000 "PT MUC"

EJUHAS [ADPPOBAS IIJIAT®OPMA.MHUC 3.0
(ELIL.MMUC 3.0)

PykoBonctBo nmonb3oBatens. [loncucrema "Unterpamnus ¢ ETYC3". ®ynkunoHanbHbIi 010K
n " 1
®opmupoBanne COM/] "OTnyck no peuenty Ha JIEKapCTBEHHBIN Mpenapar, U3Aejine MeIULIUHCKOTO

Ha3HAYEHUS U CHEeIMATH3UPOBAHHBIA POAYKT JeuedHoro mutanus’ 3.0.3



Conepxanue

33 STy (<) (< 3
R O 100 £: 1o 3 0 110007 (53 (S) 16 S TSROSO 3
1.2 VYPOBEHB MOJATOTOBKH TIOITB3OBATEIIS +.uvvveesstreesseesssesssssesssssessssessnssessssssssssesssssessssesssssessssessnsns 3
1.3 TIlepedeHb IKCITyaTalMOHHOMN TOKYMEHTALIUU, C KOTOPBIM HEOOXOAMMO O3HAKOMHTHCS

0000 1 5 T0) Lk 1 1 S P OO PR PURPPPRPTRPPRRPPIN 3
Ha3HaueHHe M YCTIOBUS IPUMEHEHMS ........ocouviiureateeireasteeasseesseessseessesaseasseesseessssassessssesnseesesasseens 4
2.1 Bugsl aesrenbHOCTH, GYHKIUH, ISl aBTOMATH3AIMU KOTOPBIX MIPEeIHA3HAYEHO JaHHOe

CPEACTBO ABTOMATHBALIMM ...veserreeessunseesesassseaesasssssassassssessaansseeesaasbaeeeeasbseeesannnee e e s nnneeeeannnneeenans 4
2.2 YcioBwus, npu COONIOICHIH KOTOPBIX 00eCTIeYnBaeTCsl IPUMEHEHHE CPEICTBA

ABTOMATHBALIHIH ... veesveeseeenteessseesseessseasseesseeasseeaseeeaseeame e e ase e aaeeenbe e s Re e e bt e nme e en e e e s e e e neenmneanneennneanneeas 4
2.3 TIopsaoK MPOBEPKH PAOOTOCTIOCOOHOCTH ....uvvvresrrrsassreesssresssssessssesssseeesssesssssesssssessssessssessssneeans 4
TTOATOTOBKA K PADOTE .......eoviiiiieiiiaiiieitieasteesteeasteesteeasbeesbeeasteesbeeasbeesbeeesbeesbeeasbeesbeeanbeesbbeanbeeabbeanbeens 6
3.1 CocraB u conepkaHnue JUCTPUOYTHBHOTO HOCUTEIIS JAHHBIX .....veeivveasveesieeaseeesineasesssneseesssnesnes 6
3.2 TIOPATOK 3AITYCKA CHCTEMBL.......veeutiteeteestesieesttesaesieesbeessesseesbe e abe e be b e sseesbe e s e beenn e e e e nneenne e 6

DOyHkHOHAJBHBIN 0J10K ""@opmupoBanue COM/] "OTnyck mo peunenrty Ha JieKapCTBEHHBbII
npenapar, usjaejine MeIUIMHCKOT0 HA3HAYEHUS U CIeNUATN3MPOBAHHBIN MPOAYKT
JIEUEOHOTO IHTAHMSI .. ..ottt ettt bt e e et e et e e e he e e b e e b e e e e e e sae e e b e e abe e e nneennneanes 10

4.1

4.2

[Tpuem chopmupoBannoro u noanucanHoro COMJI "Otmyck 1o penenty Ha JIeKapCTBEHHBIN

npenapar, u3iesine MeIUIIMHCKOTO Ha3HAYCHUS U CIICIIUATN3UPOBAHHBIN MPOAYKT JIEYEOHOTO

nuTaHug" U3 cTopoHHen cucreMsl U niepenaya ero B POMI ETUCS ..., 10
®opmupoBanne COM/] OTiyck 1o pelenty Ha JISKapCTBEHHBIH npernapar, U31eaue

MEIMIIMHCKOTO HA3HAYCHUS M CIICITUATM3UPOBAHHBINA MTPOIYKT JICUSOHOTO MUTAHUS, U
nepenayda €ro B POMII ETHICS . ...t s 13

4.2.1 DopMUPOBAHUE COMUIL ....oiiiiiiiiiiiiiiiiiici e 14
4.2.2 Tloanmucanue COM/JI oT nHiia aIMUHUCTPATOPA OPTAHUBALIMM «..cnvverveeanreeieeaneeeseneens 15



1 Beenenne

11 O0J1acTh NpUMeHeHHus

HacTtodummii J1OKyMEHT OMNHMCBIBa€T MOPSAOK pPabOThl C  (YHKIMOHATIHHBIM OJIOKOM
"®opmupoBanre COMJ[ "Ortmyck 1o peunenty Ha JEKApCTBEHHBIM Ipemapar, u3JeIue
MEAWIIMHCKOTO HAa3HAYCHHUS M CHEIUAIM3UPOBAHHBIA MPOMYKT JedeOHoro muTaHus" EmxuHOoM
mudpposort twiarpopmer MUC 3.0 (mamee — "EHILMUC 3.0", Cucrema) misi MEIUIIUHCKUAX
OpraHu3alfii, OCYLIECTBISIONIMX JEATEIBHOCTh B cdepe 00s3aTeIbHOr0  MEIUIIMHCKOTO

crpaxoBanus (naigee — OMC).

1.2 YpoBeHb OATOTOBKH M0JIb30BaTEJIs

[Tonp3oBarenu CucteMbl AOMKHBI 00JafaTh KBadudUKalMed, oOecrneunBaronieil, Kak
MUHUMYM:

— 0a3zoBble HaBbIKM pabOTBl Ha [EPCOHAJIBLHOM KOMIIBIOTEPE C TIpadUyecKuM
HOJIb30BATENbCKUM HMHTEpdelicoM (KJIaBuaTypa, Mbllllb, YIPABICHUE OKHAMHM MU
npuioKeHusiMu, ¢aitnosas Cucrema);

—  0a30Bble HAaBBIKM MCIIOJIB30BaHMsI CTaHIAPTHOW KIMEHTCKOM mporpammsl (Opaysepa) B
cpeae MHrepHera (HacTpoilka THIOBBIX KOH(UIypaluii, yCTaHOBKA IOJAKIIIOYEHUH,
JocTyn K BeO-caiitam, HaBuranusi, (OpMbl M JApyrue THUIIOBbIE HHTEPAKTHUBHBIC
AIIEMEHTHI);

— 0a30oBble HaBBIKM HCIOJIb30BaHUS CTAHJAPTHOM IOYTOBOM mNporpamMmbl (HacTpoMKa
YUETHOM 3amucu sl MOAKIIOUEHHUS K CYIIECTBYIOLIEMY MOYTOBOMY SIIUKY, CO3/IaHUE,

OTIpaBKa u noxydeHue e-mail).
1.3  TlepeyeHb OIKCILIYyaTAIIMOHHONH JOKYMEHTAIMH, C KOTOPbIM HEOO0XOAMMO
03HAKOMMTHCS M0JIb30BaTEI0

[Tepen Hawamom pabOTHI TOJB30BATEISIM PEKOMEHAYETCS O3HAKOMHUTBCS C TIOJOXKCHHUSIMU

JaHHOT'O PYKOBOACTBA IMOJIB30BATCIIA B HaCTH CBOUX (I)YHKI_II/IOHEUIBHBIX 00513aHHOCTEH.



2 Ha3naveHue M yc10BUSI IPMMEHEHHUS

2.1 Buabl HEATECJIBbHOCTH, (l)yHKIII/II/I, AJIsE ABTOMATU3AUHU KOTOPLIX IMPEIHAZHAYECHO

JAHHOEC CPEACTBO aBTOMATU3AllUH

OyHknuoHaIbHBIN 0510k "dopmupoBanue COM/J] "Otmyck mo pernenty Ha JIeKapCTBEHHBIN
mperapar, H3JAeIUe MEIUIMHCKOTO HAa3HAYCHHS W CHEHUATM3UPOBAHHBIA MPOIYKT JIEYeOHOTO
NUTaHWS' TpeJHa3HAYCH I GOPMUPOBAHUS CTAHIAPTU3UPOBAHHOTO AJIEKTPOHHOTO MEIUIIMHCKOTO
nokymenta (mamee — COMJ) "Ornyck mo penenty Ha JIEKApCTBEHHBIM Mpernapar, H3Jeiue
MEAMIIMHCKOTO Ha3HAYCHUS U CICHUAIU3UPOBAHHBINA MPOAYKT JIe4UeOHOT0 MUTAHUS" U Mepeaayy ero
B nojacucreMy "denepanabHblii peecTp INMEKTPOHHBIX MEAMIIMHCKUX JOKyMeHTOB" (nmanee — POMJI)
EnunOlt rocymapcTBeHHOW WH(GOPMAIMOHHONW CHCTEMOW B cdepe 3apaBoOXpaHeHUs (naiee —

ETUC3).

2.2 YcioBusi, npu co0.JII0IeHUN KOTOPBHIX O0ecne4uBaeTcsi MpUMeHEHUE CpPeIcTBa

aBTOMaTHU3alluMU

Jocryn x pyHKIMOHAIBHBIM BO3MOXKHOCTSIM U JaHHBIM MOJIYJISI PEaTH3yeTcs MOCPEICTBOM
BeO-unTepdeiica. Pabora nmonws3zoBareneit CucTeMbl OCYIECTBIsIETCA Ha equHOoM 0a3e qanHbix [[O/1.

Pabora B CucteMe BBHIMOJIHIETCS Yepe3 aBTOMaTU3MPOBaHHBIE paboune MecTa mepcoHana (B
COOTBETCTBUHU C MECTOM pabOThl, YPOBHEM IpaB AOCTyNa K (YHKIIMOHAIBLHBIM BO3MOXKHOCTSM H
naHHbIM CHCTEMB).

Hactpoiika pabGodero mecra (co3maHue, HAacTpoilka mapameTpoB paboTsl B pamkax MO,
MPeIOCTaBlIEHUE YUETHOM 3alUCH IOJIb30BaTeNsl) BhIONHsAETCS aaMuHucTparopom MO. Hactpoiika
OOIIECHCTEeMHBIX  MapaMeTpoB  paboThl,  KOH(QUTrypanusi  CIOPABOYHUKOB  BBITIOTHSETCS
aJIMHHHCTPATOPOM cHucTeMbl. OmmcaHue paboOThl aJMHHHCTPATOPOB TPUBEICHO B JOKYMEHTE

«PYKOBOJICTBO AIMUHHUCTpATOpa CUCTEMBD)).

2.3 ITopsinok npoBepku padoTOCIOCOOHOCTH

Jns  mpoBepku  paboOTOCHOCOOHOCTH CHUCTEMBI HEOOXOJMMO BBINOJHUTH — CIEAYIOIINE
JIEHCTBHSL:
1. Boinmonuuts aBTOpH3anuio B CucreMe U OTKpbITh APM.

2. BwBath m00yr0 Gpopmy.



[Ipu KOppeKTHOM BBOJIE YYETHBIX JAHHBIX JOJDKHA 0TOOpa3uThesa Gopma BeiOopa MO unu
APM, mi6o APM nonb3oBatens. [Ipu BeIMOTHEHUH NEHCTBHIA JOJKHO HE JOJDKHO OTOOpaXkaThCs

OH_II/I6OK, CUCTEMA JOJIKHA pe€arupoBaThb HaA 3aIllpOCHI I10JIb30BaTClId, HAIIPpUMED, 0T06pa}KaTB Ty WA

uHyI0 hopmy.



3 IloaroroBka k padorte

3.1 CocraB n coacpkaHue )II/ICTpI/IﬁyTI/IBHOFO HOCHUTEC/IA JAaHHbIX

Cucrema mepemaercss B BHIE (QYHKIMOHUPYIOIIETO KOMILUICKCA Ha 0a3e CpeicTB
BBIYUCITUTEIILHOW TEXHUKH.
Cucrema pa3BepTbiBaeTcs VicnoaHHUTEIEM.
Pabora B CucteMe BO3MOXKHA Yepe3 Cienyromnme Opay3epsl (MHTEpHET-0003peBaTEIN ):
—  Mozilla Firefox (pekomenayercs);
— Google Chrome.
[lepen navanom paboTHI ciieAyeT yOeAUThCS, YTO yCTAaHOBJICHA TTOCIEHSSI BEpcus Opaysepa.

[Tpu HEOOXOIMMOCTH CcJIeyeT OOHOBUTH Opay3ep.

3.2 Hopsaok 3anycka Cucrembl

Jns Bxona B CucteMy BBITIOJIHUTE CIEAYIONIUE 1eHCTBUSA:

— 3Bamycrtute 6paysep. OToOpa3uTcs OKHO Opay3epa U JOMAIIHSsI CTPaHHIIA.

M-

— Bseawute B aapecHo# cTpoke o6o3peBatens aapec CUCTEMbI, HAXMUTE KiIaBuiry Enter.
OTtoOpa3uTtcs rinaBHas crpaHuia CUCTEMBI.

IIpumeuanue — Anpec Uisi NMOAKIIOUEHUS MPEIOCTABISAETCS aJIMHUHHCTpatopoM. Ecmu

ctpanuiia CHUCTEMBI yCTAaHOBJIGHA B KayeCTBE JOMAIITHEH CTPAaHMIIBI, TO OHa OTOOPa3UTCS cpa3y

mocJie 3arycka opaysepa.



Jns ynoOcTBa HCIONB30BaHUS pPEeKOMEHAyeTcs: a00aBuTh anpec CUCTEMBI B 3aKJaIKu

UHTEPHET-0003peBaTelsl, /WM caenarh cTpanuily CHCTEeMbI CTAPTOBOW CTPaHUIICH.

% PTMUC

"~ EpuHag uudposaa
nnatdpopma

Bxog no normky  Bxog no toxewky  Bxog uepez ECHMA

Pernox

Tun B0

Mapone
el

1 33bwin napane

ABropuzanus B Cucreme BO3MOKHA OJIHUM U3 CIIOCOOO0B:
—  C HCIIOJIb30BAHMEM JIOTHHA U NapOJIs;
— ¢ nomousio OII (BeIOOpa THIIA TOKEHA U BBOJI MTAPOJIs);
— ¢ nomoikto yuetHoit 3anucu ECHA.

1 crioco0:

—  Baeawure morun y4yetHoii 3anucu B niosie mst mons3oBarens (1).
—  Beeaurte mapons yueTHoi 3anucu B niose [lapons (2).
—  HaxwMure kHONKy BoliTu B cucremy.

2 cI1oco0:

—  Ilepeiiaure Ha Bkiaaky "Bxon no TokeHy":



Bxopn

Bxog nMo norHy  Bxog no TokeHy  Bxopg yepes ECHMA

TN TOKEeHa

AuthApi - eToken TOCT v

MMH-KoQ

BXO4 NO KAPTE

—  BriGepure T TOKEHA.

—  Bsegure napons ot OII B none [TMH-kon/Ceptudukar (pacmonokeHHOE HUKE MO
"Tun TokeHa"). HaumeHoBaHue MoJis 3aBUCUT OT BEIOPAHHOTO TUIIA TOKEHA.

—  Haxwmure kHonky "Bxox no kapre".

IIpumeyanus

1 Ha xomnsiorepe Ilonb3oBarensi mpenBapUTENbHO JOJKHO OBITH YCTAaHOBJIEHO M 3alylIEHO
porpaMMHOe oOecriedeHue /ISl BBIOPAHHOTO TUITA TOKEHA.

2 IlpeaBaputrenbHO MOXKET TOTPeOOBAaTHCS  YCTAHOBUTH  CEPTHU(HUKATHI  MOJIb30BaTENeH
aMHUHHUCTPATOPOM CUCTEMBI B IPOrPaMMHOM 00€CTI€YeHIH BHIOPAHHOTO THUIIA TOKEHA.

[Ipu wHempaBuUIBRHOM BBOJAE WMEHHM TMOJb30BaTeNss W (WIM) TApoJisi OTOOpa3uTCs
COOTBETCTBYIOIlEE coodIIeHne. B 3Tom ciyyae HE0OXOAMMO MOBTOPUTH BBOJ MMEHHU IOJIB30BATEINS
U (UK apodsl.

3 cnoco0:

—  Ilepeiigure Ha Briagky "Bxon uepes ECHA". byzaer BbIONHEH NEPEX0]l HA CTPAHUILLY
aBropuzauuu yepe3 ECHA.
—  Bsenurte nanHble 11 BX0Aa, HAXKMUTE KHONIKY BoiTu.

IIpumeuanne — J{nsa aBropusanuu uyepe3 ECHA yderHas 3amuch Nojb30BaTeNs JODKHA

OBITH CBsI3aHA C y4eTHOH 3amuckio yenoBeka B ECUA. YderHas 3anuch moibp30BaTess T0JDKHA OBITh

BKJIIOUEHA B rpymnny "ABropusanus uepes ECHA".



[Ipn HempaBWJIBHOM BBOJIE WMEHH TONb30BaTeNss W (WIM) Tmapoist oToOpa3uTcs
COOTBETCTBYIOIIEE cooOIIeHHe. B 3ToM cirydyae HE0OX0IMMO TOBTOPUTH BBOJ MMEHH MOJIB30BATEIS
1 (WIK) TTapoJIs.

—  Tlocne aBTopu3aru OAHUM U3 CIIOCO0OB 0ToOpasuTcs ¢popma Beioopa MO.

Bbi6op MO ® X

OTMEHA NMPUMEHUTb

VYkaxure Heooxoaumyo MO n Haxxmute kHonky "[IpumeHnTs"".

—  OroOpasurcs popma Bei6opa APM o ymomrdanwuro.

BriGop mecta patoTel (APM) no yMonyaHug 9 X
APM/BAD i Nappaigendse f OTRenesne F Coyxoa JGn MO Th Paciidcarie
APM agMuudcTpaTapa NNO AfMUHMCTRATOR NNO
APM agmuHucTpaTopa MO (E-
APM agmMundcTpaTopa LOO

B PRl sy o D0 =17

OTMEHA NPUMEHWUTE

IIpumeuanue — @opma oToOpakaeTcs, €Cii paHee HE OBLJIO BBIOPAaHO MECTO PabOTHI MO
yMOJTYaHu10, uiu npu Bxoze Obuta m3menena MO. Tlocne BeiOOpa mecTta paboThl, ykazaHnHbi APM
OyZeT 3arpy»aThCsi aBTOMaTUYECKH I10CJIE aBTOPU3AIIUH.

Bribepute mecto paboThl B crmcke, Haxmute KHONKY "llpumenuts". OTobpazutcs dopma

ykazanHoro APM nons3oBatens.
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4 @OyHKIHOHAIBHBIA 010k "'®@opmupoBanue COM/I "Ornmyck mo penenrty Ha
JIEKapCTBEHHbII npenapar, u3esnane MEIHIHHCKOI0 HA3HaYeHUs! "

CHEeNUATN3NPOBAHHBIN MPOAYKT Jie4eOHOro nuTaHus''

4.1 IIpuem chopmupoBannoro u noamucanHoro COMJI "Ornyck mo peuenty Ha
JIEKApCTBEHHBII npenapar, u3aejime METUIIUHCKOT O HA3HAYEeHUsl U
CHeNUATU3UPOBAHHBIA MNPOAYKT JieueOHOr0 NUTAHUSA' W3 CTOPOHHEH CHCTeMbl U

nepenaya ero 8 POMJI ET'HC3

B Cucreme peasinzoBaHa BO3MOXHOCTb MOJIy4eHHsI CHOPMHUPOBAHHOIO U noanucaHHoro Ol
COM/I "Otmyck 1o peuenty Ha JEKapCTBEHHBIN IIpernapar, U3Aejue MEIULHUHCKOIO Ha3HAYCHUS U
CTHECIMATM3UPOBAHHBIA TPOIYKT JIEYEOHOTO MHUTAHHUSA" OT CTOPOHHEH WH(POPMALMOHHOW CHCTEMBI
aNTeYHOW OPraHU3alUN.

JlaHHast BO3MOXHOCTb IIPEOCTABIISAETCS, €CIIU:

—  anTeyHas OpraHu3alus 3apeructpuponBaHa B CUCTEME B CIIPaBOYHUKE OpraHU3aIuil;

— COM]J "Otnyck mo penenty Ha JIEKAapCTBEHHBINM Ipemnapar, U3AeINe MEIUIMHCKOTO
Ha3HAUYEHUs W  CIEUUATU3UPOBAHHBI MPOAYKT JieueOHOro mnuTaHus"  ObLI
c(hOopMHpPOBaH B COOTBETCTBMM C PYKOBOJCTBOM I10 peau3alliM, Pa3MEIIEHHOM Ha
nopTraje OIepaTUBHOTO B3auMojelcTBus ydactTHukoB EI'MC3 B nokymeHTe
"PykoBogacTtBo mo peanmmzanun COMJI: OTnmyck mo pementy Ha JIeKapCTBEHHBIM
npenapar, HM3AeIue MEAMIMHCKOIO HAa3HAYEHUS U CHEUUAIM3UPOBAHHBIA IPOIYKT
neyebHoro nutaHus (pemakuus 4, uneHtudukarop OID 1.2.643.5.1.13.13.14.38 no
cupaBounuky ®P HCN);

—  JUIs JIGKAapCTBEHHOTO IpenapaTa/CreualbHOr0 MUTaHUs HACTPOEHA CBS3b C OJHUM M3
beneparbHBIX CIPABOYHUKOB:

"JIexapcTBenHble npenapatsl. ToBapHble nozuuuu. ECKJIIT ¢ konamu KTPY" OID
1.2.643.5.1.13.13.99.2.540;

—  "CnpaBOYHUK MEAMLIMHCKUX H3JEJUN COTJIACHO KaTallory TOBapoB, paboT, yciayr
uist  oOecriedeHHs] TOCYNapCTBEHHBIX W MyHUIMnanbHbIX Hyxka' OID
1.2.643.5.1.13.13.99.2.604,

— "ChopaBoYHMK CHEIHAJM3UPOBAHHOIO TMpojykTa JedeOHoro nurtanus" OID
1.2.643.5.1.13.13.99.2.603.

—  monydyeHHsrid COM/] moamucan OIT:
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—  COTpyIHUKA anTeYHOU OpraHu3aIu (papmarieBta), OTITYCTHBIIIETO
JIEeKapCTBEHHBIN Mpenapar/crenuanbHoe MUTaHNE;
—  OT JIMIIA anTEe4YHOI OpraHu3aluu.

—  cTopoHHss nHpopManHMoHHAas cuctema B cocraBe COMJI mepenana nndopmarmio 00
OIl, xoTopbiMu ObUT TOANUCAH AOKYMEHT "OTIyCK IO perenTy Ha JEKapCTBEHHBIN
npenapar, HM3Aelue MEAMIMHCKOIO Ha3HAueHUs U CHEUUAIU3UPOBAHHBIA IPOIYKT
nae4yeOHoro nuraHus'.

[Ipu coOnroaeHNH TEPEYMCICHHBIX BBIIIE YCIOBHH CEpBHC B3auMojeicTBus ¢ POMJI
EI'IC3, peann3oBaHHblii Ha cTOpoHe CHUCTEMBI, COrjacHO 3agaHHOMY B CHcTeMe pacnuCaHUI0
OTHPABUT IMOJYYECHHBI OT CTOPOHHEW cucTeMbl anteyHor opranuzanuu COMJ] "Otnyck 1o
peuenty Ha  JIEKapCTBEHHBI  Ipemapar,  HW3JA€IUMe  MEIUIMHCKOTrO  Ha3Ha4YeHWs U
crenualIn3upoBaHHbIA NpoAyKT jeuedHoro nutanus" B POMJ] ET'UC3.

[Ipocmorp COMJI "Ortmyck mno peuenty Ha JIEKapCTBEHHBI Impenapar, Hu3JAenue
MEAMIIMHCKOTO Ha3HAUCHUS U CHEIUATU3UPOBAHHBINA MTPOIYKT JIe4eOHOTO MUTaHU", HAIIPAaBIEHHOTO
B POMJI ETUC3, Bo3mosxken B APM aamunuctparopa MO u 8 APM anmunuctparopa [HO/:

— B OOkOoBOM MeHIO riaBHOW ¢opmel APM Haxmure kHomky "POMJL ETUC3".
Orobpasutcs ¢popma "XKypuan 3anpocos POMJ] ETC3";

—  3anojHuUTe nosis nasenu Guiastpo popmsl "Kypruan 3anpocos POMJ] ETUC3":

"Jlata 3anpoca" — BeIOEepUTE TIEpUO/, B KOTOPHIN BhIMONHsIIAack oTripaBka COM/I B
POM/JI ETUCS;

—  "Tun noxkymenrta" — BeiOepuTe 3HaueHue "OTIYCK MO perenTy Ha JeKapCTBEHHBIN
npernapar, u3Jeue MeIUIUHCKOIO Ha3HAUYEHUS U CHIeUAIN3UPOBAaHHBIA MPOJYKT
Je4eOHOro nMUuTanus";

— ¥ JIp. Ip1 HEOOXOAUMOCTH.

Ha ¢opme "XKypnan 3anmpocoB POM/] ETIC3" oTo6pazsarcs 3amucu no o0paboTKe 3anpocoB
Cucrempr k POM/I EI'MIC3 na otmpaBky B POMJ] ETMC3 COMJ/l "Otnyck mo peunenty Ha
JIEKapCTBEHHBIN INpenapar, U3/Aeiaue MEIUIIMHCKOTO0 Ha3HAYeHHs W CHelHUaTu3UPOBAHHBIN MPOIYKT

7e4eOHOT0 MUTAHKS", COOTBETCTBYIOIIHE 3aJaHHBIM YCIOBHUSAM (DUIIbTPAIIAH.
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APM afMMHHCTpaTopa MO (ExtJS 6) / TKIN 2 YCTUHOBA (.- ] ‘14 ] 0
MYPHAN KYPHAT 3ATIPOCOB M ETUC3 ;= OCTaBMTh OT3bIB
MypHan zanpocoe P3M/[] ETUC3 o9 X
[Narasanpoca: = 01.12.2020 —01.12.201 () TUn okyMeHTa: | OTAyck Mo peuenTy Hanel ¥ CTaTyc: | Yenewwan obpaboTkasa ¥ OYUCTUTB
Tun sanpoca: - Homep 3MI: MO: v HAWTH
C.' 06HOBHTD > [pocMoTpeTh 3anpoc & [Mevatt ~
ID 3anpoca | UUID 3MmO 0 3MAO Per N2 LoxymeHt Tun 3anpoca [ara v Bpemsa 3anpoca  CTaTyc sanpoca
2400 321 export/emd_files/e.. 730023881154793 OTMyCK MO PELenTy Ha NekapcT..  OTnpaexa pesynsta..  22.08.2021 14:38:48 =
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OTnpaeka pesynsTa..

22.08.2021 14:36:18

22.08.2021 14:34:59

22.08.2021 14:25:119
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CTpaHuua 1 uz 2 > p>3 2o OToBpaatoTcA 3anucu ¢ 1 no 100, Bcero 126

OWwKrEKKM U NpeaynpexXaeH1A

Tun owmkK

Kop owmoKu OnMcaHue oWnixK

B otmmume ot apyrux COMJI nmognucanue B Cucreme COMJI "Otmyck mo peuenty Ha
JIEKapCTBEHHBIN INpenapar, U3/eIue MEIUIMHCKOT0 HAa3HAYEHUs U CHEeLMaIU3UPOBAHHBIN MPOIYKT
nedebHoro nutanus" ot muua MO st nepenayuu ero B POM/JL ETIC3 He Tpebyercsi.

COM/ 6yner ornpasied B POM/] ETYIC3 B cooTBeTCTBUM ¢ HACTpPOMKaMH MEPUOJUUHOCTH
nepesayd JOKyMEHTOB.

ArnteqHasi opraHusanus, spistomascs nocrabmukoM COM/I, B Cucreme kak CTpyKTypHOE
otneneane MO He purypupyer, Ho HHGOPMAITUS 0 HE MOXKeT ObITh 3adukcupoBana B CUCTEME Kak
00 OTHeNBbHON opraHu3anuu (OTACTHLHOM IOpHAWYecKOM Jjwuie) ¢ tumoMm "Amrteka". Pabora co
CIIMCKOM TaKMX opraHusauuii Beinonsserca B APM agmunuctpatopa MO u APM agmunaMcTpaTopa
[HO/I B cipaBOYHHUKE OpPraHU3ALNN:

— B OokoBOM MeHIO rinaBHOM (opmbl APM nHaxmure kHomky "Bcee opranuzamun'.
Orobpasutcs popma "CrpaBoUyHUK OpraHU3aIuii';

—  BblOepurte B nosie "Tun" nanenu GpuiabTpoB 3HaueHue "4. Anreka";

—  HaXMUTe KHOMNKY "YcTaHoBUTH". OTOOpA3UTCS CIUCOK aNTEUYHBIX OpPraHU3alui, H3
KoTopbix npuHumarorcas COMJI "OTnyck mo peuenty Ha JIEKapCTBEHHBIN Ipenapar,
U3JIeNIMe MEAMLMHCKOrO Ha3HAYeHWs] W CHELUAIN3UPOBAHHBIN MPOAYKT JIE4eOHOTro

muraHug’.
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APM agmuHucTpaTopa MO (ExtJS 6) / TKIN 2

CMPABOYHWK OPTAHU3ALIMA x

HYPHAN

YCIMHOBATAMAPA ~ 1 A m @

0CTaBWTL OT3bIB

CNpaso4HNK OPraHnsannin
DUNbTPBI

HaWMeHO0BaHNE DPraHW3aLIMK:

@ OofiasuTe .~ Wsmenuts | | Mpocvotpers € Yoanue | (@) OfHosmTs

Hoctyn ... MenHoe HaUMEHOB3HHE

“~

ANTEKM "B¥0b 3A0POB!" (Mepm®apmaumn, PosH. o1a.)
AMTEKK "BYb 300POB!" Mepmckuil nuan

AMNTEHMHAA CETh 366

AnTeunsiit nyHer 000 eAntern «Byge sgoposls, B.Farapuna, 83
AnTeuHBIN NyHET M2l 000 "Butacdapm”

E.Coctioea, AnT Ha lNetmna, 50 ACEA 000

EBapaa, AnT Ha Nexwna, 30 LIPA 95 MYTT

Benoeso, ANT Ha CoeeTckoi, 37 “Byae zgopos!” 000

EepesHien, AT Ka np. Cosercemi, 12 MYT ©apmauna rSepestmnm (...
B Kypes, AntHa 10-# nnHmg, 15 Meanac 000

Bepewarnto, Aln va OkTABpLCKoi, 74 HoBsle anTex 000
Bepewarnko, AnT Ha Ceofoge, 69 Hoewle antexm 000

Bepi-lHeEE, ANT Ha CoBeTckod, 26 "Byak 3nopoel” D00

I e T T T ]

Bepxxedycosckne MFopoasm, AnT Ha Mapa, 19 AnTesn ™ aelele]

KpaTkoe HaMMEHoEaHWe:

g
X

Tanm:

4. AnTexa

- 1 MocyRapcTeeHHoe YYperaeHHe

o MevaTe~ s, 3aNpeTUTL AocTyn fimi PaspewwTs focTyn o3 CTDYKT 2 BaHk

3CMO

4 AnTexa

5 Peruonansysii cknag AN0

& OpraHM3aLMs, BEIAAIOWAR TMUSHIMA

7 DowkonsHsle 06pas0BaTENEHEE YUPEKIEHNS

KpaTkoe HanMHoBaHHe
AMTEKA "B¥b 300POBL
ATMTEKM "B¥[b 300POBI
AMTEYHAR CETE 366

wAnTerM «5yas s0opos's, @ 5 CpenHne 0bWeobpas0saTeNEHbIE YYDEXIEHHR
Aln 1 Capatos Buraapw | © CPedHue NPOGECMOHANEHEE YUDEXOERNR

10 BrICWMe yuelHsie 2aBe0eHA

11 MO (MeaMUMHCKaR opraHuzalna)

12 TeOMC

Benoeso, ANT Ha COBETCKE 13 TOY3

E.Cocroea, AnT Ha lletinHz

Bapna, Ant Ha Nexuna, 50

EepesHukn, AnT ka np. Coe 14 MaTanoroaHaTOMMYECKaA OpraHEaLMA -
B Kypes, AnT Ha 10-# madna, 15 Meanac 000

Bepewaruto, Afn Ha OkTABpbckoi, 74 Hosele anTerm O...

Bepewaruto, AnT Ha Ceofoge. 69 Hoewe antexs 000

Bepx-WHeE2, ANT Ha CoeeTckoi, 26 "Byak 3nopoe!" 000

4 4 Crpar—muaws@ oM

HOpuawseckuil agpec: 412031, POCCUA, . -
WaKkTH4eckni agpec: 412031, POCCHA, - -

I PTULLEBO, 50 NIET OKTAEPA ¥J1, 4. 2,
- PTULLEBO, 50 JIET OKTABPA Y1, g. 2,

Bep: Fopoaku, AnT Ha Mupa, 19 AnTesm "3

-

Orobpasaemsie crpokr 1 - 100 13 peex

Ha ¢opme "CnpaBoyHuk opraHuzanuil" AOCTYMHBI J1eHCTBUSA 1O J00ABICHUIO U U3MEHEHHIO

OpraHu3aIuu.

4.2

®opmupoBanne COMJI Ornyck nmo peunenty Ha JeKAPCTBEHHBIH MNpenapar,

u3aejame MEIUIUHCKOIoO Ha3HAYCHUA M cneunanmnponaﬂﬂmifl MNPOAYKT J1e4eOHOoro

nuTaHus, u nepegava ero 8 POM/I ETUC3

B Cucreme peanmzoBana BO3MOXHOCTh (GopmupoBanus COMJ] "Ortmyck mo perenty Ha

HeKapCTBeHHBIﬁ npemnapar, u3gejanue MCIUIHUHCKOrO Ha3HAUYCHUA U CHGHH&J’IH?;HPOB&HHBIﬁ MMPOAYKT

neuyeOHoro nutanua" u nepeaauu ero 8 POMJ] ETUCS.

I[aHHaﬂ BO3MOXHOCTb IPCAOCTABJIACTCA, CCIINU:

q)e)lepaﬂbHLIX CIIPaBOYHUKOB:

AJId JICKAPpCTBCHHOT'O npenapaTa/ CIICIUAJIBHOT'O MMUTAHUSA HACTPOCHA CBA3b C OJJHUM U3

"JlexapcTBeHHbIe npenapatsl. ToBapHbie nozuuuu. ECKJIII ¢ kogamu KTPY" OID

1.2.643.5.1.13.13.99.2.540;

w1 obecredueHus

1.2.643.5.1.13.13.99.2.604;

roCy/1apCTBEHHBIX

"CripaBOYHUK MEIMIMHCKUX M3JIEIUN COTJIACHO KaTaJlory TOBapoB, paboT, yciayr

U MYHHIIUTATBHBIX OID

HY)KI["
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"CrpaBOYHUK CIEIUATU3UPOBAHHOTO MpoAykTa JjedeOHoro mwmranus” OID
1.2.643.5.1.13.13.99.2.603.

— COM/J "Otnyck mo peuenty Ha JIEKApCTBEHHBIW IMpenapar, U3[eINe MEIULMHCKOTO
Ha3HAYeHUs] U  CHEUUAIM3UPOBAHHBIA MOPOAYKT JieueOHOro muTaHus"  ObLI
c(OpMUPOBaH B COOTBETCTBUU C PYKOBOJCTBOM IO peajH3allid, Pa3MEIICHHOM Ha
[opTajie  OIEepaTUBHOrO B3auMmonelcTBus yuactTHukoB EI'MC3 B ngokymeHTe
"PykoBoactBo mo peanmmzauumn COMJl: OTnyck mo penenty Ha JIEKapCTBEHHBIN
npenapar, Hu3felue MEAMIIMHCKOIO Ha3HAueHUs W CHEHUAIU3UPOBAHHBIA IMPOTYKT
nedeOHoro mutaHus (pemakius 4, unentudukarop OID 1.2.643.5.1.13.13.14.38 mo
cnpaBounuky ©@P HCH);

—  COM/ noanucan OII:

—  TPOBU30POM, OTITYCTHUBIIUM JICKAPCTBEHHBII MTpernapaT/crenuaibHOe MMTaHuE;

—  OT JMIIa aTeYHOH OpraHu3aluu.
421 ®opmupoBanue COMJ]

®opmupoBanne COM/] BbIOIHAETCS MPOBU30POM anTeku. st 3Toro:
— aBTopu3yirtech B CucTteMe 10J1 yYETHON 3alKUChIO IPOBU30PA;
— nmepeiaure B pabouee MECTO MPOBU30pa anTeku. /i 3Toro B riiaBHOM MeHI0 CHCTeMbl

HaXMUTE KHONIKY "ArnTeka'", BeIOepuTe myHKT "Pabouee mecTo".

&
- Cnpasoynuk: KoHTparesTs

s
r

MNpuxonoMee HaKnaguse

LOKyMENTS YNeTa MeaUKaMenTos

< |

AXTE CNUCANMA MERUKAMENTOR

[

LloxymenTs 88023 OCTATKOS
MHBEHTADUSALMONHEE BEAOMOCTH

OCTaTsn MEAUKIMEHTOS

ObpaboTxa peuenTos

B WL

KypHan QEMxesHns peuenTos

—  orobpazutcst APM npoBu3opa. 3amoqHUTe OIS MaHeau GUIBTPOB GOPMBIL:
"Cratyc penienntoB" — Beibepute 3HaueHue "OOcimyxeHHbie";
—  Jp. mois (mpu HEOOXOIUMOCTH).
— Haxwmute kHonky "Haiitu". B xyprane pabodero mecta APM otoOpaszsitcs 3anucu o0

OTHNYHICHHBIX PpCOCITAX Ha JICKAPCTBCHHLBIC IIp€raparbl, U3ACINUA MCEAULUHCKOTIO
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Ha3HAUYeHUS M CHCIHUATU3UPOBAHHBIC  MPOAYKTHI  JIe4eOHOro  IHUTaHUS,
COOTBETCTBYIOILIUE YCIOBHUSAM IIOUCKA,

—  BBIICNIHTE 3amUCh 00 OTMYIIEHHOM perente, mo koropoir B crondie "DIIT Bpaya"
ycTaHoByieHo 3Hauenue "[loanucan";

—  HaxwmuTe KHOmKY "llonnucars" Ha maHeau yrnpaBieHUs CIIMCKOM 3aIlUCel;

— otobpasurcsa popma "llognucanue nanubix JI1".

— 3anonuute noiga "Pome npu noamucanuun", "COTpyAHUK U €ro JOJIKHOCTB',
"Ceptudukar" Ha Gopme, eciii OHH HE ObUIM 3aNOJHEHBI IO YMOYAHUIO HYXHBIMU
3HAYCHUSIMU;

— Haxwute kHOomKy "Tlogmucars" Ha ¢dopme "[lonnmucanne manaeix II1". OToOpasutcs
¢dopma "[IMH-xon" (wnmm anamoruynas eif), ecnu ceprudurar Jll 3amuineH BBOIOM
napoJis;

—  BBEAMTE NUH-KOA (WM Mapoib), HXMuTe KHONKy "Ok". OTmymieHHbli peuent Oyner

noanucad Ol mpoBuzopa, B cronbdie "DLII mpoBuzopa" oToOpa3uTcs 3amuch O gaTe

IIoAIIMCaHuA.
Q‘—:*: ¢ oDCnyMBannR 0»33«‘» TKa3/3KT
Cramss pacxoga MO Bpav Craryc peyenta, Antexa oSpawesns 3UnN npoessopa Doraros
Ha cxnage

PermonanoHan... KB 13 Nar Ob6cnyxen Anreka TecT++ He akTyanex

Permonanoian... KB 21 (1) Nar Obenyxen Anvexa TecT++ He axryanend

Permonansman... KB 21 (1) KYK Obcnymen Antexa TecT++ He axtyanen

Perwonanshan... KB 21 (1) KYK Obcnyxen Antexa TecT++ He akTyanes

PervoranoHan,.. Kb 21 (1) KYK Ob6enyxen Anreka TecT++ n[\gnncan {24.11.2021 vecry recy)
Permonansnan... KB 21 (1) KYK Obcnymen Antexa TecT++ Mognucan (25.11.2021 recr recrt)
Permonansman... KB 21 (1) BPA Obcnymen Anteka TecT++ He axtyanen

PermonanobHan... Kb 21 (1) BPA O6cnyxen Anvexa TecT++ He axryaned

Permonanoaan... Kb 21 (1) BPA Obenywen Antexa TecT++ He axryanen

B pesynbrare ykazaHHbIX nedcTBuUM copmupyercs COMJl "Otmyck mo peunenty Ha
JIEKAPCTBEHHBIN Ipenapar, U3JeI1ue MEIUIMHCKOTO Ha3HAYEHUS U CHEIUAIM3UPOBAHHBIN MPOIYKT
nedeOHoro nmuTaHus'.

Jns otnpaBku chopmupoBanHoro COMJ] "Otmyck mo peuenty Ha JIeKapCTBEHHBIN
npenapar, H3AeMe MEIUIIMHCKOTO HAa3HAYCHHs] M CHEIUATN3UPOBAHHBIN TPOIYKT JIeueOHOTO
nutanus' B POMJ] EI'MC3 ero HeoOXoaMMo MoamucaTh ¢ HCmojb3oBanuem Il ot nuna

aIMHUHUCTPATOPA OpraHU3aLHH.
422 Moanucanne CIOM/I oT iMa aAMUHUCTPATOPA OPraHU3ANUH

Jns otnpaBku chopmupoBanHoro COMJ[ "Otmyck mo peuenty Ha JIeKapCTBEHHBIN

npemnapar, U3ACINC MCEAUIUHCKOIO HA3HAYCHUA U CHGI_II/IaJ'II/IBI/IPOBaHHHﬁ MMPOAYKT JIe4eOHOTO
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nutanus" B POMJI EI'MC3 ero HeoOXoaummo monamucaTh C Hcmoib3oBanuem OIl ot muma
aMMHMCTpaTOpa opranusauuu. s sroro:

— nepeiiaure B APM agMuHHCTpaTopa opraHu3aluy;

EHAnTera~ () Cepemc~ [1Okna~ @ Nomows=

APM npoeusopa [ Anteka Tect++ / Toproewii 3an Anteka Tect + (TecT TecT)

A aem aAMWHKCTPETOpa opradusauvm | Antexa Tecr++

APM npoeusopa [ Anteka Tect++ / Toproewii 3an Antexka TecT +

APM Tosapoeena | AnTexa

4

=
7-_?; APM npoem3opa / AnTeka 1
=
7-_‘-; APM Tosapoeena | AnTexa

{4 Befop mecTa paboThl N0 YMONYEHKID...
T b

MeguKamenT:

4 Mlypuan pabouero mecra

—  Haxmute B 00KkoBOI manenmu APM kHonky "Pernonansasiit POM/]" u BeIOepuTe IyHKT

"Pernonansueiii POMJI";

[T AnTexar (, Cepence [ Ownav (@ Novous=
& APM agmunmcTpaTopa opranmsaumm [ Anvewa Tecr++ ( meT unchopmayun o spave! )

4 Monck: huAsTp HE YCTAHOBNASH

DAMUNKA: Norus:

Wmg: Mpynna: b

OTyecTeo:

Onucanne:

& Aobaenms 7 Mamerwms € Yoamms | (D) OfHoenms o Nevath v

Nonas DAMUIHA Hma OmyecTEn Mpynnei

Aptekalod FammacyUser, OrgAdmin

swni_apteka FamacyUser, OrgAdmin

test_apt_ufa FammacyUser, Orgadmin

Apteka_2 FamacyAdmin, FamacyUser, OrgAdmin, OrgUser
Apteka_ufa FamacyAdmin, FamacyUser, GrgAdmin, Onglser
swni_appleka LpuUser, LpuAdmin, FarmacyAdmin, FammacyUser, Org...|
swni_apt_uia FamacyUser, OrgAdmin, AdminLLC

aptekalsdlest Famnacyl)ser, OrgAdmin, AdminLLO

aptekalitest AdminLLO

Aptekalss FamacyUser, OrgAdmin, AdminLLO

ann_apl FamacyAdmin, FammacyUser. Orgadmin, minzdravdio
Aptekan? SuperAdmin_ FarmacyAdmin, Farmacyllser, OrgAdmin, |

PerwoHaneHea P3MI
Hypwan PMI
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— otobpazutrca ¢opma "Pernonansaeridi POM/I". 3amomHuTe mons naHenw (GUIBTPOB Ha
dbopwme:
"Bun nokymenrta" — BeiOepute 3HaueHHe "OTIYCK MO PEIEenTy Ha JeKapCTBEHHBIN
mpernapar, u3Jeue MeIUIUHCKOTO Ha3HAUYCHUS U CIEIUAIN3UPOBAHHBIA TPOAYKT
JIeueOHOro muTanus";
— "Jlara pgokymeHTa" — YKaXWHTE MEPHON, 3a KOTOpbIH Tpedyercss OTOoOpasHTh
chopmupoBannsie COM/;
—  "HyxXHa noanuch opranu3anuu’” — ycTaHOBUTE iar;
—  J1p. moias (mpu HEOOXOAUMOCTH).
— Haxmute kHonky "Haittu". Ha popme "Pernonansueiii POM/I" oToOpassitcs 3amucu o

COM/I, COOTBETCTBYIONIUE 3aIaHHBIM YCIIOBHIM (PUIbTpAIN;

[TEAnrexar . Cepeuce Owva~r @ Momousmw [E50men  § Apteka3ss~ & Beu|

PeruoHanbHbiid POM[L

01.12.2020 - 01.12.2021 (=] OTNYCK N0 PEUENTY Ha NEKAPCTBEHKBIA N

WO nauneHTa
(=] m O4YUCTUTL

9NeKTPOHHbIE MEAULMHCKUE AOKYMEHTDI R C = Bepcuun gokymenTa 1 cC =
Homep | Craryc Bua QOKyMmeHTa Davanoanucu & Naument DavapoxgeHus  Bpau/npos3op v Bepcua 1om 17.11.2021 B
322754 @ .  OTnycknopeuentywanexap.. 17.11.2021 NETPOB 14.09.1956

®ain Noanuck Cratyc

322753 @ .  OTAycKkno peuenty Ha nexap. 16.11.2021 METPOB 4 14.09.1956

oHo ®ep. gomkHoCTs Oep. crieywanbiocts  CHWIIC  wa m.pa6
npoawzop [225] 649523
JTACT COrNacoBaHMA:

Ponb  COTPYAHWK WA COTPYAHHKA

—  BBI30BUTE KOHTEKCTHOE MEHIO B paszaene "Bepcunm nokymeHTa" HakaTHEM KHOIIKHM B
BU/JIE BEPTUKAIBHOTO TpoeTouns, BeiOepuTe NMyHKT "[loanucate oT opranuzanuu’;

— orobpasutcs Qopma "[loamucanue panneix OII", 3amomHuTe Ha Qopme moie
"Ceptudukar", ecinu oHO He ObUIO MO YMOJIYAHUIO 3aMOJIHEHO HY)KHBIM 3HAUECHHEM.
Haxxmure knonky "[loanucars";

— oroOpasutcs ¢opma "[IMH-xkox" (unu anamoruuHas eif), ecnu ceprudukar Ol
3allUIIeH BBOJOM MapoJsi. BBeaute nuH-koA (MM Maposb), HaxMHUTe KHONKY "OK".

COM/] 6yaer otmpasien B POMJI ETYIC3 B cooTBeTCTBUM C HACTPOWKAMU MEPUOAMYHOCTH

nepeaayn 10KyMEHTOB.



