTABIEHUIO YCTPOUCTBA PETHCTPAllM SMUCCUU cyOBeKTaM oOpaieHus
JIEKapCTBEHHBIX CPEACTB IyTEM IMPEJOCTAaBIECHUS YIAJI€HHOIO JO0CTylla K HEMy Ha

6e3B03Me3/1HO# OCHOBE (Hanee — J[oroBop) o ClieIyromeM.
I. IIpeamet loroopa

1.1. Omnepatop ob6s3yercs Ha O€3BO3ME3AHON OCHOBE IyTEM IIPENOCTABICHHUS
yOANEHHOTO JOCTyNa MNpedOCTaBUTh Y4YacCTHUKY IIpaBO I0JIb30BAaHUS yCTPONWCTBOM
peructpaimu smuccuu (nanee — O6opynoBanue), a Y4acTHUK 00S3yeTcsl 10J1b30BaThCI UM
B COOTBETCTBHH C yclloBusIMH JloroBopa.

1.2. ObopynoBanue sBusercs codcTBeHHOCTHIO Oneparopa, HaxoauTcs y Onepatopa

¥ BO BJIaJIcHUE YYacCTHHUKY He NepeaeTcs.
I1. BzaumopeiicrBue Cropon

2.1. OnepaTop npuHUMaET Ha cebst ClieAyIOIHKE 0053aTeNbCTBA:

2.1.1. TlpenoctaButh Y4acTHHKY IpaBO mojb30BaHds OGOpYJOBaHHEM IyTEM




NPEAOCTABIICHUs yaaieHHoro nocryna k ObopynoBanuto B TedyeHue 30 KaneHIapHbIX JHeH

C Jarbl DONy4eHUs OT VYyacTHHKa 3asaBku (mpunoxenue Ne 1 x J[lorosopy)
O IIPelOCTaBICHHY NpaBa nojs3oBanus O6opynoBanueM (nanee — 3asBKa).

2.1.2. Ilocne nonydenus 3asBku OnepaTop HanpaBiseT Y4YacTHUKY YBEIOMIICHUE
(mpunoxenne Ne 2 x J[loroBopy), conepxaiiee HHQOpPMAaNUIO MO TOAKIIOYEHHIO
k O6opynoBaHuIo.

VBeoMmneHue  HamnpaBisSeTCs  YYAaCTHHKY  CIMOCOOOM,  NPeAyCMOTPEHHBIM
HOJINYHKTOM «6» myHkTa 9.2 Jlorosopa.

C nmathbl HanpaBJIeHUsl YKa3aHHOIO B HACTOSINEM IIYHKTE YBEIOMIIEHUs Y4aCTHUKY
IpefoCcTaBiseTcs MnpaBo Iosib3oBaHus OOopynoBaHueM MyTeM IPeIOCTABICHUS
yAaJIEHHOT'O JOCTyNa K HEMY.

2.1.3. 3amenuts O60pyaoBaHue Ha 000pyAOBaHHE C AHAIOTHYHBIMA TEXHUYECKHUMHU
XapaKTepucThkamu (nanee — AHanoruysoe OO60py1oBaHHE) B CIEAYIOIIMX CllydasX:

a) ucteyeHus cpoka cinyx6s1 O60pynoBaHus;

6) HepaborocnocobHocTH O60pYAOBaHUS.

B nenp ocymectBinenus 3ameHnl O6opynoBanus Ha AHanoruyHoe OO6opynoBaHue
Omneparop yBegomiser 06 3ToM Y4yacTHHKA CIOCOOOM, NMPEAYCMOTPEHHBIM MOAMYHKTOM
«6» mnynkta 9.2 JloroBopa, W NpEeAOCTaBIseT YYacTHUKY IpaBO MOJB30BaHUS
AmnanornuasiM O60pynOBaHHEM.

IlpaBa u obs3anHocT CropoH B oTHomeHuH AnajorumdHoro OOopymoBaHHS
IIPH €ro UCIONb30BAHUN OCYLICCTBISIOTCS B MOPSAKE M HA YCIOBHSX, MPEyCMOTPEHHBIX
Horosopom s O6opyaoBaHus.

Ilpu ocymectBnenun 3ameHsl O6opynoBaHus Ha AHanoruuHoe OG6opymoBaHHe
3asBka YuacTHukoM OnepaTtopy He HampasJIseTcs.

2.1.4. OcymecTBisaTh OOHOBIEHHE NporpaMMHOro obecrnedenus Q6OpymOBaHHS.
O nmpencrosmem OGHOBIEHHHM IpOrpaMMHOro obGecneuenuss OnepaTop YBEAOMIISET
Y4yacTHHKa cnocobamu, NpefyCMOTPEHHBIMM IOANYHKTaMH «a», «O» mHyHKta 9.2

Horogopa.

2.1.5. IlpoBoauTh periameHTHOE OOGCIYXHBAaHHE H TEXHUYECKYIO MOIAECPKKY

O6opynoBanus.



2.2. Oneparop BIIpase:

2.2.1. Tpeboate oOT VYuacTHMKa COOMIOAEHHUS TOJNIOKEHUHA HHCTPYKLUH
T0JIb30BATEIsi U HHOM TEXHUYECKOU IOKYMEHTAIMH, Pa3MEILEHHOH Ha OQULIMaIbHOM CaiTe
Onepatopa B  HHGOPMAIIOHHO-TENIEKOMMYHHKAIIMOHHOH  cetH  «MHTepHET»
(manee — Caiit Oneparopa) u (1) B (hegepaibHON rocyaapcTBEHHON WHGOPMaILHIOHHOH
CUCTEME MOHHMTODHHIa [BIKEHHUS JIEKAPCTBEHHBIX MpPENApaToB Uil MEAMLIMHCKOIO
NPUMEHEHUS OT IPOHU3BOIUTENS [0 KOHEYHOro NOTpeOHTENss C HCIONB30BaHUEM B
OTHOILIEHHH JIEKAPCTBEHHBIX TMpenaparoB Ui MEAULMHCKOIO IPUMEHEHUS CPEICTB
uaentudukanuu (nanee — Cucrema MJIJIIT).

2.2.2. llpuBnexkatp 0e3 coryacusi Y4YacTHHKA TPETBUX JHIL Ul HCIIOJHEHHUS
obszarenbcTB 1o JloroBopy, mnpu 3toM Omeparop Hecer 1mepes Y4YaCTHUKOM
OTBETCTBEHHOCTB 3a JAeHUCTBUA NpUBIeYeHHBIX OnepaTopoM TPEThHX JIML.

2.3. Y4acTHHUK NpHHUMAET Ha cebs cienyrolue 0053aTebCTBa:

2.3.1. OcymecTBUTh HEOOXOOMMBIE ¥ JOCTAaTOYHBIE JEHCTBUS, CBS3aHHbIC
C NOJKIIOYEHHEM CBOETO0 NPOrpaMMHO-AIIIapaTHOIO KOMIUIEKCAa K KaXAOH eIMHHMIE
OGopyoBaHus, corjiacHO TpeOOBaHUsAM, yKa3aHHBIM B puiioxkeHuu Ne 3 x Jlorosopy.

2.3.2. Yeepomiats OnepaTopa He MO3AHEE OJHOr0o pabovyero AHs ¢ 1aThl IIOJyYEHUs
oT Oneparopa YBenomiienus (npunoxkenne Ne 2 x JloroBopy) o Hagaje MCIONb30BaHUA
O6opynoBaHnusi. YBenomiieHnune HanpasJsieTcs Oneparopy cnocobamy,
NIpEAYCMOTPEHHBIMH NMOAYHKTaMH «a», «O» myHkTa 9.2 Jlorosopa.

2.3.3. Hcnonw3oBate OO60pynoBaHME B COOTBETCTBUM C €ro Ha3HA4YEHHUEM,
TpeOOBaHUSAMU MHCTPYKIMH TOJB30BATENII W HMHOM TEXHHYECKOW HOKyMEHTALHUEH,
pasmelnenHoi Ha Cadite Oneparopa u (win) B Cucreme MJIJII, a Takxe B COOTBETCTBHH
¢ TpeOOBaHMAMH K YCIIOBHSAM HCMOJb30Banusd O00py10BaHMs COrTIACHO MPUIIOKEHHIO Ne 3
k Jlorosopy (nanee Bce nepedncieHHble JOKYMeHThI — [IpaBuia).

2.3.4. Yeenomuts OnepaTopa 0 HEBO3MOXHOCTH NOAKIIOUEHUs Kk O6OpyJ0BaHHIO,
a TaKkke o HepaborocnocobHocTH OOOpPYHOBaHHS M HEOOXONMMOCTH HOAKTIOYEHUS
pesepBHOro 060pynOBaHHs B COOTBETCTBUM ¢ pasmenom III Jlorosopa. YBemomieHus
NpelOCTaBIsIOTCS  YuyacTHUKOM Omneparopy He MO3[HEE ONHOIO 4Yaca C MOMEHTA

BBISBJIEHHA Y4YaCTHHKOM YKa3aHHBIX OOCTOSITENBCTB CIOCOGOM, MpeNyCMOTPEHHBIM



MOJIIYHKTOM «a» IyHkTa 9.2 Jlorosopa.

2.4. Y4acTHHK BrpaBe ucnoias3oBaTh OOopyoBaHHE B MOPSJKE U HA YCIIOBHSX,
IIpelyCMOTPEHHBIX JloroBopoMm.

2.5. Wnble npaBa u o6s3anHOCTH CTOPOH:

2.5.1. Kaxpas u3z CTOpoH caMOCTOATENBHO W 3a CBOM cueT obecre4uBacT
6€30MaCHOCTh CBOMX IPOrPaMMHO-AITIAPATHBIX KOMILIEKCOB M HHOOPMALIMOHHBIX CHCTEM,
3a/1eCTBOBAHHBIX pH MH(QOPMaIMOHHO-TEXHOJIOTHIECKOM B3aUMO/IEWCTBHH
1o JloroBopy, 1 CaMOCTOSITEIHO HECET PUCKHU, CBA3aHHBIE C HEMTPABOMEPHEIM AOCTYIIOM
TPETbUX JIML K TaK¥MM I[POrpaMMHO-alapaTHbIM KOMIUIEKCaM H HH(OPMAIMOHHBIM

cucTemam.
I11. PesepBHOe 000py10BaHue

3.1. Ogna equnnia O6opyaoBanus (aanee — peseppHoe O60pyIOBaHHE) HAXOTUTCS
y Omnepatopa B HENOJAKIIOYEHHOM pexXHMe, O00eCHeYMBaIOLIEM BO3MOXXHOCTh
MOAKMIOUEHHs pesepBHOro O6opyzoBaus OnepaTopoM B KayecTBE OCHOBHOTO
Ob6opynoBanuss B ciydae HepabOTOCIIOCOOHOCTH WM HCTEYEHHS CpPOKa CIIYXKObI
O6opynoBanus.

3.2. B nenp noaxmouenus Oneparopom pesepBHoro O6opyIoBaHHS B KauecTBe
OCHOBHOTO O6opy1103aHu;i Oneparop npepocraBiser Y4YaCTHHKY MpaBO MOJIb30BaHUS
pesepBHeIM  O6opynoBaHMEM  TyTEM  HaNpaBi€HHs  YBEJOMJIEHHS  CIOCOOOM,
MPEeAYCMOTPEHHBIM MOAIIYHKTOM «a» IyHkTa 9.2 Jlorosopa.

ITpn noxkmouenun pesepsHoro O6opynoBanus 3asBka YuacTHukoM Omneparopy
HE HaIpaBIsAeTCS.

3.3. TpeboBaHus K HCIOJB30BaHUIO Y4aCTHHKOM pesepBHoro O6GopynoBaHus

aHAJIOTUYHEBl TPEOOBaHUAM, YCTAHOBIEHHBIM 11 O00py 10BaHMS.
IV. Ilpoune ycnosus

4.1. Yuactaux pmaer cormacue Omepatopy Ha mepemady OHepaTtopoM Bcex npas
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U obs3anHocte mo JloroBopy (mepenada AOroBopa) HOBOMY YAacTHOMY IapTHEPY
wm Poccuiickori ®Penepanuy, COOTBETCTBEHHO, B Cliydae 3aMEHBl YaCTHOTO MapTHepa
B COTJIAIIEHUMH O TOCYyAapCTBEHHO-YACTHOM TNIApPTHEPCTBE B OTHOLIEHHH OOBEKTOB,
IpeAHa3sHAYeHHbIX Uil obecrneyeHHss MapKUPOBKH OTHAENBbHBIX BHJOB TOBapoOB
M MOHUTOpPHMHTa HX o00OpoTa, WJIM TpH TNpEeKpalieHHH YKa3aHHOrO COIJIalieHUs
0 rOCy1apCTBEHHO-4YaCTHOM NapTHEPCTBE.

4.2. Oneparop Brpase pacnopsokaTecs O6opyaoBaHueM Oe3 coriacusi Y4acTHHKa,
B TOM YHCJI€ IIPOM3BECTH OTuyXAcHUe O60py0BaHKs TPETHUM JuLiaM. B cnyuae nepexona
npasa cobcTBeHHOCTH Ha O6Opyt0BaHue K APYTOMY JIHIlY B PE3yJbTaTe BO3ME3HOIO MK
Oe3Bo3me3HOro orayxaerus O00pya0BaHHUsA, K HOBOMY COOCTBEHHHKY MEPEXOAT MpaBa
u o6s13aHHOCTH 1O JloroBopy.

4.3. Oneparop Bipase 0e3 cornacus YuacTHrKa nepenasars O60pynoBaHue B 3aJI0T,
UHBIM 00pa3oM oOpemensiTe OGOpynOBaHKE NpaBaMH TPETHUX JIHII.

4.4. PernameHTHOe 00OCny)XHBaHWE M TexHM4Yeckas mounepkka (OOopynoBaHus
ocymecTrisercs OnepaTopoM B Te4e€HHE CpoKa JeiicTBus Jlorosopa.

4.5. VBenomneHus O MepeppiBax Ha perjiaMeHTHble pPabOThl pa3MelIaloTCs
Oneparopom cnocoboM, NpesyCMOTPEHHBIM NOOIYHKTOM «a» myHkra 9.2 Jlorosopa,
HE 1103/1Hee, 4eM 3a 12 yacoB 10 Hayaia IPOBEAECHHUS YKa3aHHBIX pabor.

4.6. YBemomiieHusi 0 mepepeiBax sl ycTpaHeHHs c6oeB M HapyuleHuii B paGote
Cucremsr MJIJII pasmemarorcs Onepatopom cnocoGoM, IpefyCMOTPEHHBIM MOAMYHKTOM

«a» nyHkta 9.2 JloroBopa, He3aMeMNWTENbHO TNOCIe BbisBiaeHHs cOos B pabore

Cucremsr MJUITT

V. OrBercrBennocTs CTOpon

5.1. 3a HeucnojHeHWe WM HEHAJAJEXKAINee MCIOJHEHHE CBOMX 00S3aTe/IbCTB
no Jlorobopy CTOpPOHBI HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C IPaXXAaHCKUM
3aKoHozarenbCcTBOM Poccuiickoii deneparum u Jorosopom.

5.2. Ilpu HepabortocnocobHocTn OGopynoBanua OnepaTop HECeT OTBETCTBEHHOCT

nepeJi Y4aCTHHKOM B pa3Mepe peaibHOro yiiep6a.
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5.3. Onepatop He HECET OTBETCTBEHHOCTH 3a YIllepO, BO3HHKINHI y Y4acTHHKA,
€CJIM HEBO3MOXKHOCTB HCIOJIb30BaHUs O60pyHOBaHMS BO3HUKJA MO OOCTOATENILCTBAM, 32
xoropple Onepatop HEe OTBeYaeT, B TOM YHCJI€ CBA3aHHBIM C HCIOJIb30BAHHEM
TEJIEMAaTHYECKUX KaHAJIOB CBs3M, MX neperpy3kamu, nepebosmu B pabore MHTepHET-
COCAMHEHNH, KOMMYHUKALMOHHBIX JIMHHWH, KaHAJOB CBS3M, HMHbIX alMapaTHBIX U
[IPOrPaMMHBIX CPEJICTB, HE HaXOMALIUXCA BO BIaicHUU WK BeaeHun Oneparopa.

5.4. Onepatop He HeceT OTBETCTBEHHOCTH 3a paborocrnocobHocth ObopynoBaHus
1 ymep0, BO3HUKIIMK y YJacTHHKa, eClid YYaCTHUK He MCIONHAET MM HEeHaIeXalluM
obpa3om HcronHseT TpeOoBaHHS MO HUCHONb30BaHHI0 OOOpYIOBaHMSA, COAepIKallUecs

B IIpaBuiax.

V1. O6cTosiTebCTBA HENPEOAOTHMOM CHJIbI

6.1. Cropona, He HCHOJHMBINAS WM HEHaJIeXKalkM OOpa3oM HCHOJHUBLIAS
o0s13aTenncTBa 0 JJoroBopy, HeCET OTBETCTBEHHOCTD, €CJIA HE JOKAXKET, 4TO HaJJexallee
UCIIOJIHEHHE OKa3aJI0Ch HEBO3MOXKHBIM BCJIEACTBHE ODCTOSATENBCTB HENPEOAOIUMOM CHIIBI.

6.2. IloaTBepXAEeHUEM Hanu4us OOCTOATENHCTB HEMPEOAONMMOM CHIIBI SBISIETCS
ITACEMEHHOE  CBUAETEIBCTBO YNOITHOMOYEHHBIX OpPraHOB MM  yNOJHOMOYEHHBIX
Ooprasusanuii. |

6.3. CropoHa, KOTOpasi HE MCIIOJIHAET CBOMX 00A3aTeNbCTB B pe3yJibTaTe AeicTBUS
00CTOATENBCTB HENPEOAONUMOM CHIbI, 00s3aHa B TeyeHHe 3 pabodyux AHEH MHUCbMEHHO
U3BECTUTh Jpyrylo CTOpOHY O HacTyIieHHH OOCTOSATENHCTB HEMPEOJONIUMONA CHJIbI

W UX BIIUAHHUYU Ha UCIIOTHCHHUE IIor0B0pa.

VII. Cpok aeiicTBusi, H3MeHeHHe H pacTopxkeHne Jlorosopa

7.1. JloroBop NOANEKHUT TOANMCAHHUIO YCWICHHBIMH KBalU(HIHPOBAHHBIMH
3JIEKTPOHHBIMHU NoANHCcAME CTopoH (nipencraButensiMmu CTOPOH).
HoroBop BcTymaer B cuily, CTaHOBHTCS 00s3aTenbHbM it CTOPOH M JeHCTBYET

B TCUCHHUE OJAHOI'O rofia ¢ AaThl NOANUCaHUA I[OF OBOpa MOCJICAHEN U3 CTOpOH.



7.2. B cnyuae ecnu HU ogHa u3 CtopoH JloroBopa He 3asiBUT O €ro NpeKpalleHuH,
JloroBop cuMTaercss NpPOANEHHBIM HAa KaXIbld MOCAEAYIOIIUNA ToA. YBENOMIEHHE O
npekpaiieHuy Jlorosopa HanpasisieTCsl HHUMATOPOM ero IpekpaileHus apyros Ctopone
He 1o3/iHee 4eM 3a 10 kaneHaapHbIX JHEH 10 JaThl €ro IMpeKpaiLieHus.

7.3. Bce m3MeHeHus ¥ JononHeHus K JloroBopy AeWCTBUTENBHBI NpH YCIOBHH,
4TO OHHM mNoanucanbl obenmu CTOpoHaMH (MM HX TPEACTABUTENSIMH) YCHJIEHHBIMU
KBaNU(UIMPOBAHHBIMH 3JIEKTPOHHBIMH MOAHCAMH.

7.4. CTOpOHBI YBEAOMIISIIOT JPYyT Apyra 00 U3MEHEHUU CIEeAYIOIMUX PEKBU3UTOB:

7.4.1. MmecTa HaXOXIEHMUS,

7.4.2. ypeHTUHUKAMOHHOTO HOMEPA HAJIOrOIIaTeNbIIUKa,

7.4.3. OCHOBHOI'0 roCyJlapCTBEHHOTO PEruCTPauOHHOIO HOMEpa
(nns ropuAMYECKUX JIALT);

7.4.4. pacueTHOrO cyeTa.

7.5. VYuactHuk yBenomiser Onepatopa 00 W3MEHEHHMSX IIyTeM HalpaBJICHHs
yBeOMIICHUS JTI00bIM U3 cr1oco00B, MpeyCMOTPEeHHBIX MyHKTOM 9.2 Jlorosopa. Onepatop
yBeAOMJIsieT YdYacTHUKa 00 W3MEHeHMsX IyTeM pa3MeELIeHHs yBEIOMIICHHS
Ha Caiite Oneparopa u (wim) B Cucreme MJUJIIL.

7.6. Ilpexpamenne JloroBopa momyckaercsi no corjameHuto CTOpOH U B ciyyasx,
NpPEeNyCMOTPEHHBIX TIPAXAAHCKUM 3aKoHoAatenscTBoM Poccuiickoit ®Denepauun u
Jorosopom.

7.7. Oneparop BOpaBe MNPEKpaTHTh MIOCTYN YYacTHHUKAa K HCIIOJIb30BaHHUIO
O6opynosanus, eciiu O6opy0BaHKHE HE UCTIOIB3YEeTCs YYaCTHUKOM B TeueHHE 9 MecsIieB
noapsaa. O npekpamieHMHM JocTyna Y4acTHHKa K HCnons3oBaHuio OOopymoBaHus
Omneparop yBegomiser Y4acTHHKa He MeHee ueM 3a 30 KaleHOApHBIX JIHEH
10 NaThl MpeKpalienus gocryna. [Ipy 3ToM YuyacTHHK BIpaBe noAaTh MOBTOPHYIO 3asBKY
Ha Tojly4YeHHe IIpaBa Mojb30BaHus OO60pynOBaHHEM MyTEM MPEAOCTABICHUS YAAIEHHOIO
JOCTyTa K HEMY.

7.8. YuacTHHK BnpaBe B J1060€ BpeMs B OJHOCTOPOHHEM BHECYAEOHOM MOPSIKE
oTkazartkcs oT Jlorosopa, ysenomus 06 stom Oneparopa. JIoroBop IpeKpaliaeT CBOE

meiictede 10 ucTedeHUH 30 KaleHOapHBIX AHEH C JaThl nonyyeHuss Oneparopom




COOTBETCTBYIOLIETO YBEAOMIIEHHS.

7.9. Jlorosop mpekpaiaercs B cirydae 3akiodeHus mexay CTOpoHaM# IOroBopa
1O TMPEAOCTABJIEHUIO YCTPOWCTBA pErUCTpallill 3MHUCCUH CyOBeKTaM oOpalieHus
JIEKapCTBEHHBIX CPEACTB. |

VIII. Pa3pemenne cnopoB

8.1. Bce CIIOpBI, CBS3aHHBIE v 3aKII0YEHHUEM, HCIIOJIHEHHEM
u pactopxenuem Jlorosopa, 6ynyT paspemarscss CTOpOHaMH IyTEM IEPEroBOPOB.

8.2. IleperoBopbi HHUIIMUPYIOTCS 3aMHTEPECOBaHHOM CTOPOHO# 1yTeM HanpaBjieHUs
IIMCBMEHHOIO 3aI1poca O POBEACHUH NeperoBopoB Apyroil CtopoHe. B Teyenue 5 pabouux
JHEH C JaThl NONy4EeHHs] NMCbMEHHOIO 3ampoca O NpOBeIEHMH NeperoBopoB CTOPOHBI
JIOJKHBI COINacoBaTh AATy U MECTO POBEACHHUS IEPETOBOPOB.

8.3. B cuydae HemOCTWXEHHMS COIJIacUsi B OTHOLIEHMHM JaThl W MecTa
B YCTaHOBJIEHHbIN JIoroBOpOM CpOK, yIIOJIHOMOYEHHbIE npejcTaBuTens CTOpoH 0053y10TCs
IIPOBECTH NEPEroBOpBl MO MecTy HaxoxiaeHus OmnepaTopa He mo3jaHee, deM depe3 14
KaJE€HJIapHBIX JHEH C JaTbl HanpaBleHHs MUCBMEHHOIO 3ampoca 00 KX MPOBEACHUH.
HenpoBeneHue 1neperoBopoB B yKa3aHHBIH CpPOK He SABIAETCA TMPENSITCTBHEM
nns obpamienuss CTopoH 3a cyneOHO#M 3amiMTONH B CPOKH, YCTAHOBJIEHHBIE B MyHKTE 8.8
Horosopa.

8.4. Ilpn npoBenenun neperoBopoB CTOPOHBI OOSA3YIOTCS MPHIIOKUTh BCE YCHIHS
JUlss. MUPHOTO paspelueHus cnopa. Ilo pesynpratam neperoBopoB CTOpOHBI COCTAaBISIOT
MPOTOKOJ BCTpeqid, KOTOpPBbI# BKJIOYaeT B ce0s MHOOpMALMIO O JaTe, BpEMEHH M MECTe
IPOBEJEHHS IIEPETOBOPOB, HH(POPMALHIO O MPENCTABUTENAX KaXIo# CTOPOHBI, MOBECTKE
BCTpPEYH, JOCTUTHYTHIX pe3yjbTaTax.

8.5. B ciyyae HenocTMKeHHs coryiacHsi B XOJ€ IEPEroBOPOB 3aHMHTEPECOBAHHAS
Cropona HanpaBisteT apyroii CTOpoHe NpeTeH3HIO B IMChMEHHOM (GopMe.

8.6. Ilperensms  HampaBnsercs  JOOBIM  HM3  cHOCO0OB,  yKa3aHHBIX
B IIyHkTe 9.2 JloroBopa.

8.7. K npereH3suH JOIDKHBI [PHWIAraTbCs JOKYMEHTH, OGOCHOBBIBAIOLINE

NpeabsiBICHHBIE 3auHTepecoBaHHOW CTOpOHOM TpeOoBaHHs, BKIIOYAs JOKYMEHTH,
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NOATBEPXKIAIOIKEe pa3Mep [pUYMHEHHOro ymepba, a Takke MOATBEPKAAOIIUE
NOJIHOMOYHMSL JIML@, [OANMCABLIEr0 MpeTeH3uto. JIOKyMeHTBl, TMOATBEPXKIArOIINe
[OJITHOMOYME Ha IOJANUCAHUE MPETEH3UM, NPEINCTABIAIOTCA B (GOpME OpHUIrHHAJIOB HIH
HOTapHajbHO 3aBEPEHHBIX KONUM. ECIIN JOKyMEHTHI HAaNpaBIIAOTCA B JJIEKTPOHHOHK (opMe,
TO OHHM JOIKHBI OBITH NOANUCAHbl YCWJIEHHOW KBATH(PHIUPOBAHHOW 3JIEKTPOHHOM
noanuceio CTopoHs! Uiy ee npeacrasutens. [Iperensus, HanpasnenHas 6e3 JOKYMEHTOB,
KOTOpbIMM  TIOATBEPXKJAIOTCS [OJHOMOYMS IOAMUCABILEr0 e€e JMIa, CUHATAeTcs
HENPEABSABICHHON H PACCMOTPEHHIO HE NOJJIEXKHT.

8.8. B ciyyae HEBO3MOXHOCTH yperyaupoBanus cnopoB CTopoHamu B 1ocy1e6HOM
nopsake B TeyeHne 30 pabouumx gHelt ¢ gaThl  MONYy4YeHHMS  OJHOM
u3 CTOpOH MNpETEH3UOHHOTO NHUChbMa (MPETEH3HH), OHU MOJUIEXAT PACCMOTPEHUIO

B Cyne6HOM nopsaake? B COOTBETCTBHH C 3aKOHOJATENhCTBOM Poccuiickoi ®enepanum.

IX. 3aka04nTe/IbHbIE NOJI0KEHHS

9.1. Ilo Bonpocam, He yperyaupoBaHHbIM JloroBopoM, CTOPOHBI pyKOBOJACTBYIOTCS
rpaX<IaHCK1M 3aKOHOJAaTeNbCTBOM Poccuiickoi @enepanum.

9.2. Ecniu uHoe He npexnycMoTpeno loropopom, CTOpOHEI HaNpaBisOT APYT IPYTY
3a5BKH, YBE/IOMJICHMS U UHBIE TOKYMEHTHI B paMKax J[oroBopa:

a) MOCPEACTBOM IOpTalia NOJAEPKKH YYaCTHUKOB 000pOTa JIEKApCTBEHHBIX CPEACTB
o ajpecy: https://support.crpt.ru;

0) myrem HaIpaBJIeHUs JIOKyMEHTOB, MOANMCAHHBIX YCUJIEHHOH
KBAIM(QUUUPOBAHHONW  3NeKTpoHHOH mnoanucklo CrTopoHB (€€  NpeAcTaBUTENA),
Ha aJipeca 3j1eKTpoHHoM noutkl CTOpOH, yKka3zaHHbIe B pasaene X Jloroeopa;

B) 3aKa3HbIM MMUCbMOM C YBEJAOMJIEHHEM O BPYUCHUH;

I') KypbepCKOM JOCTaBKOM, B 3TOM ClIy4ae repeueHb MNOJyYEHHbIX JOKYMEHTOB U AaTa
UX IOJy4YEHUsl TNOATBEPKAAIOTCS JMLOM, IOJYYMBIIMM TaKHE JOKYMEHTBI, C yKa3aHUEM

(bamuIMy, UMEHH, OTYECTBA (IPH HAJIMYHMHU ) M JOJHDKHOCTH B KBUTAHLIWH (U3BELIEHNH ), HTHOM

2 OnepaTopoM MOXeT GbITh yKa3aHO HAMMEHOBAHHKE Cya



IIOKyMeHTe, 0(pOpMJIISIEMOM NPH JHOCTABKE.

9.3. lIokyMeHTBI IPU3HAIOTCA HaJJIeXKalluM 00pa3oM HalpaBIeHHBIMH M HMEIOIIUMH
IOpUIMYecKyr0 cuiy s CTOpPOH NpU MX HampaBlieHHH CIOCOOOM, MpeaycCMOTPEHHBIM
nyHKToM 9.2 Jlorosopa.

9.4. Kaxnas n3 Cropon 3aBepsiet apyryro CTOpoHy 0 TOM, 4TO 00iajmaer MoOJHOM
IPaBOCIIOCOOHOCTBIO M TIOJIHOMOYMSAMH Ha 3aKimioueHHe Jloropopa, HCMOJHEHHE BCEX
YCTaHOBJIEHHBIX 00s3aTensCcTB, B ToM uuciae CTopoHa moiy4yusja Bce HEOOXOAUMBIE
paspelieHuss M ofoOpeHHe, IONyYeHHE KOTOpBIX HEeOOXOJMMO B COOTBETCTBUH C
3aKoHOaTeIbcTBOM Poccuiickoil @enepannu, yupeAUTENbHBIMA JOKYMEHTAMHU.

9.5. 3aBepenus 006 oOcrosATennrcTBax, InpencraBieHHble CTOPOHAMH, HMEIOT
15 CTOpOH CyIECTBEHHOE 3HAYEHHE.

9.6. Ilo Ttexcry JMloroBopa tepmuH «OO6opynoBaHHe» OTHOCHTCS KaK KO BCEM
YCTPOMCTBaM PErHCTpalMy 3MUCCHH, TaK U K OJHOH €JMHMLE yCTPOUCTBA pEeruMcTpaluu
SMHUCCHH, yAAJIEHHBIA AOCTYI K KOTOPBIM ObL1 peaocTarien OnepaTopom.

9.7. K loroBopy npuiaraiotcs U SBISIOTCS €r0 HEOThEMJIEMBIMHU YaCTAMHU:

9.7.1. 3adBka YuacTHHKa O NPEJOCTABJICHUHU MpaBa Mojbs3oBaHus O6opynoBaHHEM
IIyTeM IIPENOCTAaBIEHUs yaaneHHoro focryna k Obopynosanuio (npuiioxkenue Ne 1).

9.7.2. YBenomiieHHE 0 IIpeIOCTaBICHUH TpaBa noJik3oBanus O00pyJOBaHHEM ITYTEM
NIPEJOCTaBICHHUs Y alleHHOro goctyna k ObopynoBanuio (npuioxenue Ne 2).

9.7.3. Tpebosanus k ycinoBusM ucnonszoanus O6opynosanus (npuioxenne Ne 3).
X. Aapeca, pexkBusutbl CTopon

Oneparop Haumenosanune Oneparopa
MecTo HaxOXIeHH:

WHH:

KIIII:

OI'PH:

baHKOBCKHE PEKBH3UTHI:

bank nonyuarens:

p/c:

K/c:

BUK:



Tenedon:
Anpec 3/1eKTpOHHOM MOYTHI:

YuacTHHK (J0pHAHYECKOE JIHIIO)

MecTo Hax0XAEHH:
MHH:

KIIIT:

OI'PH:

bankoBckue peKBU3UTHI:
bank nosnyuarens:

p/c:

K/c:

bUK:

Tenegon:

AJpec 31eKTpOHHOM TTOYTHI:

HpeacraButeasn YuacrHuka
(ropuanyeckoro JIHNA) no
JAOBEPEHHOCTH

JosepenHocTh (HOMep, nara)
Tenedon:

Y4yacTHHK (MHAMBHAYAJILHBIH
NpeAnpPHHAMATE/Ib)

Anpec perucrpauuu:
Anpec MecTa )XUTEJIbCTBA!
WHH (npu Hanu4un):
OI'PHUAIT:

baHKOBCKUE PEKBU3UTHI:
bank nonyyarens:

p/c:

K/c:

BUK:

Tenedon:

AJpec 3neKTpOHHOM OYTHI:

12

ITonHoe
IOPUANYECKOTO JIMLA

HarMCHOBAHHC

Qamunus, WM, OT4YecTBO (TIpH
HAJTUYHH )

Gamunus, uMs, OTYeCTBO (TpH
HAJIMYHUH ) HUH/AMBHIy AJIbHOTO
peapUHUMATEIS



HpeacraBurean Yuacrauka
(MHAUBHAYAJILHOTO
npeanpUHUMATEISE) no
AOBEPEHHOCTH

JloBepeHHOCTH (HOMED, AaTa)
Tenedon:

Y4yacTHHK

Anpec B CTpaHe perucrpamuu
(yHKOpTIOpAIIHH):
Peructpaunonssiii Homep B crpaHe
perucrpauuy (MHKOPIOPALKH):
Kon nHanoromnarenbuyka B CTpaHe
perucTpanuy (MHKOPIOpPALvH):
bankoBCKME peKBUBHUTHI:

Tenegon:

Anpec 31€eKTpOHHON NMOYTEHI:

IIpeacTaBuTENBCTBO Y4YacTHHKA
Ha  TeppuTOopHH Poccuiickoi
Penepanun

B uue pyxoBogutens (ryiaBbl)
[IPEACTaBUTENbCTBA

MecTto HaxOoXaeHus:

Homep 3anucu 06 akkpeauTanuu:
NHH:

KIIIT:

baHkOBCKHE PEKBU3HTHI:

bank nonyuarens:

p/c:

K/c:

BUK:

Tenedon:

AJpec 3neKTpOHHOM MOYTHI:

Qamunusa, UM, OTYECTBO (mpH
HaJIMYHUH)

IHonuoe HanME€HOBaHHE
HHOCTPAHHOI'O0 OPHAUYCCKOIO JInLa

[TonHoE HanMEHOBaHHE
IPEJCTABUTENIbCTBA HMHOCTPAHHOTO
IOPUAMYECKOrO JIULA

®amunus, UM, OT4EeCTBO (Mpu
HaJIM4HHK)



IIpunoxxenue Ne 1

K TUIOBOH (hopMe norosopa

10 TIPEJOCTaBJIEHUIO YCTPOICTBA perucTpaluu
3MHUCCHH cybbekTam obpaieHus
JIEKapCTBEHHBIX CpeIcCTB nyTeM
IpPEJOCTaBICHUS YAANEHHOIO JOCTyNa K HEMY
Ha 6€3B03Me3THOM OCHOBE,

YTBEPXKAECHHON IIPUKA30M

Munnpomropra Poccun

OT « 25» cerciredhy 2019 1. Ne 4305~

3asBKa
YuacTHHKA 0 IpefocTaB/eHHH NpaBa noJb3oBanusi OGopyaoBanueM nyrem

npeJocTaBICHHS YAAJEHHOIO J0CTYna K Hemy 1o JloroBopy ¢ o6imecTBoMm ¢

OrpaHH4YeHHOH oTBeTcTBeHHOCTHIO «Onepatop-LIPIIT»

(monHOE HAaMMEHOBaHUE IOPUIMYECKOTO JHHa / haMIIUs, HMsl, OTYECTBO (IPU HATUYUH)
HMHJMBUAYAJIbHOTO NIPEANIPUHAMATEINS / Ul HHOCTPaHHBIX OpraHu3anyii, NeHCTBYIONINX B JIMIE CBOUX
IIPEACTABUTENLCTB Ha TeppuTOpuH Poccuiickoi Penepanyu: nojaHOe HAUMEHOBAHAE HHOCTPAHHOM
OpraHM3alKy U €€ NPEACTABUTENLCTBA HA Tepputopuu Poccuiickoit Denepauny, hamumnis, uMms,
OT4ECTBO (TIPY HANHYKH) PYKOBOAUTENA (TJIaBBI) PEICTABHTEIILCTBA)

OT HMEHHU KOTOPOro JeHCTBYyeT

(nomKxHOCTE (IpH HANWM4YKHA), paMuNIUsL, ©MS, OTYECTBO (IIPH HATHYUH)

Ha OCHOBAaHHH

b

(npaBoyCTaHaBNMBAIOMMH JOKYMEHT (yCTaB) WM JOBEPEHHOCTH (MX PEKBH3MTHI)/ [JIs PENCTABUATENEH
MHIMBUAYATbHBIX NIPeANPHHUAMATENICH: JOBEPEHHOCTH (PEKBU3UTEI) / U1l HHOCTPAHHBIX OpraHU3allHii,
AEHCTBYIOLIMX B JIMLIE CBOMX IIPE/ICTABMTENLCTB Ha TeppuTopun Poccuiickoit Menepanun: J10BEPEHHOCTD

(pexBU3HUTEHI)
IPOCHT Ha YCNOBHsX JloroBopa mo NpenocTaBICHUI0 YCTPOMCTBA PErHCTPALIMM SMHCCHH
IIyTeM TMpEAOCTABICHHS YAAIEHHOIO0 JOCTyNa, 3aKII0YEHHOro ¢ OOLIECTBOM C
OTpaHU4EHHOH OTBETCTBEHHOCTBIO «Onepatop-LIPITT», npenocrasuts Y4YacTHHKY IpaBo

none3oBanus cienyomum ObopynoBaHKeM IyTeM NPEJOCTABIEHUS yAAIEHHOTO JOCTyIa

K HEMY:



HaumenoBaunue;

1 Ob6opynoBanne:

YcTpolcTBO perucTpanuy IMHCCHH

WHH/KTIT/OI'PH:

OI'PHUITI (anst uHAMBUAYaBHBIX NPeATIPHHAMATENIEH ):

PerucrpauroHHblii HOMEp WHOCTpaHHOH OpraHW3allid B CTPaHE PErHCTPalUd
(uHKOpHIOpaLKu) /HOMep 3amucH 00 aKKpeOWTalMM IpeACTaBMTENbCTBA HA

tepputopun  Poccumiickoii @enpepauuu (IS HHOCTPAaHHBIX  OpraHM3aLMid):

Aipec npOU3BOACTBEHHOMH TIOMIAIKH:

KoHnTtakTHbIi TenedoH:

Anpec 31eKTPOHHOH MOYTHI:

3asBKa 3amoNHAETCS Y4YaCTHHKOM Ha Ka)XAbIA apeC MeCTa OCYUICCTBJICHUA

JHOCH3UPYEMOT'0 BHJia NCATCIBPHOCTH B COOTBETCTBHHU C JIUIeH3uel Y4acTHHKA.

YYACTHHUK

MLIL (npm Hanuuun)

«

» 20 T.




ITpunoxenue Ne 2

K TUIIOBOH popMe norosopa

II0 MPENOCTABIEHHIO YCTPOICTBa peErucTpaluu
YMHCCUHU cybbexTam obparieHus
JieKapCTBEHHBIX CpEICTB nyTeM
IPEeIOCTABICHUS YJAlNeHHOIO JOCTyIla K HEMY
Ha 0e3B03Me3IHOI OCHOBE,

YTBEP)KIECHHON IIPUKA30M

Munnpomropra Poccun
OT « D» cererebly 2019 1. No F548~

YBeaomienne
0 IPeJOCTaBJIEHHH YYAaCTHHKY npaBa nojab3oBanus O6opysoBannem nyrem
npeaocTaBjeHus yaajJeHHoro gocryna x O6opyaosanuio no orosopy c o6mecrsom
¢ orpanu4eHHnoi orBercTrBeHHOCThIO «Oneparop-LIPIIT»

O6mectBo ¢ orpaHudeHHON oTBeTcTBeHHOCTBIO «Omnepatop-LIPIIT» (nanee —
Oneparop) Ha ocHoBaHuM J[loroBopa 1o MNpPeNOCTABIEHHIO YCTPOHCTBA PETHUCTPAIlMH
OMUCCHH ITyTEM IPEIOCTABIECHUS YAAIEHHOTO A0CTyna K Hemy (nanee — O6opynoBaHue) Ha

0e3B03Me3IHOM OCHOBE, 3aKJIFOYEHHBIM c YyacTHHKOM —

(ang  IOpHOMYECKMX  JIMI: TIOJIHOE  HA¥MEHOBAaHHME  HOPHUAMYECKOrOo  JIMua/[is
WHIUBUAYANbHBIX NpeNNpUHUMATENEH: QaMuwius, UMs, OTYECTBO (NpH HANMYMHU)/ IS
UHOCTPAHHBIX OpraHW3alui, [ACHCTBYIOIMX B JMIE CBOMX TPEICTaBUTEILCTB Ha
Tepputopun Poccuiickol ®enepanun: MojJHOe HAUMEHOBaHHE HHOCTPAHHOM OpraHu3aluu

U ee [IpeICTaBUTENBCTBA Ha TEPPUTOPUH Poccuiickoit Denepanun),

U B COOTBETCTBHMH C 3aBKOH YuyacTHHKA NPENIOCTABISET:

Y4acTHHKY NPaBO N0Jb30BaHHA (YKa3bIBAIOTCS CCBUIKM Ha IIOPTAN) ClEYIOLHM




- O6opynoBaHueM:

OIEPATOP

/

ML.IL (npu Hanu4um)

« » 20
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ITpunoxenune Ne 3

K THUIOBO# popMe norosopa

1O NPENOCTaBICHUIO YCTPOMCTBA perucTpaliu

SMUCCUHU cybbekTam obpatueHus

JIEKapCTBEHHbIX CPEeACTB nyTeM

IPEJOCTaBJICHUS YAAJEHHOTO JOCTyNa K HEMY

Ha 6e3B03Me3THON OCHOBE,

YTBEPXKJIECHHON MPHUKa30M

Musnpomropra Poccun

OT « &5 » con7edly 2019 1. No S84
TpeOoBanusi K yCJI0BHAM HCNO/b30BaAHHSA

OGopyaoBanus

I. besonacHOoCTh B cerMeHTe B3aMMOJEHCTBHS AaBTOMATH3HPOBAHHOH CHCTEMbI
ynpaBJ/ieHHs] TEXHOJIOTHYECKHMH NPOLeCCaAMH ¢ YCTPOHCTBOM PerucTpauu 3MHCCHH

1.1. CermeHT B3aUMOIEHCTBUS aBTOMAaTU3UPOBAaHHOW CHCTEMBI YIIpaBJIECHHA
TEXHOJIOrMYEeCKMMH Tpoleccamu YyactHuka (manee — ACVYTII) ¢ yctpolictBom
perucrpauuu smuccud (nanee — O6opynoBanue) nomkeH ObITh 3alllUIIEH CTaHAAPTHHIMU
cpeacrBamu HTTPS mmdposanus tpadduxa.

II. Pexxum sxcninyarannn O6opyaoBanus. Tpeboanust k ucnoJin3oannio CY3

2.1. VY4acTHUKYy MpenoCTaBisfeTcs JOCTYyNl K TOJHOCTBIO MOATOTOBIEHHOMY
s sxcruryaranuu O60py10BaHHUIO.

2.2. Oxcrmuyarauus OOGopynoBaHHS [ODKHA OCYIIECTBIATHCS C COOMIOAEHHEM
CIeAyIOUX NPaBUIL:

2.2.1. DOxcnnyaramus OO60pynoBaHHS AOJDKHA OCYLIECTBISTHCS B COOTBETCTBHU
¢ IlpaBunamu.

2.2.2. loctyn K nporpaMMHOMY HHTep(deiCy CTaHIMU yIIpaBJIeH s 3aKa3aMu (aee
- C¥3) npenocraBnsieTcs TONBKO YUYaCTHHKY.

2.2.3. O6opynosanne 1 CY3 [NOIDKHBI MCIONB30BATHCA YUaCTHUKOM Ui HYXII
COOCTBEHHOH XO3AHCTBEHHOM NEATENEHOCTH.

2.2.4. Bzaumopeiicteue ¢ OGopynoBaHueM ocymecTasercs nocpeacrsom CV3,

TIpaBO Ha WCIIOJNL30BAHUE KOTOPOH NpenocTasisercs Onepatopom Ge3B03ME3THO CPOKOM
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Ha nepuoa aedcTus J[orosopa MM NOCPEACTBOM MHOIO IPOrPAMMHOIO obecriedeHus,
obecneuuBaiomero uaTerpamnuio OG0pya0BaHKs C MPOrPAMMHO-aHNaPaTHBIM KOMILIEKCOM
YuacTHHKa U (enepanbHOR rocy1apcTBeHHOH HH(GOPMALMOHHOM CHCTEMOH MOHHTOPHHIa
ABWKCHMS  JICKAPCTBEHHBIX MpENapaTtoB Ui MEIMLIUHCKOTO IPHUMEHEHHS  OT
NIPOU3BOAUTENE N0 KOHEYHOro MNOTpeOHUTENs C HCMOJb30BAHHEM B OTHOLICHHUH
JIEKaPCTBEHHBIX NPENapaToB [yl MEJMLUHCKOTO NPUMEHEHHUs CPEACTB UACHTHOHKALUMH
(nanee — Cucrema MIJITI).

111 Texnn4eckne xapakrepucTukd O60py10BaHHS NPH IKCIIYATALKH

3.1. MakcumanbHOe KOJNHYECTBO KOJOB MAapKHPOBKH B JasiBKE Ha HX
npenocrasnenue— 150 000 (cTo naThaecsT ThICAY);

3.2. MakcumanbHOE  KOJNHYECTBO  TOBAapHBIX  HOMEHKJIATyp B 3asBKe
Ha NpeoCTaBIEHHE KOJI0B MapKUPOBKH — 1 (oaHa);

3.3. MakcuMalibHOe KOJIMYECTBO XpaHUMBIX 3aKa30B — 100 (c1o);

3.4. MakcuMalbHOE KOJIMYECTBO XPaHMUMBIX KOIOB MapkKupoBku - 15000 000
(nsTHAALATH MUJLIMOHOB).

3.5. Ilpu B3aumoneiictBuu ¢ O6opynoBaHueM Y4YacTHHUK 00S3aH:

3.5.1. 3akpeite ¥ ynanuts u3 O6opynoBaHus 3asBKy Ha NPENOCTABIEHHE KOJOB
MapKUPOBKH ITyTEM OTIPAaBKH COOTBETCTBYIOMIEH komaHabl yepe3 CY3 nmubo ¢ noMoineio
MHOTO MporpamMMHoro obecneyenus, obecneunBaroniero uHrerpamuio OGOpya0OBaHuUS
C MpOTpaMMHO-aNIapaTHEIM KOMILIEKCOM YuacTHuka u Cuctemoit MJJITI, npu:

noJIHOH BBIOOpKE yKa3aHHOM 3aiBKH, TO €CTh IPH HCIIOJIbL30BAHMHM NI HAHECEHMS
Ha TOBaphl (YIaKOBKM TOBapa) CPEICTB HACHTH(UKAMH BCEX KOIOB MapKHPOBKH,
nepeaaHHeix eMy OnepaTopoM B paMkax OHOH 3asBkH (MONHas BEIOOPKa 3as4BKH);

4aCTH4HOM BEIGOpKE 3aiBKH, TO €CTh IIPU UCIIOJIB30BAHHUH [IJIs HAHECEHHS HA TOBApHI
(YnakoBKy TOBapOB) CPENCTB HACHTH(UKALMHA HE BCEX KOJOB MapPKMPOBKHM, NEpeJaHHbIX
emy OmnepatopoMm B pamkax OnHOHW 3asiBKM, eCiM VY4YaCTHMK IpPHHA] pelleHUe
He HCI0JIb30BaTh KOJ(bl MAPKUPOBKH TOJIHOCTHIO MJIM B YACTH.

3.5.2. He pomyckaTh npeBHILNEHAS MAaKCHMAILHOIO KOJIHYECTBA XPaHUMBIX

B Obopynosanuu 3asBOK Ha INPENOCTABIEHHE KOIOB MAPKHPOBKH (MAKCHMAJIbHO

AOIYCTHUMOE KOJIMYECTBO 3aiBOK).
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3.5.3. Obecneuyutb, 4TOOBl KOJNMYECTBO XpaHUMBIX B OOOpYJOBaHHH KOJIOB
MapKHPOBKH He IPEBHIILIATI0 KX MAKCUMAIIBHO JOIYCTUMOTO KOJIMYECTBA.

3.5.4. He npeBbliiaTh MaKCHMAJIBHO JOMYCTHMOTO KOJIMYECTBA KOJOB MApKHPOBKH
B pamMKax OAHOHU 3asiBKH. |

3.5.5. Ilpu HaHeCceHnH Ha rOTOBYIO POAYKIHMIO OTCHUIATh OTYETHI 00 UCIIOJIB30BAHUU
KOZI0B MapKHUPOBKH.

IV. IlpaBuna XpaHeHHS! H HCOJIL30BAHHSI KOJOB MAPKHPOBKH

4.1. Konpr mapkupoBku (aanee — KM), Bkimoyarolue B ce0s HIeHTH(UKATOP KIIH0Ya
NOANUCH U kon npoBepku (kpunrto-yactb KM), XpaHsATCs B Yy4eTHOHW CHCTEME
i ACYTII YuacTHuKa TONBKO B IpoLiecce MPOU3BOACTBEHHOrO 1uKia. ITocie oTmpaBku
otyeta 00 wucnons3oBanuu (HaHeceHun) KM kpunro-yacTh AoJKHA OBITH ynaneHa.
Xpanenne KM, Bxmovaromux B cebs KpUNITO-4acTh, IOCHAE WX HAHECEHUS HA TOTOBYHO
IPOAYKLHIO ¥ OTIIPABKHY OTYETA 00 UCIIOJIb30BaHMH KOJJOB MAPKUPOBKH, B yYETHOM CHCTEME

nnu ACYTII YyacTHuKa 3ampelneHo.



