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1 BBenenue

1.1 O6Js1acTh IPUMEHEHUsI

Hacrosimuii TOKyMEHT ONMHCHIBAa€T MOPSIOK paboThl ¢ (yHKIMOHATBHBIM Onokom ''Tlepemaua
BHemHero COMJI "Otnyck 1o peunenty Ha JEKApCTBEHHBIM Mpernapar, HU3JeIue MEIULMHCKOTO
Ha3HAYCHHS U CHEIUATM3UPOBAHHBIN MPOAYKT JieueOHOTO nuTaHus" Ha peructpainuto B POMJ] ETUC3"
3.0.6 Egunoii mmudposoit mnardopmsel MUC 3.0 (nanee — "ELIL.MUC 3.0", Cuctema) ajisi MEAUIIMHCKAX
OpraHM3aIlfii, OCYIIECTBISIONINX JEATEIHbHOCTh B cdepe 00S3aTeNhbHOr0 MEIUIMHCKOTO CTPaXOBaHUS

(manmee — OMC).

1.2 YpoBeHb NOATOTOBKH MOJIb30BATEIA

[Tonw3oBarenu Cuctemsl 10JKHBI 0071a1aTh KBaUuKanuei, odecreynBaromieil, Kak MUHUMYM:

- 0a3oBBIC HABBIKK PAOOTHI HA MIEPCOHATHHOM KOMITBIOTEPE € TPAPUUECKUM TOTH30BATEIHCKIM
uHTepdeiicom (KIaBuarypa, MbIIb, YIOPaBICHHE OKHAMH W TPHIOKEHHUsIMH, (aiimoBas
Cucrema);,

- 0a30BBbIE HABBIKM HCIOJIBb30BAHUS CTaHIAPTHON KIMEHTCKON mporpammsl (Opaysepa) B cpese
WHuTepHera (HacTpoiika TUIOBBIX KOH(UIypaluii, ycTaHOBKa MOJKIIOUEHHUH, T0CTyI K BeO-
caiftam, HaBUranusi, GOpMbI U Ipyrre TUIIOBbIE HHTEPAKTUBHBIE JIEMEHTHI);

-  0a30Bble HABBIKM MCIIOJIB30BAHMS CTAHJIAPTHON MOYTOBOW NMpOrpaMMbl (HACTpOIKa yueTHOM
3alUCHU Ul TOAKIIIOYEHHS K CYLIECTBYIOLIEMY IIOYTOBOMY SIIUKY, CO3JaHUE, OTIIPABKA U

nosydeHue e-mail).

1.3 IlepeyeHb DJKCIUIYaTAIMOHHOW JOKYMEHTAIMH, C KOTOPbIM HEO0X0IMMO

O3HAKOMHUTBCA MMOJIB30BaATEII0

HCpCI[ Ha4dyaJIOM pa6OTLI MMOJIb30BATCIAM PCKOMCHAYCTCA O3HAKOMUTHCA € MMOJIOKCHUAMUA JaHHOT'O

PYKOBOJICTBA I0OJIb30BATENsl B YaCTH CBOMX (DYHKIIMOHAJIBHBIX 00S3aHHOCTEH.
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2 Ha3nauyeHue 1 ycJ10BHS IPUMEHEHUS

2.1 Buabl  faesiTeIbHOCTH, (PYHKIUM, JJIsi  aBTOMATH3AIUM  KOTOPBIX

NpeaAHasHAYCHO JaHHO€ CPEACTBO aBTOMaTU3alluUN

OyHKIHUOHATIBHBIN OJIOK MpeaHa3HaueH Ui Tepeaaud B mnojacuctemy "denepalibHbIA peecTp
AJIEKTPOHHBIX METMIIMHCKUX JOKyMeHTOB" (nanee — POM]I) Eaunoii rocynapcTBeHHONM HHGOPMAITMOHHON
cucteMoii B cdepe 3npaBooxpanHeHus (manee — EI'MIC3) cranmapTU3UPOBAHHOTO 3JIEKTPOHHOTO
MeIUIUHCKOT0 nokyMeHTa (gasiee — COMJI) "OTnyck mo peuenty Ha JeKapCTBEHHBIN Mpenapar, u3ieinue
MEUIIMHCKOTO Ha3HAYCHUS ¥ CIICIUATM3UPOBAHHBINA MTPOIYKT JeueOHOoro nmutanus", moixydennoro u3 C

JUIO.

2.2 YciioBus, NpH cOO0TI0IEHUH KOTOPBIX 00ecneYynBaeTcs IpMMeHeHne CpeicTBa

aBTOMaTHU3alluMHu

Joctyn K pyHKIIHMOHATBHBIM BO3MOKHOCTSIM M JaHHBIM CHCTEMBI pealin3yeTcsl IOCPEeICTBOM BeO-
untepdeiica. Pabora mosb3oBarencii CHCTEMBI OCYMIECTBISICTCS HA €IWHOW 0a3e JaHHBIX [EHTpa
obpabotku naHHbIX (mamee — L[OJl). Cucrema poctymHa u3 Jt00OW OpraHu3anuu (y4acTHHKA
MH(POPMALMOHHOTO 0OMEHa) PU HAJIMYMY KaHaJla CBSI3U B KPYTJIIOCYTOUHOM PEXHUME.

Pabota B Cucreme BBINOJIHSAETCS Yepe3 aBTOMATU3MPOBaHHbIE paboune mecra (nanee — APM)
nepcoHana (B COOTBETCTBMM C MECTOM pabOThl, ypOBHEM IpaB JOCTyNa K (PYHKIIMOHAIbHBIM
BO3MOKHOCTSIM U JJaHHBIM CHCTEMBI).

Hacrpoiika paboyero mecra (co3aanue, HaCTPOIKa mapameTpoB pabOThl B paMKaxX MEIUIIMHCKOMN
opranuzaiu (ganee — MO), mnpenocTaBieHME YYETHOH 3amMcu TOJIb30BATENs) BBINOJIHACTCS
nonp3oBareieM APM anmunuctparopa MO. Hactpolika oOmiecucTeMHbIX HapaMeTpoB paloThl,
KOH(UTypalys CipaBOYHUKOB BBINIOJHSAETCS nojib3oBaTesnieM APM aamunuctparopa LHO/I.

Onucanune paboThl aJMUHUCTPATOPOB MPHUBEACHO B JOKyMEHTe 'PyKOBOJCTBO aJMHHHCTpaTOpa

Cucremsr".



3 IoaroroBka k padore

3.1 Iopsinok 3amycka CucreMbl

I[JISI BXOJda B CI/ICTeMy HCO6XOI[I/IMO BBIIIOJIHUTB CJIICAYIOIIUC Z[ef/'ICTBI/ISIZ
- 3amycture O6paysep, Hanpumep, "Ilyck" — "Bce npunoxenus" — "Firefox". OToOpa3zutcs okHO
Opay3epa U JOMaIlHss CTpaHuia (PUCYHOK 1).

¢ o |mDaE

Pucynok 1 — OkHo Opay3epa u JoMaIIHsIsI CTpaHHIla

- BBeaUTe B ajpecHOU cTpoke Opaysepa IP-ampec crpaHuIpl moprana, HAXMHUTE KIIABHIITY
"Enter". Ha rnaBHoi#i cTpanuiie CuctemMbl 0TOOpa3UTCs EPEYeHb MPOTPAMMHBIX MPOTYKTOB.
IIpumeuanue — Afpec A TOAKIIOYEHHs] TMPEAOCTABIseTCS aAMHUHHCTpaTopoM. Ecnu
crpanuna CUCTEMBI YCTaHOBJIEHA B KA4eCTBE JAOMAIHEH CTpaHUIIBI, TO OHa O0TOOpa3uTCs cpa3y Mocie
3amycka Opaysepa.
st ynoOcTBa HCTIONB30BaHMS peKOMEHAyeTCs 100aBUTh ajipec CUCTEMBI B 3aKJIagKu Opaysepa,
u/unm caenathk ctpanuily CUCTeMBbI CTapTOBON CTpaHUIIEH.

CraproBoe okHO CHCTEMBI IPECTABICHO HAa PUCYHKE 2.
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Pucynok 2 — CraptoBoe okHO CHCTEeMBI

Bxoa B Cuctemy BO3MOKEH OJJHUM U3 CIIOCOOOB:

- IO JIOTUHY;

- 110 TOKEHY;

- uepe3 ECHA.

Crioco6 Nel:

- BbIOepuTe peruoH B noie "Pernon";

- BBEAMTE JIOTWH Y4YEeTHOM 3amucu B niose "Jlorun",;

- BBEAMTE MapoJjb yuyeTHOM 3anucu B moje "[laponp";

- HaXMHTe KHOIKy "Boutn".
Croco6 Ne2:

- mepeiiauTe Ha BKIAAKY "Bxoxa mo TokeHy". OTOOpa3uTCs OKHO BXOJla B CUCTEMY IO TOKEHY

(pucynok 3);



Bxopa

Bxoo no norkHy  Bxopg no TokeHy  Bxop depes ECHA

TN ToKeHa

AuthApi - eToken MOCT ™

NMiMH-kog

BXoAO NO KAPTE

Pucynok 3 — OkHO BX0Jija B CUCTEMY I10 TOKEHY

- BbIOEpHUTE THUII TOKCHA,

- BBEAMTE MapoJib OT deKTpoHHOU noanucu (nainee — OII) B mone "IIMH-kox"/"Ceprudukar"”
(pacnonoxxenHoe Huke noiis "Tun Tokena"). HaumeHoBaHue 1o 3aBUCUT OT BIOPaHHOIO
THIIAa TOKEHA,

- HaxmuTe KHOmKY "Bxon mo xapre".

IHpumeyanusn

1 Ha xommpioTepe TONB30BATENs MPEABAPUTEIHHO JIOJDKHO OBITh YCTAaHOBIEHO M 3aIyIICHO
MporpaMMHoe oOecriedueHue JJisi BRIOPAaHHOTO THIa TOKEHA.

2  TlpenBapHTEILHO MOXKET HOTPEOOBATHCS YCTAHOBUTH CEPTHU(HKATHI ITOJIL30BATENEH 8 IMIUHUCTPATOPOM
CHUCTEMBI B IIPOTPAMMHOM 00€CTIeYeHUH BEIOPAHHOTO THTIA TOKEHA.

[Ipu HempaBWILHOM BBOJIE UMEHH TMOJIB30BATENS U (WIJIM) TAposi 0TOOPA3UTCS COOTBETCTBYIOIIEE
coobmienue. B aTom cnydae HE0OXOAMMO MTOBTOPUTH BBOJI UMEHH TOJIH30BATENS U (MJIH) TApOJIs.

Crioco6 Ne3:

- mepedaute Ha Bkianky "Bxom uwepes ECHUA". Byaer BBITIONHEH MEpexo] HA CTPaHUILY

aBropm3anuu yepe3 ECHUA.

- BBEAWTE JaHHBIC JJII BXOJa, HAOKMHUTE KHOTIKY "Boittu".



puMmeyanus

1  /lng aBTOpH3alyu C IOMOIIBIO TOKEHA HA KOMIBIOTEpPE TOJIb30BaTeNs PEABAPUTENBHO TOJKHO OBITH
YCT@HOBJICHO M 3allyllleHO MpOorpaMMHOe oOecriedeHue Ijsl BHIOpAaHHOTO THIa ToKeHa. MoxeT moTpeOoBaThCs
YCTaHOBKA CEPTU(PHKATOB MOJIB30BATENCH aIMUHACTPATOPOM CUCTEMBI B IPOrPAaMMHOM 00€CTIeYeHUH BEIOPAHHOTO
THTIA TOKCHA.

2  Hnsa aBropusanuu depe3 ECHUA yueTHas 3amuch TOJIb30BaTeNs JODKHA OBITH CBSA3aHA C yYETHOU
3anuchio yenoBeka B ECMA. YueTHas 3aIuCh MOJIb30BaTEs TOJDKHA OBITh BKIIIOYEHA B TpyIy "ABTOpHU3alHA yepes3
ECHUA".

[Ipu HenpaBUILHOM BBOJIE UMEHH IMOJIL30BATENS M (WJIM) Mapoisi 0OTOOPa3uTCs COOTBETCTBYIOIIEE

coobienue. B aTom cydae HE0OXOAMMO MOBTOPUTH BBOJI UMEHH IOJIb30BATENS U (MIJIH) IAPOJIS;

- orobpasurcs hopma Beioopa MO. Bug ¢popmer Bei6opa MO nipecTaBieH Ha pUCyHKE 4;

Bbi6op MO ® X

OTMEHA NMPUMEHUTD

Pucynox 4 — ®opma Beibopa MO

- ykaxwure Heooxomumyo MO n Haxkmute KHOTKY "[IprMeHuTs";
- ortobOpasurcs popma Bei6Opa APM no ymomrganuto. Bua ¢opmsl BeIOopa APM o ymorganuto

MIPEACTABJICH HA PUCYHKE O;

BriGop MecTa pabotol (APM) No yMonYaHWo 8 X
APM/MO Mafpaineneen
APM agmuuMcTpatopa NNO AgmMuHACTRpaToR N0
APM agmuHucTpatopa MO (E
APM agauHucTpaTopa L0

AR e o DR (=17

OTMEHA NPUMEHWTE

Pucynox 5 — ®opma Beibopa APM no ymosryanuio
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IIpumeuanue — Popma oTOOpaXkaeTcs, €CIM paHee HE OBUIO BHIOpAHO MECTO PadOTHI TIO
YMOJTYaHHIO, WK TIpH BXoxe Obuta u3mMeHena MO. ITocne BeiOopa Mecta paboTsl ykazaHHblii APM Oyner
3arpyarbcsi aBTOMaTHUECKH 110CJIE ABTOPU3ALIHH.

BBIOCpHUTE MECTO PabOThI B crnucke, HaxmuTe KHOMKY "[Ipumenuts". OtobOpasutcs dopma

yka3zanHoro APM nonb3oBarens.

3.2 CMeHa napoJis

[Ipu peructpanuu y4eTHON 3alMCU aAMUHHCTPATOpP MPUCBAMBAET €l BpeMEHHbIA Mapoib. [Ipu
neppoM Bxoae B Cucremy mNojiab30BaTeNb JOJDKEH CMEHUTh BPEMEHHBIM I1apoJib, BbIIAHHBIN
aJIMMHHUCTPATOPOM.

[Tocne BBOAA MMEHHU OJIb30BATENS, TAPOJISL U HAXKATUS KHONKY "BoTH B cucTeMy" BBINOIHSETCA
IIPOBEPKA aKTyaJIbHOCTH N1apOoJisi, KAK BPEMEHHOI0, TaK U IIOCTOSIHHOTO.

Ecnmun ucrek cpok aAeHCTBUSL BPEMEHHOro mapoiisi (CpoK JeMcTBUS Mapoiisi omnpeaessercs
HACTPOWKAMH B TTApaMeTPax CUCTEMBI, TO 0TOOpa3UTCs COOOIIeHNE Mob30BaTeto: "McTek cpok neicTBHs
BpeMeHHoro mnapoJsi. O0patutech K AIMUHHCTpATOpy cuctembl". Jlanee mpolecc ayTeHTUPUKAUKU HE
IIPOU3BOIUTCS.

Ecnu BpeMeHHBIi Maposib Ipolles IPOBEpKY Ha aKTyalbHOCTb, Ha (hopMe 0TOOPaXKarOTCsI OIS JJIs
cMeHbl napois. Pamom ¢ monssMu oToOpasuTcsl MojACKa3ka ¢ TpeOOBAHMAMU K Mapoiio (yKa3bIBaeTCs
MUHUMAaJbHAs! JUIMHA U JOIYCTUMBIE CUMBOJIBI).

[Tpu cMeHe BpeMEHHOTo mapoJjisi Ha MOCTOSHHBIA (IPU MEPBOM BXO/E B CUCTEMY) BBIIOJIHSETCS
IIPOBEpKa Ha COOTBETCTBUE MApOJIsi YCTAHOBJIEHHBIM TPeOOBaHUSAM 0€30MacHOCTH (MUHMMAalbHas JUIMHA,
10JIb30BATEIbCKUIN NapOJIb JOJHKEH OTJIMYAThCsl OT BPEMEHHOTO Ha YKa3aHHOE KOJIMYECTBO CUMBOJIOB U
T.0.).

Bxon B CucremMy BO3MOXKEH, €CIIM BBEACH aKTyalbHbI BPEMEHHBIN Iapoib, HOBBIM MapoJib
COOTBETCTBYET BCEM TpeOOBaHUAM (TpeOoBaHMs K MApoJII0 YKa3aHbl B apaMeTpax CHUCTEMbl), 3HaUCHUs
ntosiert "Hosslii mapons" 1 "HoBsli maposs enie pa3" uaeHTryHbl. B mponecce BBO1a HOBOTO NapoJis psioM
C TOJeM JI0JDKHA OTOOpa3uThbCs 3ejieHas Tajoyka, €CIM BBEIEHHBIM Mapoiib YIOBJIETBOPSET BCEM
TpeboBaHusIM. B mporiecce moaATBepKAECHUS HOBOTO TapoJjst psaoMm ¢ mojem "Howiid maposs emre pas”
oroOpa3uTcs 3ejeHas rajoyka, eciau 3HaueHus nosied "Hosbiit mapons" m "HoBwiii mapons eme pas"
UJCHTUYHBI.

[Tpu BXoz€ B cUCTEMY IPOUCXOJUT COXpAaHEHHE HOBOTO MApOJIs.
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3.3 KouTtpoJsb cpoka neiicTBusi mapoJisi

[Tpu kaxa0M BXOJIE B CUCTEMY BBIIIOJIHAETCS POBEPKA Cpoka AercTus naposst. Cpok aeicTBus
MapoJIst ONpeeNsieTcss HACTPOHKAMU CUCTEMBI (PACCUUTHIBACTCS OT aThl CO3JaHUS Mapois).

3a HECKOJBbKO JHEH 0 MCTEUYEHHUs CpOoKa JEHCTBUS MapoJisl MPU BXOJE B CUCTEMY BBIBOAMTCA
nHpopmanoHHoe coodrieHue "Jlo ucTeueHus cpoka ASHUCTBHS MapOoJIsl OCTAIOCH Y%KOI-BO AHEH Y0 THEH.
[Tapoib MOXKHO CMEHUTH B IMYHOM KaOuHeTe".

[Ipu Bxozme B cucTeMy B IMOCIEOHHUI J€Hb aKTYalbHOCTH Mapoiisi, Ha (opMe aBTOpPU3ALUU
0TOOpa3sITCS MOJIS ISl CMEHBI MapoJisl.

Bxon B cucteMy BO3MOKEH, €CIIM BBEICH BEPHBIN CTapbIi apoJib, @ HOBBIN I1APOJIb COOTBETCTBYET
BCeM TpeOOBaHUAM (TpeOOBaHUS K MApOJI0 YKa3aHbl B MapaMeTpax CHCTeMbI), 3HaueHus mnojie "HoBwiii
naposis" 1 "HoBbiil mapoJib eiie pa3" uaeHTUYHBI.

B nporecce BBOga HOBOTO apoJIst PSIAOM € TIOJIEM OTOOPA3UTCS 3elieHas rajlouKa, €CJid BBEJCHHBIN
apoJjib YAOBIETBOPSAET BCEM TPEOOBAHUSM.

B mpomecce moaTrBepikaeHHsT HOBOTO mapojis psgom ¢ mosiem "HoBwii mapons eme pas"
0TOOpa3uTCs 3ejeHas Tajlouka, eciu 3HadeHus nojed "Howiid mapons" u "HoBbeld maposs eme pa3"
UJICHTUYHBI.

[Tpu BXoze B cucTeMy IPOUCXOJUT COXPAHEHHE HOBOTO MMAPOJIs.

3.4 IHopsinoxk npoBepku padoTOCIIOCOOHOCTH

s mpoBepku paboTOCIIOCOOHOCTH CUCTEMBI HEOOXOAMMO BBITIOTHUTD CIIEIYIOIINE JCHCTBHS:
—  BemosiHUTE BXOJ B Cucteme u oTkpoiite APM;
—  BBI3OBHTE JIIO0YIO (hopMmy.
[Tpu KOppeKTHOM BBOJIE YYETHBIX JAHHBIX MOJIKHA 0TOOpazuthes ¢opma Beioopa MO unu APM,
mu60 APM mnonb3oBarens. [lpu BBIMONHEHWH NEHCTBHI JODKHO HE JODKHO OTOOpa)kaTbes OLIHMOOK,

cucTeMa JJOJDKHA pearnpoBaTh Ha 3allpOChl MOJIb30BATENIs, HATPUMED, 0TOOpaKaTh Ty UM HHYIO (hOpMYy.
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@ynkunoHaabHbI 010k "'Ilepenaua BHemnero COMJI "Ormyck mo

peuenTty Ha ﬂeKapCTBeHHLIﬁ npemnapart, HU3a€eame MCEIAUINHHCKOI0 HasHAYCHUHA H

CHEeNUATU3MPOBAHHBIA MPOAYKT Jie4eOHOr0 TNHUTAHUA'' Ha PerucTpauuio B

POMJ ETUC3" 3.0.6

B ©b "Tlepenaua Baemnero COMJ] "OTnyck mo peuenty Ha JIeKapCTBEHHBIHN Mpenapar, u3einme

MCEIUIMHCKOI'O Ha3HA4YCHUA U CHeI_II/IaJ'II/BI/IpOBaHHBIf/i IMPOAYKT JeueOHOro nutanug" Ha PEruCTpalio B

POMI ET'NC3" 3.0.6:

[Ipu nonyuenuu ceenenuit o COMJI (140) or UC JIJIO Cuctema aBTOMAaTUYECKH COXPaHSET
CoOM/Jl "Otnyck mo peuenty Ha JEKapCTBEHHBIM Mpernapar, H3AeNIie MEAUIIUMHCKOTO
HA3HAYEHUS U CHEIHATM3UPOBAHHBINA MPOAYKT JiedeOHoro nutanusa’ Pemakius 4 (OID COM/]
140) B peectpe COM/I.

CoxpaHnenue BolnonHsercs npu coorserctBur COM/] "OTnyck 1o penenty Ha JeKapCTBEHHBbIH
npenapar, U3ejine MEAUIIMHCKOr0 Ha3HAY€eHUsI ¥ CIIeLIMAIM3UPOBAHHBIN IPOAYKT JI€4e0HOr0
nutanus” Penakius 4 (OID COM/JL 140), nonyyernoro ot UC JIJIO, xsd-cxeme u cxeMaTpoHy,
MIPUBEICHHBIM B pyKOBOJCTBE 1o peanu3anuu COM/] 1.2.643.5.1.13.13.15.2.4.

Cucrema BBINOJHSAET KOHTPOJIb cooTBeTcTBU noanucanuss COM/] "Otnyck no peuenrty Ha
JIEKapCTBEHHBIN MpernapaT, M3/e/iie MEIUIMHCKOTO Ha3HA4eHMsI M CHEeLMaTU3UPOBAHHbBIN
NpoayKT jedyebHoro nutanus", noxydeHHoro ot MC JIJIO, npasunam nognucu COM/I u3
cnpaBoyHuka "POM/JI. IlpaBuia moAnucu 31€KTPOHHBIX MEAMLIMHCKUX J0KymeHToB" (OID
1.2.643.5.1.13.13.99.2.42)

Cucrema otmpasnser xml-daitn COM/] "Otnyck no penenty Ha JIeKapCTBEHHBIN IMpemnapar,
n3Jiee MeAUIIMHCKOrO Ha3HAYEeHUS U CIIeHUAIN3UPOBAHHBIA MPOAYKT JIedeOHOTo nutaHus"
Ha peructpanuio B POM/] ETUCS;

Cucrema coxpansieT pe3ynbrar peructpaunu COM/L "OTtnyck no penenty Ha JIEKapCTBEHHBIN
npernapar, u3ejaiue MeJUIIMHCKOTO Ha3HAYSHHS U CHICIMATM3UPOBAHHBIN MPOIYKT Je4eOHOro

mutanus’ B POMJ] ETUC3.

IIpumeuanue — HaumenoBanme wu pemakuusas COMJl COOTBETCTBYIOT CIPaBOYHHKY

"DnexTponnbie Meauimackue qokymeHtel" (OID 1.2.643.5.1.13.13.11.1520) ®P HCH.
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4.1 IIpuem chopmupoBannoro u noanucannoro COMJL "OTnyck nmo peuenty Ha
JIeKAPCTBEHHBbIN Mpenapar, u3jiejiie MeIUIMHCKOr0 HA3HAYEHHUS U CHeIHATU3HPOBAHHBIN

NMPOAYKT Jie4eOHOIro MUTAHUA' U3 CTOPOHHEH cucTeMbl M nepegaya ero B POM/I ETUC3

B Cucreme peanm3zoBaHa BO3MOXXHOCTH IMOJydeHHsI chopMupoBaHHOTO M moamuca€Horo Ol
COM/JI "Otnyck mo peuenty Ha JEKapCTBEHHBIM Mpemnapar, U3Ae/IMe MEIUUIMHCKOrO Ha3HAYeHUS U
CHEIHATM3UPOBAHHBIA MPOIYKT JI€YeOHOr0 MNHUTAHUA" OT CTOPOHHEW HMH(POPMAIMOHHOM CHCTEMBbI
anTEeYHOU OpPraHHU3aLUu.

JlaHHast BO3MOXHOCTb IIPEIOCTABIISAETCS, €CIIU:

- amnTeyHas opraHu3anus 3apeructpupoBaHa B CUCTEME B CIPAaBOYHHMKE OpraHU3alluil;

-  COM/J] "Ornyck mno penenTy Ha JIEKAPCTBEHHBIM Ipenapar, H3JeNIHe MEIULUHCKOTO
HA3HAYEHUS U CHEHUAIU3UPOBAHHBIA MPOIYKT JieueOHOro mutanus" Obl1 cHOpMUPOBAH B
COOTBETCTBUM C PYKOBOJCTBOM I10 PEAJM3allMU, Pa3MEIIEHHOM Ha IOpTaje ONEpPaTHBHOIO
B3aumoeiicteus yyactHukoB ETIC3 B gokymente "PykoBozctBo mo peanuzanuun COMJL:
OTnyck 1o peuenTy Ha JIEKQpCTBEHHBIM IpernapaT, U3AeIue MEIULIUHCKOIO Ha3HAuYeHUs U
CHEIMATM3UPOBAHHBIA MPOAYKT JseyebHoro nurtanus (Pemakuus 4)" (OID nokymenra
1.2.643.5.1.13.13.14.38 mo HCU 2.643.5.1.13.13.11.1522);

- A JIeKapCTBEHHOIO Ipernapara/CHeluallbHOr0 MUTaHWs HAcTpOEHAa CBS3b C OJHUM U3
(henepaibHBIX CIIPABOYHUKOB:

"JlexapctBennble mnpenapatel. ToBapusle mozunmu. ECKIII ¢ xomamm KTPY" OID
1.2.643.5.1.13.13.99.2.540;

- "ChpaBOYHUK MEIUIMHCKUX M3JEIMHA COTJIacHO KaTajory TOBapoOB, paldoT, yciayr Ajs
o0ecrnieueHus roCyAapCTBEHHBIX u MYHUIUIIAJIBHBIX Hy*)71" OID
1.2.643.5.1.13.13.99.2.604,

- "CopaBOYHHK  CHEIMAIM3HPOBAHHOTO  MpoayKkTa JjedeOHoro nuranus"  OID
1.2.643.5.1.13.13.99.2.603.

- noxyuenHsld COM/JI noanucan OII:

- COTpYIOHHKA anTeyHoW opranuzanuu ((apmaieBra), OTIIYCTHUBIIETO JIEKApCTBEHHBIN
npernapaT U ClieualbHOE MUTAHUE;

- OT JIMIla anT€YHON OpraHu3alnH.

- cropoHHsA uMHpopManuoHHas cucreMa B coctae COMJI mepenana undopmamuio o6 IlI,
KOTOPBIMH ObUT MOJAMUCAH MOKyMEeHT "OTIyCK MO pelenty Ha JIeKapCTBEHHBIH Ipernapar,
U3JeNIne MEJUIIMHCKOTO Ha3HAYEeHHUs U CIICIIMATU3UPOBAHHbIN MTPOAYKT JIe4eOHOTO MUTaHUs";

- UHTerpallOHHBIN MOJIb30BaTENb 3apErUCTpUPOBaH B CucTeMe.
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[Ipu coOmromeHnn TIEPEYHCIICHHBIX BBIIIE YCIOBHHM cepBHC B3anmojeicTus ¢ POMJ] ETUC3,
peasin30BaHHbII Ha cTopoHe CHCTEMBl, COMIacHO 3ajaHHOMYy B CuCTEME pacHUCaHHUIO OTIPABUT
IIOJIyYUEHHBI OT CTOpPOHHEH cHucTeMbl anteyHo opranuzauuu COMJ] "Ortnyck mno penenty Ha
JIEKapCTBEHHbIN Npenapar, M3/AeiMe MEIULMHCKOrO Ha3HAYEHHs M CIELUATU3UPOBAHHBIN MPOIYKT
nedyebnoro nutanus" B POMJ ETUC3.

[Ipocmorp COM/I "Otnyck mo penenty Ha JIEKapCTBEHHBIN Ipenapar, U3/Aeaue MEAUIMHCKOIO
HA3HAYEHUS U CHEIHAIM3UPOBAHHBIA MPOAYKT JieueOHOro nutanus'", Hanpasiennoro B POMJI ETMC3,
Bo3MOkeH B APM anmunuctparopa MO u B APM agmunuctpartopa LHO/I:

- Haxwure kHonky "POM/J] ETUC3" na 6okoBoit nanenu APM. Otobpasurcs ¢popma "Kypuan

3anpocoB POMJI ETTIC3";

- 3anonHuTe 1ot nanenu GuiabTpoB hopmer "XKypnan 3anpocoB POM/] ETUC3"™:

- "Jlata 3ampoca" — BEIOEpHUTE TIEPHO/, B KOTOPHIH BBIMTOJIHsIIACH oTIpaBka COMJI B POM]]
EI'NCs;

- "Tun noxymeHTa" — BblOepuTe 3HaueHHe "OTHYCK MO pelenTy Ha JIEKapCTBEHHBIN
Ipernapar, HU3Jelue MEIUIMHCKOIO Ha3HA4YeHUS U CHEeHHMAIM3UPOBAHHBIM MPOIYKT
JieueOHOro nuTanus";

- ¥ Jpyrue npu HeoOXOAUMOCTH.

Ha ¢opme "Xypnan zampoco POM/J] ET'MC3" orobpa3siTcs 3amucu mo oO6paboTke 3ampocoB
Cucremsl k POM/JI ETYIC3 na otnipasky B POM/I EI'MIC3 COM/I "Otiryck 1o penenty Ha JeKapCTBEHHBII
npernapar, u3Jieline MeAUIMHCKOTO Ha3HAUYCHUS U CIICIMATN3UPOBAHHBIN MPOAYKT JeueOHOTO MUTaHUs ",

COOTBETCTBYIOIINE 33JJaHHBIM YCIOBUSIM (PHIIbTPALIUH.

APM agMUHKCTDETOpa MO (EXLIS 6)

JKYPHAI MYPHAIN 3AMIPOCOB POMIL EFUCE

XypHan 3anpocoB POMJ] EFTKC3

favasanpoca: | 07.032024—07.032025 (3 Bug goxymenta:  OmnyeknopeuentyWanel v | Craryc - OUUCTUTD

Tun zanpoca " Howmep oMz vo: - HAMTH
C O6HoBMTL pOCMOTPETH 3anpoc & Mevats ~

ID sanpoca uuID 3MA ama Per g Jlokyment Tun sanpoca [flatawBpems sanpoca  CTaTyc sanpoca [fiaTav Bpems oTeeTa | MO
1981835 62839 export/emd_files/20.. 323866 OTnyCcK N0 peuenTy Ha nekapcTeeHmbIA np...  Monyuesme SMIL 28.10.2024 16:18:20  Ycnewman obpabork..  28.10.202416:18:29
1981834 62839 export/emd files/20.. 323866 QTRYCK N0 PeUenTy Ha NeKapCTaeH LI Np...  Monyuerme MM 28.10.2024 16:18:20  Yenewman ofpabork..  28.10.2024 16:18:29
1981833 62839 export/emd files/20.. 323866 OTNYCK N0 PELenTy Ha NeKAPCTBEHHLIA Np...  OTNPaBKa peaynsTa. 28.10.2024 16:18:13  Yenewman ofpabork..  28.10.2024 16718713

1981379 62361 export/emd_files/20. 323852 OTRyCK NO PEUENTY Ha NeKapCTBEHHbIA NP..  MonyueHue SMJL 22.10.2024 10:18:28 YenelwHan o6patotk..  22.10.2024 10:18:28

Crparnua 1 |ual = OTofipaatoTcn sanvcw ¢ 1o 44, acero 44

OwwmbKyn U NpepynpexaeHua

Tin oLumGKu Kop, owWMBKH OnUcaHUe oWUsKM

Pucynok 6 — Otobpaxkenue 3anuceit o 3anpocax POMJ] ETYIC3 no COM/] Otmyck mo perenty Ha

HeKapCTBCHHBIﬁ npemnapar 1 CriciuaibHOC IMUTAHUC
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B ortimmume ot apyrux COMJI momnucanue B Cucreme COMJI "Otnyck mo peuenty Ha

J'IeKapCTBeHHbe/'I npenapar, H3ACINEC MCIUIMWHCKOIO HAa3HAYCHHUA U CHGHH&HHSHPOB&HHBIﬁ IMPpOAYKT

neuebnoro nutanus" ot auna MO st nepenauu ero B POMJI ETMIC3 e Tpebyercs.

COM]] oyner ornpasiner B POMJI EI'MIC3 B cOOTBETCTBHHM C HAaCTPOMKAMU MEPHOIAYHOCTH

nepeaadn 10KyMEHTOB.

AnrteuHas opranuzauus, spisitomasics nocraBmukom COMJI, B Cucreme Kak CTPYKTYpHOE

otaenearne MO He durypupyet, HO nHOpMaIKs 0 HEW MOXKeT ObITh 3adukcupoBana B Cucreme Kak o0

OTJIETILHOM OpraHu3anuu (0TIEILHOM IOPUANIECKOM JnIie) ¢ ThuroM "AnTeka". PaboTa co ciMcKkoM Takux

opranu3aiuii BeinoiaHsercss B APM agmunuctparopa MO u APM agmunuctpatopa LO/] B cnpaBouHuKE

OpraHHu3aLMil:

- Haxmure KHoOmkKy "Bce opranmzamuun" nHa OokoBoi manenu APM. OrtoGpasutcs dopma

"CripaBOYHHK OpraHu3amui';

- BeIOepuTe B noJie "Tun" nanenu ¢puabTpoB 3HaYeHUE "4. AnTeka';

- HaXMuTe KHOMKY "YcTaHoBUTH". OTOOPA3UTCS CIUCOK allTEYHBIX OPTaHU3AINA, U3 KOTOPBIX

npunuMaroTcss COMJL "Otnyck 1o peulenty Ha JIGKapCTBEHHBIM Mpernapar, H37e/ne

MCIHUIMHCKOI'O Ha3HAYCHUA U CHGIII/IaJII/IC%I/IpOBaHHblﬁ MMpOAYKT J1e4eOHOro muTaHus".

CpaBouHAK OPraHnIaumMi
DnnsTpe
HauMeHOBaHME 0pTraHMzaLN: KpaTkoe HauMeHosaHue: Ton:
1 MocynapcreerHoe yypexgeHne
G fAobaens o~ Visverse || Mpocvorpets €3 ¥aanmma () OBroews | o NevaTby | i Sanperie nocryn [ PaspewnTs AoCTyn ; 3z CTEYRTYPA € 2 BaHK
foctyn . Tun | MonHoe HaumerosaHwe 2 CMO
a 4 AnTeka
I
| 5 PeruoHansHs cknag N0
L 6 OpraHu3aLus, BLYIBI0IAR TALBHHA
L |7 MowkonkHbie 06pazOBITENLHEIE YUDEXACHUR
% ' 8 CpegHmMe 061 e0Bpaz0BaTENEHLIE YUDEKEHUR
g +9 CpefHme NPOhECCHOHANEHEIE YUDEXIEHIA
% . 10 Briclume yyebHbie 33Bef1eHuA
| 11 MO (MefuunHCKas opraHuzaums)
= 12 KoppekumorHas WKona
% |12 ToOMC
g 13 TOV3
g
%
g
g
g
H 4 cpasupl |wsex b b2
{Oprameckuii aapec:
DaxTeckuii anpec:

WHH:
Crauwonapr

Moxaseisars: Orxparise = | 1/ 100

OrPHUN BHELUHMIT MCTOUHMK

I S - -

OTofpaxaeHsie crpoku 1 - 100 us rex

Pucynok 7 — Be16op Tumna opranuszanuu Anreka

Ha ¢opme "CnpaBouHMK OpraHuzanuii" IOCTYNHBI OEHCTBHA MO J0OABICHUIO U U3MEHEHHUIO

OpraHu3aLui.
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3) ABapuiiHble CUTyallul

5.1 OnucaHue aBapuiHBIX CUTYyaUM

Hapnexunocts CricTeMbl 00ecTieYMBaeTCs IPU CIASAYIOIINX aBAPHMHBIX CHUTYalUsX:

- otka3 Cucremsr;

- cboii Cucremsl.

Otkazom CucteMsl ciieyeT CUuTaTh COOBITHE, COCTOsALIEE B yTpaTe paboTocniocoOHocTH CHcTeMbl
U IIPUBOJIALIEE K HEBBITOJHEHHUIO UM HENPAaBUIBHOMY BBIITOJHEHUIO KOHTPOJIBHBIX IPUMEPOB WM 3a]1a4
(GYHKIMOHATBHBIX MOTYJICH.

C6oem Cucrembl clemayer CUMTaTh COOBITHE, COCTOSIIEE BO BpPEMEHHOH  yTparte
paborocioco6HocT CHCTEMBI U XapaKTepU3yeMOe BO3HMKHOBEHHEM OIIMOKU MpPH BbINOJIHEHUH
KOHTPOJIbHBIX IPUMEPOB WJIH 3a/1a4 (DYHKIIMOHAJIBHBIX MOJYJIEH.

B Cucreme npenycMOTpeHO aBTOMaTHYECKOE BOCCTaHOBJIEHHE 00pabaTbiBaeMol MH(poOpManuu B
CIIEYIOIUX aBapUNHBIX CUTYalUsX:

- IpOrpaMMHBIN cOOM MU onepanusax 3aIUCU—UTEHUS;

- paspblB CBS3M C KIMEHTCKOH MporpamMmoi (T€pMUHAJIBHBIM YCTPOICTBOM) B XOj€

pelakTUpOoBaHMs1/0OHOBIEHUS HH(DOPMAIUH.

B Cucreme mnpenycMoTpeHa BO3MOMKHOCTb PYYHOTO BOCCTaHOBJIEHHS 00OpabaTbiBaeMOM
nH(pOpMaLIUU U3 PE3EPBHON KOIMH B CIEAYIOUINX aBAPUIHBIX CUTYalUsIX:

- (¢u3nyecKuil BBIXOJ U3 CTPOS JUCKOBBIX HAKOIIUTENEH;

- omuboyHbIe IeHCTBUS 00CITYKUBAIOIIETO EPCOHAA.

B Cucreme npenycMOTpeHO aBTOMaTHYECKOE BOCCTAHOBJIEHHE pabOTOCIOCOOHOCTH CEepBEpHOU
gacTh CHCTEMBI B CIEAYIOIUX CUTYaLUsAX:

- IITaTHOE U aBapHilHOE OTKIIIOUEHUE JIEKTPOIIUTAHUS CEPBEPHOM YaCTH;

- mratHas nepes3arpy3ka CUCTEMBbI U 3arpy3Ka Mociie OTKJIIOUEHUS;

- TNporpaMMHBIH cOOH OOLIECHCTEMHOTO MpPOrpaMMHOr0O oOecreueHus, MNpPUBEIIIUN K

nepe3arpy3ke CUCTEMBI.

B Cucreme mnpeaycMOTpEeHO TMOJIyaBTOMAaTHYECKOE BOCCTaHOBJIEHHE pPabOTOCIIOCOOHOCTH
cepBepHOi yacTu CHUCTEMBI B CIIEAYIOIIUX aBAPUIHBIX CUTYalHsIX:

- ¢usnyeckuil BBIXOA U3 CTPOs JIOOOro amnmapaTHOro KOMIIOHEHTa, KpOME JTUCKOBBIX
HaKOMUTeNIeH — [ocJie  3aMEeHbl ~ KOMIIOHEHTa U BOCCTaHOBJEHUS  KOHpurypammm
00IIIeCUCTEMHOT0 TPOTPAMMHOT0 0OecieueH s,

- aBapwifHas mepe3arpys3ka CHCTEMbl, IpUBEAIIas K HeaTalbHOMY HAPYIICHUIO LEIOCTHOCTU

(halisIoBOM CHCTEMBI — TIOCIIE BOCCTAHOBJICHUS (haliJIOBOM CHCTEMBI.
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Jns BocctanoBieHus CUCTEMBI TOCIIE OTKa3a Wik c60s, He0OX0IMMO CHavaja yCTpaHUTh IPUUUHY

0TKa3a/c00s1 (3aMEHUTh HEHCIPABHOE O0OPYyIOBaHHUE, YCTPAHUTh CHUCTEMHBIE OIIMOKH W ZIp.), a 3aTeM

HMPEANPHUHATH CIECAYIOLIUE IEUCTBUS:

YCTaHOBUTH OMNEPALUOHHYIO CHCTEMY, a 3aTe€M — COOTBETCTBYIOLIUI MaKeT OOHOBIEHUS;
MIPOBEPUTH MPABUIBHOCTH PA0OTHI IOMEHA.

ycranoBuTh CYB]/, a 3aTeM — COOTBETCTBYIOIIHI TAKET OOHOBIICHUSI.

BOCCTAaHOBUTh 0a3y JMJaHHBIX W3 PE3EPBHONM KONHUH; IeEpe3arpy3uTh CepBep IMOCIe
BOCCTAHOBJICHHSI 0a3bl IaHHBIX.

MPOBEPUTH JOCTYMHOCTh CUCTeMbI; 4TOObI yOEIUTHCS B MPAaBUIBHOCTU PabOThI, 3allyCTUTE
CIIEHapUil IPOBEPKU OCHOBHBIX (PYHKITHIA.

AKTHUBUPOBATb BO3MOKHOCTb pa60TBI I10JIL30BATEJICH B IITATHOM PEKHUMCE.

B cnyuae orkaza unu c6osi Cucremsl, CBA3aHHOIO C HEUCIIPABHOCTHIO 00OpYJIOBaHMsI, pabOThI

IIPOBOAUT AJIMUHHUCTPATOP 3aKa3uMKa.

B cJIydac OTKa3a HJIn cOos CI/ICTGMBI, CBSI3aHHOTO C CHCTEMHOM OH_II/I6KOI71, pa6OTbI IIpoOBOAUT

Anmunuctpatop McnomHurens.

5.2

npoiecca

IleﬁCTBHﬂ B cliyqyae HeC06J'lIO)IeHI/Iﬂ yCﬂOBMﬁ BbBIINOJTHCHUSA TEXHOJOTHYIECCKOI'0

HpI/I pa60Te ¢ CucreMoi NOoJIb30BaTEIIO MOTYT OTO6pa)KaTLC$[ COO6H_IGHI/I$I HCCKOJBKHUX THIIOB:

cooO11eHne 00 yCIEeIHOM 3aBepIIeHNN JeHCTBYS,
cooO1ienre 00 OmMnoKe;
NIPEeRYNPEXKICHUE;

COO6H.ICHI/IC O HCUCIIPABHOCTU CUCTCMBIL.

Coo0b1eHne 00 ycIelmHOM 3aBepIleHUM JIEHCTBUS COJOEPKHUT KpaTkoe pestoMe omepauuu. s

3aKpBITUS cOOOIIeHUsT HaxxMHTe KHOTIKY "OK".

Coobmenne 006 ommoOKe OTOOpaXkaeTcs B Ciydyae, KOTJa JajbHEWIee BHITIOJHCHUE JICHCTBUS B

Cucreme HeBo3MOXHO. Kak mpaBuio, B TaKkOM COOOIIEHHHM COAEPKHUTCS KpaTKOE OMUCAHUE MPUYHMHBI

BO3HUKHOBEHUS OMMOKU. /111 3aKphITHS coo0IIeHus 00 ommnbOke HaxmuTe kHonky "OK".

MNpoBepka AaHHbIX dopMbl *

He Bce nona dopMel Z3N0NHEHE KOPPEKTHO, NPOBEPETE BEEEHHLIE EaMU AaHHkIE. HeKoppekTHo

33MN0MHEHLIE NONA BblAENEHs 0cobo.
Ok

HpCI[YHpC)KIlCHI/IC 0T06pa>1<aeTc;1 B TOM CJIy4ac, €CJin ﬂeﬁCTBHH, COBCPUICHHBIC OIICPATOPOM, MOT'YT

TOBJIEYh 332 CO00M Kakue—ImOO OCOOCHHOCTH B BBIMIOJHEHUU OIEpaIlid, HO HE MPHUBEIYT K OIIHOKE.
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Hampumep, ecnu omneparop ykaxeT y coTpyaHuka craBky Menee 0,1, To oToOpa3uTcs cOOOIIEHHE, YTO
Takas CTaBKa He OyJeT yYUTHIBAThCA MPH BBITpy3Ke. [ TOro 4ro0bl MpOI0JIKUTh BHIIOJHEHUE JICHCTBUS,
HaxMute kHomky "[la"/"lTIpomomxuts". st Toro 4toObl HpeKpaTuTh IEHCTBHE, HAXMUTE KHOIKY
"Het"/"Otmena".

B cinyyae BO3HMKHOBEHUs OLIMOKHM O HEUCIPABHOCTU CHUCTEMBI, I10JIb30BATEII0 CUCTEMBI CIIE1YeT
00paTUTHCS K aIMUHUCTPATOPY CUCTEMBI.

AJIMUHUCTPATOp CHCTEMBI JJIsi peuleHus MpoOiieM oOpamiaercss K OKCIUTyaTallMOHHOM
JOKYMEHTAIH, HACTOSIILEMY PYKOBOJICTBY, OHJIAIiH CIIPAaBOYHOM cUCTEME.

B ciyuae HEBO3MOXKHOCTH pa3pelleHHs CHUTyallud CcleayeT oOpaTUThCs B TEXHUYECKYIO

MOAJICPXKKY.
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6 JKCIIyaTauus MOayJisi

Cucrema mnpeaHa3zHaueHa i (GYHKIMOHUpPOBaHUsA 24 4Yaca B CyTKHM 7 JHEH B HEIEIIO.
O6ecneurBaeTcst BO3MOKHOCTh B3aUMOJICHCTBUS C TI0JIb30BATEIISIMHU B KPYTJIOCYTOYHOM PEKUMeE Oe3
MepEPHIBOB, B TOM YHUCIIE MIPHU JOCTYIIE MOJIb30BaTeNIel U3 IPYTUX M0 OTHOIICHHUIO K CEPBEPHOM YacTH
BPEMEHHBIX 30H.

Jnst  mporpamMmmHOro obecneueHuss CHCTEMBl  ONPENEICHBI  CICAYIOMNUE  PEKHMBI
(G YHKIIMOHUPOBAHUS:

- IOTAaTHBIA peXUM (pexKUM, 00eCIIeYNBAIOIINI BhITOTHEHNE PyHKIUH CHUCTEMBI);

- NpefaBapUHBIN peXUM (PEKUM, IPEANICCTBYIOMIHNI MEPEX01y B aBAPUNHBIN PEKUM);

- aBapuMHBI pEXUM (XapaKTepU3yeTcs OTKa30M OJHOTO WJIM HECKOJbKUX KOMIIOHEHTOB

MPOrpaMMHOTO W/WJIM ammapaTtHoro oOecrnedeHus. B maHHOM pexnMe (YHKIIMOHHPYIOT

peCypChl, KOTOPBIE B IITATHOM PEXHME HAXOJISATCS B PEKUME TOPSUYETO pe3epBa)

- CEepBHUCHBII peXuM (pexuM [Uisi TMPOBENCHUS PpPEeKOHDUTypUpOBaHUS, OOHOBIEHUS H

NPOPUIAKTUIECKOTO 00CTYKUBAHUSA).

Wudopmannonsslii 00MeH co cTopoHb!l CHCTEMBI TOCTPOCH Yepes:

- HHTCTPAUOHHYIO IIUHY Cucremsl ¢ CO6J'IIOI[CHI/ICM IIpaBUI I/IH(i)OpMaI_II/IOHHOﬁ 6630HaCHOCTI/I;

- CepBucsl nHTErpanuy.

ITonpobHoe onKcaHue NMpUBEIEHO B JOKyMeHTe "PerimaMeHT skcryaTanun'.



