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O BHeceHnn u3meHeHui B Pemenne Komrernn EBpasuiickoit 3KOHOMIUIECKOH KOMACCHH OT
25 oxta6ps 2016 r. Ne 125

Pemenune Komnerun EBpaszuiickoit a3xoHoMuueckoit komuccuu ot 21 depans 2023 roma Neo
18.

B cootBerctBum ¢ nynkrom 30 IlpoTokona 06 uHbOpMAIMOHHO-KOMMYHHUKAIIMOHHBIX
TEXHOJIOTUSIX W HH(POPMAIMOHHOM B3aUMOJEWCTBUM B paMkax EBpasuiickoro
AKOHOMHYECKOTro coro3a (mpuinoxkenue Ne 3 k JloroBopy o EBpa3uiickoM 3KOHOMHYECKOM
cotoze oT 29 mas 2014 rona) Komnerust EBpa3uiickoil 5)KOHOMUYECKON KOMUCCUY PEIIHIIA:

1. Buectu B Pemienne Komnernun EBpa3niickoit 5JKOHOMHUYECKON KOMHUCCUU OT 25 OKTAOps
2016 1. No 125 "O TexHOJOTUYECKUX JOKYMEHTaX, PerjiaMeHTUPYIOMUX UH(POpMAIIMOHHOE
B3aMMOJICHCTBUE TIPU pEATH3AlHNKN CPEICTBAMU HWHTETPUPOBAHHONW WHQPOPMAITMOHHOUN
CUCTEMBbI BHEIIIHEW M B3aUMHOM TOProBiu o61iero mpoiecca "dopmupoBanue, BeeHHE U
HCIOJB30BaHUE €MHON MH()OPMALIMOHHONW 0a3bl JAHHBIX MO BBISIBICHHBIM HEXEIaTEIbHBIM
peaknusM (JACHCTBUSIM) Ha JIEKapCTBEHHbIC CPENICTBA, BKJIIOUYAIONIEH COOOIICHUS O
Hed(PPEKTUBHOCTHU JIEKAPCTBEHHBIX CPEJICTB" U3MEHEHUS COTJIACHO MPUIIOKEHUIO.

2. Hacrosmee Pemienue Bcrynaer B cuily mo uctedueHuu 30 KajeHJIapHbBIX JHEW ¢ AaThl
€ro opuIMaIbLHOrO OMyOJINKOBAHUS.

Bpuo Ilpencenarens Kommernu
EBpa3uiickoH 3KOHOMHYECKOH KoMHccHd B. Hazapenko

IMPUJIOKEHUE
k Pemenuto Kosuternn
EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 21 ¢eBpans 2023 r. Ne 18

N3MEHEHW],

BHOcHMEIe B Pemerne Komnernu EBpasuiickoii 5x0HOMIIECKO# KoMuCCHH OT 25 okTa0ps 2016 .
Ne 125

1. IlpaBuna mHPOPMAIMOHHOTO B3aUMOJEHCTBUSA IMPU PEaATU3AIUU CPEICTBAMHU
MHTETPUPOBAHHON HMH(POPMAIIMOHHON CHUCTEMBbI BHEIIHEH W B3aMMHON TOPIOBJIU OOIIETO
nporecca "®@opMUpPOBaHKE, BEJICHUE M HCIIOJb30BAaHUE €IMHOW WH(POPMAIIMOHHOW Oasbl
JTAHHBIX 10 BBISBJICHHBIM HEXEJIATEIbHBIM peakiusaM (JIeHUCTBUSM) Ha JIEKapCTBEHHBIC
CpeACTBa, BKIIOUAIONIEH cOooO0meHus o Hedh(HEKTUBHOCTH JEKApPCTBEHHBIX CPEICTB",

YTBCPKIACHHBIC YKa3aHHBIM PCIHCHI/ICM, U3JI0KHUTH B CJIG,Z[YIOHIGP'I pE€aaKIumn:
"VTBEPXXJIEHbI
Pemrenuem Komnernn

EBpasuiickoil 5KOHOMHUECKOH KOMUCCUHI
Ot 25 okTs16ps 2016 T. Ne 125



(B penakuuu Pemenns Komnerun
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 21 despams 2023 r. Ne 18)

IIpaBuna

AH(OPMAMOHHOTO B3aMMOAEHCTBHSA IIPH PeaTH3alii CPEICTBAMH HHTETPUPOBAHHON
FHGOPMAIMOHHOM CHCTEMEI EBpasniickoro Skx0OHOMAIECKOro CO03a o0mero mponecca "
®dopmupoBaHHe, BEICHAE H UCIIONE30BaHHE €HHOM HHPOPMAMOHHOM 6a3sl JAHHEIX ITO
BEIIBIICHHEIM HEXXEJIATeJILHEIM PeakuiaM (IefCTBUAM) Ha JIEKapCTBEHHBIE CPEICTBA,
BKIIIO9Aomei cooOmenns 0 HedpPeKTHBHOCTH JIEKAPCTBEHHBIX CPeACTB"

1. O6m;e monoxxeHus

1. Hactosmue IlpaBuna pa3paboTaHbl B COOTBETCTBUMU CO CIEIYIOIIUMU
MEXJIYHapOJHbIMU JOTOBOPaMHM M aKTaMM, COCTaBISIOIIMMHU MpaBo EBpasuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Jorosop o EBpa3uiickoM 3KOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;

Cornairenre o eIMHbIX MPUHIUIIAX U MMPaBHJIaxX 0OpaIEHUs JIEKaPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro sSKOHOMHYECKOTO coro3a oT 23 aekadps 2014 rona;

Pewmenune Komnerun EBpazuiickoil s5koHOMUYecKol komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJIOIMYECKUX JOKYMEHTaX, PEerilaMEHTUPYIOLUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
MpU peanu3aluu CpelCcTBaMU UHTEIPUPOBAHHOW MH()OPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemenne Konmnernn EBpasuiickoil 5xoHOMUYecKko komuccuu oT 27 sstuapsa 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBui »IEKTPOHHOTO OOMEHA JaHHBIMH B WHTETPUPOBAHHOUN
MH(POPMAIIMOHHOMN cHCcTeME BHEIIHENW U B3aUMHOM TOpProsin';

Pemenne Komnernn EBpasniickoit s5koHOMHUYECKON Komuccuu oT 14 ampens 2015 r. Ne 29
"O nepeyHe 001IMX MPOLIECCOB B paMKax EBpa3suilckoro 3KOHOMHUECKOI0 CO03a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SJKOHOMHYECKOW KoMuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemenne Komerun EBpaszuniickoii sSkoHOMHYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaian3a, ONTUMHU3ALMH, TAPMOHU3ALUA U OMHUCAHUS OOUIMX MPOIECCOB B
pamkax EBpa3nuiickoro 3JKOHOMHYECKOIo cor3a';

Pemenne Komnerun EBpasuiickoii skoHOMHUYECKO# Komuccuu oT 28 ceHTsaopst 2015 r. Ne
125 "OO6 ytBepxaeHuu I[lonoxxkeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IpU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHYECKOT'0 COr03a MEXIy coOoil um ¢ EBpasuiickoii SKOHOMHUYECKOM
KOMHCCHER".

II. O6nacTe npUMEHEHUS



2. Hacrosimue IlpaBuia pa3paboTaHbl B HENSX ONpEAETICHUs] MOPAAKAa U yCIOBUH
MHGOPMALIMOHHOTO B3aUMOJEUCTBUS MEXJAY Y4YaCTHUKaMH oOmiero nmporecca "
dopMupoBaHKe, BEJICHUE W UCIOIB30BaHUE €AMHOW MH(POPMAITMOHHOW 0a3bl JAHHBIX IO
BBISIBJICHHBIM HEXXENATENbHBIM peakuusM (JIeHCTBUAM) Ha JIEKapCTBEHHBbIE CPEACTBA,
BKJTFOYAIOMIEH COOOIIeHUsT 0 HEd(P(PEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB" (majee — oOTImii
npolecc), BKII0Yas ONMcaHue MpoEeayp, BHIMOIHAEMbIX B paMKaxX 3TOT0 O0IIero nporecca.

3. Hacrosimue IIpaBuiia mpuMeHsIOTCS y4aCTHUKaMH OOLIEro mpouecca Mpu KOHTPOoJIe 3a
MOPSIZIKOM BBITIOJIHEHUS TIPOIIEAYP U ONEpaluii B paMKax OOIIEro mporecca, a Takxke Mpu
MPOEKTUPOBAHUM, pa3paboTKe U JOpabOTKE KOMIOHEHTOB HMH(OPMALMOHHBIX CHCTEM,

obecTieurBalOIIMX PeaaTnu3aiuio 00IIero mporecca.
III. OcHOBHEIE TOHATHA

4. lns ueneit Hactosimux [IpaBui MCHONB3YIOTCS MOHATHUS, KOTOPbIE O3HAYAIOT
CIEAYIOIICE:
"aBTOpHU3aua" — IPeI0CTABICHUE ONPEICICHHOMY YYaCTHUKY OOIIEro mpoliecca rnpas Ha
BBIIIOJIHEHUE ONPEICIICHHBIX JEHCTBUIA;

"enuHas 6a3za JaHHBIX" — MH(POPMAIMOHHBIN pecypc, coaepkaiuil HHGOpMaIUIO O
BBISIBJIEHHBIX Ha TEPPUTOPUHU TOCYNAPCTB — YIEHOB EBpa3niicKOro 3KOHOMHUYECKOTO COKO3a
HEXKEJIATEIbHBIX peakiusix, (GOPMHUPOBAHUE U BEJIECHHE KOTOPOTO B DJIEKTPOHHOM BHJE
OCyIIECTBIIsSIETCS] EBpa3uiicKoO 3KOHOMUYECKON KOMUCCHUEH.

[TonsTus "rpymnma npouenyp odimiero mporecca”, "uHOOPMAITMOHHBIN 00BEKT OOIIETO
nporecca", "ucnomHuTeNs", ""onepanus odiero mporecca, "mporeaypa ooimero mpoiecca”
1 "ydacTHUK 00111ero mnpoiecca”, ucrojiab3yeMble B HacTosmux [IpaBunax, mpuMeHstoTCs B
3HAYEHUSX, ONPEICICHHBIX METOIMKON aHanu3a, ONTUMHU3AIM1, TAPMOHU3AIUN U ONUCAHUs
oO0IIUX TPOIECCOB B paMkax EBpa3MiicKOro 3KOHOMHUYECKOTO COI03a, YTBEPXKICHHOM
Pemrennem Komnernu EBpasniickoit s5kOHOMHYECKOM KoMuccuu oT 9 urons 2015 r. Ne 63.

IV. OcHOBHEIE CBeieHHA 00 06meM nponecce

5. Tlonnoe HammeHoBaHue oO0miero mnpouecca: "®opMupOoBaHHE, BeIEHUE U
HCIOJIb30BaHUE €IMHON MH(POPMAMOHHON 0a3bl JAHHBIX 10 BHISIBICHHBIM HEXKEIATeIbHBIM
peakuusaM (A€HCTBUSM) Ha JIEKapCTBEHHBIE CpPEICTBA, BKIIOYAIOIIEH COOOIIEHUS O
Hed(P(EKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB".

6. KonoBoe o603nauenue obiiero nporecca: P.MM.04, Bepcust 1.1.0.

1. e u 3agaum o6mero mpomnecca

7. Lensimu o011iero mpoiiecca SBIIsiFOTCS:
a) co3JlaHue MPEINOCHUIOK JISI CHUXEHHUS H3JAEPKEK, CBA3aHHBIX C OOMEHOM
uHpopManuet o pesynbrarax (hapMakoHaA30pa U KOHTPOJISI KAa4eCTBa, 32 CUYET CO3JAHUS



oO1mero HHPOPMAIIMOHHOTO MPOCTPAHCTBA B chepe oOparieHus JeKapCTBEHHBIX CPEJICTB B
pamkax Coro3a;

0) co3maHue ycinoBUil Uil IpeAOTBpalleHns oOpalleHus Ha TEPPUTOPUH TOCYAaPCTB —
yieHoB Coro3a (najiee — ToCyAapcTBa-ujieHbl) JIEKAPCTBEHHBIX CPEJCTB, HE
COOTBETCTBYIOIIUX TpPeOOBaHUSIM KadyecTBa, 3a CYET OMNEPATHBHOTO MPEICTABICHUS
y4acTHHUKaM OOIIETo Impoliecca akTyalbHON HHPOPMAIIUU O JIEKAPCTBEHHBIX CPEJICTBAX.

8. Jlst noctukeHus 1eneit o01iero npoiecca He0OXOAUMO PEIIUTh CIIEIYIONINE 3aJauu:

a) co3/laTh B paMKaX UHTETPUPOBAHHON HMH(POPMAIMOHHOW CHUCTEMbl BHEITHEU U
B3aMMHOW TOProBiMW (Janee — WMHTErpUpOBaHHAs cUCTEMa) MH(POPMALMOHHBIN pecypc,
COJIepKallliii CBEJEHHUSI O BBISBICHHBIX HEXKEJATEIbHBIX PEAKIHUSAX Ha JIEKapCTBEHHBIC
CpeAcTBa, BKJIOYas cooOmeHuss o HedP(PEeKTUBHOCTH JIEKAPCTBEHHBIX CpPEACTB, U
COOTBETCTBYIOIIUX PETYJIATOPHBIX MEPAX;

0) obecreunTh YIOJIHOMOUYEHHBIM OpraHaM roCyAapCTB-YWICHOB BO3MOKHOCTD MOJIYYEHUS
CpPEeJCTBAMHU WMHTETPUPOBAHHON CUCTEMBI B 3JIEKTPOHHOM BHJI€ B aBTOMAaTU3HMPOBAHHOM
peXUME CBEACHUHN U3 eAMHOM 0a3bl JaHHBIX;

B) o0OecneyuTh YMOJHOMOYEHHBIM OpraHaM TOCYJapCTB-YJIEHOB BO3MOKHOCTb
OIEpaTHBHO ONOBEUIaTh APYT Apyra u EBpa3niicKyr0 5JKOHOMHUYECKYI0 KOMHCCHIO (J1ajiee —
Komuccus) cpeactBamMu HMHTETPUPOBAHHOW CHCTEMBI O BBISIBJICHHBIX HEXEIaTeIbHbIX
peaklMsIX Ha JIEKapCTBEHHBIE CPECTBA;

r) o0ecrneuynTh UCIOJIb30BaHUE YIMOJIHOMOYEHHBIMU OpraHaMH TOCyAapCTB-YJICHOB
€MHOW CHCTEMbl HOPMaTUBHO-CIIPaBOYHON HHpopmannu Coro3a.

2. YdacTHHKH 00IIero mpomecca

9. Ilepeuenb yuyacTHUKOB 00I1I€TO Tpoliecca MpuBeeH B Tadule 1.
Tabmuna 1

ITepeuerHs yqacTHHKOB 0O0LIEro Ipomecca

KonoBoe 0603Hauenue HanmenoBanue Omnucanue
1 2 3

opran Coro3a, KOTOPbIi OTBEYaeT 3a
obOecrieueHne QOpPMHpPOBaHUS U
BEJICHUSI eIUHOW 0a3bl JaHHBIX:
MOJy4aeT CBEICHUS U OOHOBIISACT
P.ACT.001 Komuccus eAuiyio asy AaHHbIX; .
NPENCTaBISACT CBEICHHUS U3 €AUHOM
0a3el TAaHHBIX gepes
HMHTETPUPOBAHHYIO CHCTEMY IO
3alpocaM  YIOJIHOMOYEHHBIX
OpraHoOB TOCYAapCTB-UJICHOB

YIOJIHOMOYEHHBIHI Ha
OCYIIECTBIEHHE MOHUTOPHHTA
06e30MacHOCTH  JIEKapPCTBEHHBIX



P.MM.04.ACT.001

P.MM.04.ACT.002

P.MM.04.ACT.003

yr[OJ'IHOMO‘leHHBIi;I
rocyaapCrBa-4jicHa

YIOJTHOMOYEHHBIN

opras

opraH

OTHPAaBUTENb CBENCHUMN

YIOJTHOMOYEHHBIN
MoJIy4aTesb CBeICHUN

opras

CPEIICTB OpTraH HCIOTHUTCIHHOM
BIIACTH  TOCYJapCTBa-4JICHA,
KOTOpBIM  MHpencTaBiseT B
Komuccuio CBEJIEHUS 0
HEXKCIIATCIIBHBIX PpCaKIUAX IJId
OOHOBJICHUS €TUHON 0a3bl TaHHBIX.
B cmywasx, yCTaHOBJICHHBIX
nopsakoM (GOPMUPOBAHUSA W
BEJICHUS eNWHOU MH(POPMAITHOHHON
0a3pl MaHHBIX IO HEXKENATEITHHBIM
peakuusM  (AEWCTBUIM) Ha
JIEKapCTBEHHBIE CPENICTBA, BKIIOUAs
cooluieHnss 0 HedIPHEKTUBHOCTH
JIEKapCTBEHHBIX CpEJICTB,
BEISIBIICHHBIC Ha TEPPUTOPHIX
rocyaapcTs — uieHoB EBpasuiickoro
HSKOHOMHYECKOTO CO03a, BBHIIOIHSACT
(GYyHKIMU ~ OTHIPAaBUTENS  WIH
MoJy4aTensl CBEIEHUN

YIOJTHOMOYEHHBIH opraH
rocyfapcTBa-wieHa, KOTOPBIH B
COOTBETCTBUU C  IOPAJKOM
(hopMHUpPOBaHUSA U BEICHUS CAMHOM
nH(pOpPMaIMOHHON 0a3bl JaHHBIX MO
HEXeNaTeJbHBIM  peakuusMm
JNEHCTBUSAM) Ha JIEKapCTBEHHBIE
CpelcTBa, BKIIOYAs COOOMICHHS O
HedPPEKTHBHOCTH JIEKAPCTBEHHBIX
CpCACTB, BBISIBJICHHBIC Ha
TEPPUTOPHSIX TOCYIApCTB — WICHOB
EBpa3zuiickoro 3KOHOMHYECKOTO
CO103a, HAIpaBIIsICT YBEAOMIICHHE O
BHECCHUH CBEACHUH 0
HE)KENIaTeIbHON PEaKIn B €ANHYIO
0a3y maHHBIX

YIOJIHOMOYEHHBIH oprax
rocyjgapcrBa-uieHa, KOTOpBIA B
COOTBETCTBHH C  TOPSIAKOM
(hopMHUpOBaHUS U BEICHHUSA E€IMHOU
nH(pOpPMaIMOHHON 0a3bl JaHHBIX MO
HeXeNaTeNbHbIM  peaknusiMm  (
JNEHCTBUSIM) Ha JIeKapCTBEHHBIE
CpEeICTBa, BKIIOYAs COOOIIEHHS O
HEAPPEKTHBHOCTH JICKAPCTBEHHBIX
CPEACTB, BBISABICHHBIE Ha
TEPPUTOPHAX TOCYLAPCTB — YIECHOB
EBpa3uiickoro 3KOHOMMYECKOTO
comp3a, HoJay4yaeT  4Yepes
UHTETPUPOBAHHYI0  CUCTEMY
YBEAOMIIEHHE O BKIIOYEHHHU
CBEIEHUH O HEXelaTeJIbHOH
peaxkuuu



3. CtpyxTypa obmero mponecca

10. OOumii nmpoiiecc MpeaAcTaBiIsieT cO00N COBOKYIMHOCTh MPOUEAYP, CrPYINIUPOBAHHBIX
M0 CBOEMY Ha3HAYCHHIO:
a) mpoueaypsl GOPMHUPOBAHUS U BEICHUS €IUHON 0a3bl TaHHBIX;
0) mpoueaypbl MOJTYUYEHUS CBEJICHUN U3 €AMHOM 0a3bl JTaHHBIX.

11. IIpu BBIMOJHEHWH MPOIEAYp OOIIETO MpoIecca YMOJTHOMOYCHHBINH OpraH
rocyapcTBa-uieHa o0ecreunBaeT MpeICTaBICHIE CBEICHUI O HEXKENaTeIbHBIX PEaKIUsIX Ha
JIEKapCTBEHHBIE CPEICTBA U COOOMICHUSAX O HEIPHEKTUBHOCTU JIEKAPCTBEHHBIX CPEJICTB B
Komuccuio, a Takxe YBEAOMIISET O BBISIBJICHUU HEXKENTATENbHBIX pPEaKIUi Ipyrue
YIOJHOMOYEHHBIE OpraHbl rocyJapcTB-uieHoB. KoMuccus akTyaiau3upyeT MOJyYEHHYIO
nHPOPMAIMI0O B €AMHOW 0aze JaHHBIX. YTOJHOMOYECHHBIM OpraH TOCyAapCTBa-ujieHa
3anpairBaeT B Komuccun aktyanbHble CBEICHUS U3 €MHON 0a3bl JaHHBIX.

Komuccust Ha 0CHOBE MOTyYeHHON MHPOPMAITUH aKTyaTu3upyeT CBEJACHUS B €UHON Oa3e
TaHHBIX.

NudopmaninoHHOE B3aMMOACHCTBUE MEXIY YIOJIHOMOYEHHBIM OpPTraHOM
rocygapctBa-uwieHa u Komuccueil, a Takke MeXIy YIOJTHOMOUYECHHBIMH OpTaHaMU
roCy/1apCTB-YWICHOB OCYIIECTBISETCS C UCIOJIb30BAHUEM UHTETPUPOBAHHOW CUCTEMBI.

12. TlpuBeeHHOE ONMCAaHUE CTPYKTYPHI OOIIETO MpoIiecca MpeCTaBICHO Ha PUCYHKE 1.

O O

«YuacTwer :/ld_‘_\ i« Y QacTHE

[poumeaypel Gopruposadis
M BEIEHHA SAMHOI Da3hl JaHHBIX
(P.MM.O4.PGR.OOT)

Foosuccns

YnoanoMoueHHBIR opray C
(P.ACT.001)

MOCY IApCTRA-*L1CHA

(P.MM.O4 ACT.O00)
O W ¥ yqacTHeER WY HACTHE > O
«YuacTuen \\_/ €Y uacTHe»
[Mpouenype noayuenns ceeaennil
YnoasoMoMeHHb & fm ¥y mr,"’-' "wm-[.m ¥ noaHoMOHEHH B
OpraH — OTNPAaBHTEN b CBe1cHHE (P.MM.O4.PGR.0OO2) Opras — NoNyYaTeNb cBeIeHuit
(P.MM.O4.ACT.002) (P.MMO4.ACT.003)

Puc. 1. CtpyxTypa obmero mpomecca
13. TTopsimoK BBIMOJIHEHUS TIPOIEAYp OOIIEro mpoiecca, CrpyImIupOBaHHBIX 110 CBOEMY
HAa3HAYEHUIO, BKJIIOYAs JIETAIM3UPOBAHHOE OMMCAHUE OIEepallvil, npuBeAcH B pasnaene VIII
Hactosimux [IpaBuo.
14. Jlns Kax10M TPYIIBI MPOIEAYp MPUBOAUTCS 00IIas cxema, IeMOHCTPHUPYIOIIas CBSI3U
MEXIy MpoleaypamMu OOIIero mpoiecca W MOPSAIOK HuX BbimoJHeHus. OOmas cxema



MpoILIeTyp OCTPOEHA ¢ HCToNb30BaHueM rpadudeckoit Hotaruu UML (yHUPUITUPOBaHHBIN
a3k MosienupoBanus — Unified Modeling Language) u cHa0keHa TEKCTOBBIM OITMCAHUEM.

4. I'pymma npouexyp ¢GopMUpOBaHHS U BeeHUA €OUHOMN 6a3bl JAHHBIX

15. Ilpoueaypsl popMHUPOBAHUS U BEACHUS €IUHON 0a3bl JAHHBIX BBINOIHSAIOTCS MPU
BHECECHUHU N3MEHEHUH YIIOJHOMOYEHHBIMU OPTaHaAMU I'OCYIapCTB-YJIEHOB. Y IOJTHOMOYECHHBIN
opras rocyjaapcraa-aieHa GopMupyert u HanpasisieT B Komuccuio cBeieHust 00 M3MEHEHUSIX.
Nupopmanus nepenaercs nocpeacTBOM HHTETPUPOBAHHON CUCTEMBI.

[IpencraBinenue CcBEAEHUU OCYUIECTBISETCS B COOTBETCTBUU € PerimameHTtom
MHPOPMAIMOHHOTO  B3aUMOJEHCTBUS  MEXIYy  YINOJHOMOYEHHBIMH  OpraHamMu
roCyapCTB-4J€HOB W EBpaswiCKOd 5KOHOMHUYECKOM KOMHUCCHEW TIpU peaanu3aluu
CpelICTBAMH MHTETPUPOBAHHOW MH(POPMALIMOHHON CUCTEMBI BHEITHEN U B3aMMHOUM TOPTrOBIIU
obmero mporecca "®opMupoBaHUE, BEACHUE W MCIOJIB30BAHUE €IUHON MH(POPMAITMOHHON
0a3bl JaHHBIX 1O BBISIBICHHBIM HEKEJIATENbHBIM PeaKiusaM (AeHCTBUSM) Ha J€KapCTBEHHbIE
CPEACTBA, BKIIOYAIOIIEH cOo00ImEeHuss 0 Hed(PPEKTUBHOCTH JIEKAPCTBEHHBIX CpPEACTB"
yTBepxkJaeHHbIM Pemennem Kosuierun EBpasuiickoii 3KOHOMHUYECKONW KOMHMCCHU OT 25
okTsA0ps 2016 1. Ne 125 (manee — PermameHT MH()OPMAMOHHOTO B3aUMOJEHCTBHS MEXIY
YIIOJTHOMOYEHHBIMUA OpraHaMH rocyaapctB-usieHoB U Komwuccueit). @opMar u CTpyKTypa
MPEACTAaBISIEMbIX CBEICHHUI JTOJKHBI COOTBETCTBOBaTh OnucaHuio pOpMATOB U CTPYKTYP
JJIEKTPOHHBIX JOKYMEHTOB M CBEIEHHUM, HMCIOJIB3YEMBIX [ PEaJu3allid CpPeICTBAMH
MHTErPUPOBAHHON HH(POPMAIMOHHON CUCTEMbI BHEIIHEW M B3aMMHOW TOPTOBIM OOLIETO
nporecca "®opMupoBaHHE, BEICHHUE M HCIIOJIb30BAaHHE CSIMHOW WH(POPMAIMOHHOW Oa3bl
JAHHBIX TI0 BBISIBICHHBIM HEKEJNATENbHBIM peakiusiM (IeHCTBUSIM) HA JIEKAPCTBEHHBIC
CPEeACTBA, BKIIOYAIOIIEH co00meHuss 0 Hed(P(PEKTUBHOCTH JIEKAPCTBEHHBIX CpEACTB"
yTBepxkaeHHOMY Pemenuem Komnernun EBpasuiickoli SKOHOMHUYECKOW KOMHUCCHHM OT 25
okTsiOpst 2016 r. Ne 125 (manee — Omnwucanue (popMaToB U CTPYKTYP DIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHU).

B 3aBucuMoCTH OT BHJ1a U3MEHEHUH BBIIOJIHAIOTCS IpoLeaypsl "BkItoueHUE CBEICHHUM B
enunayto 6a3y manapix" (P.MM.04.PRC.001), "VI3mMeHneHnue cBeneHnii B eAMHON 0a3e TaHHBIX'
(P.MM.04.PRC.002).

16. IIpuBeneHHOE onKcaHue TPynbl NpoueAyp GOpMUPOBAHUS U BEICHUS €IUHON 0a3bl

'

JaHHBIX IIPCACTABJICHO Ha PUCYHKC 2.



« YuacTies «Yuacren

BrmoueHne ceeaeHuii
B ¢JAHHYH 03y JaHHLIX

(P.MM.O4.PRC.O01 )

a Y uacTHes WY aacTHe

Komuccus
(P.ACT.O0N)

YnoasoMmoueHHBI opray
FOCY AApCTBA- WIS HA
(P.MMO4.ACT.001) Hamenenne coegenni
B CIHHON Daie NaHHBIY
(P.MM.OG.PRC.OO2)

Puc. 2. O6mas cxema rpymmsl nmpoueayp GOpMHpOBaHHA M BEACHHSA €IUHOH 0a3bl
JIaHHBIX
17. Ilepeuens mporeayp oOIIero mpoiecca, BXOASUIUX B TPYNIy MPOLEAYP
(dhopmupoBaHUs U BeACHUS €IMHON 0a3bl JaHHBIX, MPUBEACH B TaOIUIE 2.
TaOnwia 2

ITepedens nponexnyp obmmero mpomnecca, BXOAAIIAX B IPYIITy Iponexyp GOpMHPOBaHUA ¥ BEACHUA
eauHOM 0a3El JaHHEIX

KonoBoe o603Hauenme HaunmenoBanue Omnucanue
1 2 3

mpolenypa NpeTHa3HadeHa s
nmepefayn  yIOJHOMOYEHHBIM

N OpraHoM TroCyAapCcTBa-ujeHa B
BKIIIOYCHHE CBEJCHUU B EIUHYIO

P.MM.04.PRC.001
0a3y maHHBIX

Komuccuro CBEIECHUU O
HEeXeJaTelbHON peakiuu WIH
cooluieHnss 0 HedIPHEKTUBHOCTH

JICKapCTBCHHOT'O CPCACTBA

npoueaypa IpeJHa3HayeHa it
nepeaayd  yIOJHOMOYEHHBIM

. - OpraHoM TrocyJapcTBa-ujieHa B
W3MEHEHHE CBEJCHMI B eNMHOIl Oa3e .
P.MM.04.PRC.002 Komuccuro n3aMeHEeHHBIX CBEICHUN O
MaHHBIX .
HEXENAaTeIbHOH peakIuud WU

coobmeHns o Hedp(PEeKTUBHOCTH
JIEKapCTBEHHOT'O CPEICTBA

5. I'pynma mponexyp nOXy4IeHHus CBeAeH I 13 eqHHON 6a3bl JaHHBIX

18. IIporeaypsl MOTYyUYCHHUST CBEICHUN M3 €IUHONW 0a3bl JAHHBIX OCYIIECTBIISIOTCS IIPH
MOJIYYEHUU 3alpoOCOB OT YIIOJJHOMOYEHHBIX OPraHOB TOCYJapCTB-4JICHOB Yepe3
WHTETPUPOBAHHYIO CUCTEMY.

YTIOJTHOMOYEHHBIE OPraHbl TOCYAAPCTB-UYIICHOB MOT'YT OCYIIECTBIIATh CIEAYIOIINE BUIbI
3aIpOCOB:



3ampoc CBEJACHUH O JaTe U BpeMEHU OOHOBIICHMSI €IMHON 0a3bl JaHHBIX BBIMOIHSIETCS C
LEJIbI0 OLIEHKM HEOOXOJIMMOCTH HAMpaBJICHUS 3alpoca U3MEHEHHBIX CBEJACHUH U3 €AMHOU
0a3bl JaHHBIX;

3alpoC CBEJCHUN M3 €AUuHOW 0a3bl JAHHBIX BBIMOJHSETCS C LEJIbI0 MOJTYyUYEeHUs
YIIOJTHOMOYEHHBIM OPTraHOM TOCYJapCTBa-ujieHa CBEJACHUM, aKTyaJdbHbIX Ha YKa3aHHYIO B
3ampoce AaTy 000 BceX 00BEKTax eIuHOM 0a3bl JAHHBIX MO BCEM rOCyIapCTBaM-UJIeHaM WU
ITI0 KOHKPETHOMY I'OCYIapCTBY-YIEHY B 3aBUCMMOCTH OT YCIJIOBHS 3aIpOCa;

3ampoC U3MEHEHHBIX CBEJCHHMM U3 €AWHON 0a3bl JaHHBIX BBHITIOJHSETCS C IEJIbIO
MOJIyYEHHUsI YIOJHOMOYEHHBIM OpPraHOM TIOCYJapCTBa-4jieHa CBEICHHMN W3 €IMHOW Oa3bl
JAHHBIX, I00ABICHUE UM U3MEHEHHE KOTOPHIX MPOU3OIILIO 32 IEPHOJT OT JAaThl U BPEMEHH,
YKa3aHHBIX B 3aIIpOCE, 10 MOMEHTA BBINIOJHEHHUS 3anpoca. VI3MeHEeHHbIe CBEICHUS U3 €IMHOU
0a3bl JaHHBIX TPEACTABISAIOTCS MO BCEM TOCYIAapCTBAM-WICHAM WM IO KOHKPETHOMY
roCyJIapCTBY-WIEHY B 3aBUCHUMOCTH OT YCJIOBHUU 3ampoca. YKa3aHHbBIN 3alpOC UCHOJIb3YETCs
Mpy TEepBOHAYATBLHOM BKJIIOUEHUU CBEJCHUU (Hampumep, MpU HWHUIMATUA3ALNU OOIIEero
npouecca, MpU TMOJIKIHYEHUHM HOBOrO TIOCYAapcTBa-4yj€Ha, NPU BOCCTAHOBJIECHHU
uH(popmanuu nocie coos).

YNOJIHOMOUYEHHBIE OpraHbl TOCYAApPCTB-UJIEHOB HAIPABISIIOT YBEIOMIICHUS
YIOJIHOMOYEHHBIM OpraHaM JPYTMX TOCYJapCTB-WIEHOB O BBISIBICHHHM HEXEIaTelbHOU
peaKkiuu.

Hamnpasnenue yBeqoMIEHUN MEXIY YIOJIHOMOUYEHHBIMU OpraHaMU I'OCY1apCTB-YJICHOB
OCYIIECTBIISIETCS B COOTBETCTBHUHM C PernaMeHToOM WH(GOPMAIIIOHHOTO B3aUMOJECHCTBHS
MEXy YNOJHOMOYEHHBIMUA OpraHaMU roCyAapCTB-WIEHOB EBpa3suiickoro SKOHOMHYECKOTO
COl03a MpH peaau3aluy CPEeACTBAMU HHTEIrPUPOBAHHONM HH(OPMALIMOHHON CHCTEMBI
BHEIIHEW M B3aWMMHOW TOProBiu ob6mero mpoiecca "dopMmMupoBaHue, BEICHHE U
HCIIOJB30BaHUE €MHON MH()OPMAIIMOHHOM 0a3bl JAHHBIX MO BBISIBICHHBIM HEXeIaTeIbHbIM
peakiusM (JIeHCTBUSAM) Ha JIEKApCTBEHHBIC CPEJCTBA, BKJIIOUYAIOIIEH COOONIICHUS O
Hed(PEKTUBHOCTH JIEKAPCTBEHHBIX CpelncTB" yTBepkaeHHbIM Pemennem Komneruun
EBpa3uiickoit sJKOHOMHUYECKO KOMHUCCUHU OT 25 okTsa0pss 2016 1. Ne 125 (manee — PernameHnt
UHQOPMAIIMOHHOTO  B3aMMOJEUCTBUA  MEXAY  YIOJHOMOYEHHBIMU  OpTraHaMu
roCyJapCTB-YJICHOB).

19. TlpuBeaeHHoe onucaHue TPYIIBI MPOIEAYP MOTYyUYCHUs] CBEICHUIN U3 eIMHON 0a3bl
JAHHBIX MPEJICTABICHO HA PUCYHKE 3.



« Y qacTiey aYuacTHes

[Toayuenne creaennii
0 JaTe W BpeMeHt 0GHORISHIA
CMHOI Datkl JaHHBIX
(P.MM.04.PRC.O03)

o Y uacTuen /,____\\ «¥uacThes

[Monyuenne crenenuii
3 L‘,'J.I[JIUﬁ Gil'ibl JAHHBIX

(P.MM.04.PRC.004)

Kommccus

YnoaHoMoUeHHBI opran 1
(P ACT.000)

FocY TapCTEA-"ICH

(P.MM.O4.ACT.001)

WY qacTHes «YuacTHen

[onyuenne HIMEHEHHBIX
CBEICHHI 13 ¢HHON Dassl JaHHBIX

O (P.MM.O4.PRC.O05)

«YuacTuer /-""_“"'\ aYuactuen

e o

VieenoMmIeHHe O BEIARTEHIN
HEREeIaTeIBHOH peakiny

Y nosHoMoue HHbI . (P.MM.04.PRC.006) Y O HOMOSEHILIH
apraH OTTNPABATENL CREICHIH OPTaH — MOy HaTe b fl!'-.':l'-:”“l“l
(P.MM.O4. ACT.002) (P.MM.O4.ACT.O03)

Puc. 3. O6mas cxeMa rpynmsl Opoueayp IOTy9IeHHI CBEICHUI U3 eANHOH 6a3hl JaHHBIX
20. Ilepeuenp nmpoueayp oOLIEro Npouecca, BXOJAUIMX B Py IpOLUEayp HOTyYSHUs

CBEJICHHM M3 eIMHOM 0a3bl JaHHBIX, PUBEACH B TaOmuIE 3.
Tabmuma 3

ITepegens nponexyp o0mero mpomecca, BXOAAIMAX B TPYIITy Mponexyp MOTydeHUA CBEICHHHN U3
eIMHOM 0a3El JaHHEIX

KonoBoe 0603HaueHne HaumenoBanue Omnucanue
1 2 3

mpoleaypa mpeaHa3HayeHa Jist
npencrasieHus Komuccuedt 1o

MOJIy4YeHHUEe CBEJCHHWI O JaTe u
3aMpocy OT YHOJHOMOUYEHHBIX

P.MM.04.PRC.003 BpeMeHH OOHOBIICHHSI €JJMHOW 0a3bl
OpraHoB  TOCYAapCTB-YJICHOB

CBEJICHUA O Jare U BpPEMEHH
OOHOBJICHUS €INHOI 0a3bl JaHHBIX

JIAHHBIX

npoleaypa MpeaHa3HayeHa Jist
npeacrasnenuss Komuccuedt 1o
3aIpocy OT YIOIHOMOYECHHBIX
OpPraHoB  T'OCYIapCTB-UJICHOB
aKTyaJbHBIX  CBEICHHH O
P.MM.04 PRC 004 NIOJYyYEHHUE CBEIECHHUW M3 €IMHOW HEeXeNaTeNbHBIX peakuixX HIH

0a3bl JaHHBIX



coobuieHnii 0 Hed(h(HEeKTUBHOCTH
JICKapCTBEHHOTO CpPEICTBAa W3
eIMHOI 0a3bl JaHHBIX

npoleaypa MpeaHa3HayeHa Jist
npencrasieHus Komuccuedt 1o
3amIpocy OT YIOJIHOMOYECHHBIX
OpPraHoOB  T'OCYIapCTB-UJICHOB

WU3MEHEHHBIX CBEIEHHUH O

HEXENaTEeNbHBIX PEeaKIuiX HIH
COOOLICHUSIX 0 HEIPPEKTHBHOCTH
JICKapCTBEHHOTO CpeJCTBa U3

MOJIY4YCHUEC NU3MCHCHHBIX CBC,I[CHI/II\/’I

P.MM.04.PRC.005 .
W3 eINHOM 0a3bl JaHHBIX

SIMHOM 0a3bl TaHHBIX 32 MEPUOJ OT
JaThl W BPEMCHH, YKa3aHHBIX B
3arpoce, 10 MOMEHTa BBIITOJHEHUS
3ampoca OT yHOJTHOMOYECHHBIX
OpraHOB roCyIapCTB-UJICHOB

opouenypa IpeJHa3HaueHa A
YBEJIOMIICHHUS YIIOJTHOMOYEHHBIM
OpTraHOM — OTIIPABHUTENIEM CBEACHUH
YIOJTHOMOYCHHBIX OPTaHOB —

YBEOOMIICHHUC (0] BBIABIICHHUU o o
nmojyyareiicu CBCIACHHUHU o

P.MM.04.PRC.006 .
HE)KeNaTeIbHON peaKknnu

BBISIBIIGHUN  HEXeJaTeNbHOU
peaKkuMM WM TPEICTABICHUS
coo0meHns o Hedp(PEKTUBHOCTH
JIEKapCTBEHHOTO CPE/ICTBA

V. UadopmamuonHbie 00BEKTH 00mero mpomecca

21. Ilepeuenb uHPOPMAUOHHBIX OOBEKTOB, CBEJECHUS O KOTOPBIX MU U3 KOTOPBIX
MepeIaroTcs B mpoliecce MHPOPMAIIMOHHOTO B3aUMOJICHCTBUSI MEXAY YYaCTHUKAMH OOIIEro

npoiiecca, IpuBeJieH B Tabuiie 4.
Tabnuua 4

ITepegers HHGOPMANAOHHEIX 0OBEKTOB

KonoBoe o0o3HaueHue HaumenoBanune Ornucanue
1 2 3
HH(POpPMAIMOHHBIH pecypc,

comepxamuii  MHGOpPMAIHUIO O
HEKeNaTeIbHBIX PeaKknusX, BKIIoYast

P.MM.04.BEN.001 envHas 0as3a JaHHBIX coo0meHns o HedP(PEeKTUBHOCTH
JeKapCTBEHHBIX CpencTB,
BBISABIJI € HHBIX B

rocyiapcrBax-aieHax
VI. OTBeTCTBEHHOCTH YIaCTHHKOB 00mIEro mpormecca

22. llpuBneyeHue K AUCIUIUIMHAPHON OTBETCTBEHHOCTH 3a HECOOI0/IeHne TpeOOBaHUH,
HampaBJICHHbIX Ha oOO0ecrleYeHHEe CBOEBPEMEHHOCTH U TMOJIHOTHI TEepeaud CBEIACHUN,
Y4aCTBYIONUX B MH(POPMAIIMOHHOM B3aWMOJICHCTBUH JOJDKHOCTHBIX JIUI[ M COTPYIHUKOB



Komuccun, ocyuiectsisiercss B COOTBETCTBUM ¢ JJoroBopoM 0 EBpa3zuiickoM 3KOHOMHUYECKOM
coroze or 29 mas 2014 roma, MHBIMM MEXIYHApOAHBIMU JOTOBOPAMH M AaKTaMH,

cOCTaBJIAOIKUMU NpaBo Coro3a, a JOJKHOCTHBIX JUI U COTPYAHUKOB YIOJHOMOYEHHBIX
OpPraHOB rOCY/1IapCTB-YJIEHOB — B COOTBETCTBUM C 3aKOHOIATEILCTBOM T'OCYJapPCTB-YICHOB.

VII. CopaBounuKky U K1acCHPHUKATOpEI 06mIero mpomecca

23. [lepedeHpb cripaBOYHUKOB U Kilaccu(PUKATOPOB 0OOIIEro Mpoliecca MPUBEIEH B TaOIHIIE

5.
Tabauna 5
Hepeqem. CIIPABOYHHUKOB H Knaccn(bmca'ropon 06]1[8[‘0 omponecca
KonoBoe 0603nauenue HanmeHoBanue Tun Omnucanue
1 2 3 4

COJIEPKUT MEePEUYEeHb KOJOB
A HAaUMEHOBAHUM €IUHULL

M3MEPEHHS B COOTBETCTBHH
KIIacCU(UKATOD CIMHMII

P.CLS.009 Kknaccupukarop ¢ Pexomenmanmeit Ne 20
n3mepenuss OOH o .
EBpomneilickoit
SKOHOMMUYECKON KOMHUCCHH
OOH
. COIICPKUT TIEPEUCHb KOJOB
MEXTYHapOJHBII .
U HANMEHOBAHWH CTpaH
P.CLS.019 KJIacCU(PUKATOp CTpaH  KiIaccH(UKATOp P
MHpa B COOTBETCTBHH C
MHupa
P 1SO 3166-1
COIICPKUT TIEPEUCHb KOJOB
U MEXIYHapOIHBIX
CIIPaBOYHHUK
HENaTEeHTOBAHHBIX
MEXTYHapOIHBIX .
HAaMMEHOBaHUM
P.CLS.038 HENaTEeHTOBAHHBIX CIPaBOYHUK
. JIEKapCTBEHHBIX CPEJCTB,
HaMMEHOBaHUU
yTBepxkacH Pemenuem
JIEKapCTBEHHBIX CPEICTB
P p Komnerun Komuccuu N 71
ot 10.05.2018
COJICPXKUT TepeueHb KOJIOB
U HAWUMCHOBAHHU CIIUHUIL
HU3MEPEHUS, HCITONB3YEMBIX
KJIacCU(UKATOP CMHHMII
B (apmakonorum I
HU3MEpEHUsT TO3UPOBKH U
KOJHYECTBEHHOTO
KOHIICHTpAIUU
P.CLS.039 . P KJaccupukaTop BBIP@XCHHS JJO3HUPOBKU H
JIEHCTBYIONINX BEIICCTB B
KOHIIEHTpAI U1
COCTaBe JIEKApCTBEHHBIX .
JIEHCTBYIOIINX BELIECTB,
IpernapaToB
yTBepxkacH Pemenuem
Komnerun Komuccun N
150 ot 07.09.2018
COJICPXKUT TepeueHb KOJIOB
u HauMEHOBaHUI
JIEKapCTBCHHBIX  (OpPM,
HOMEHKJIAaTypa
P.CLS.041 yp KiIaccuhukaTop

JIEKApCTBEHHBIX (OpM



P.CLS.044

P.CLS.045

P.CLS.046

P.CLS.050

P.CLS.054

P.CLS.069

P.CLS.109

kinaccupukaTop
KOMIUICKTYFOLIUX CPEICTB
YIAKOBKH JICKAPCTBEHHBIX
npenapaTos

KiIaccuhukaTop

CIIPaBOYHUK  MIyTeH
BBEJICHUS JIEKAPCTBEHHBIX CIIPABOYHHK
CPEZACTB B OPTAaHU3M

KkinaccuuraTop
JeKapCTBEHHOI0 KJ1accu(uKaTop
PACTUTCIILHOT'O ChIPbs

knaccuuratop

KiIaccuhukaTop
OMOJIOTHYECKHUX IT0JIOB

Ki1accuurkaTop
OpraHNU3alMOHHO-TIPABOBHI  KIACCH(PHKATOP

X popm

KJIaCCU(UKATOP BHUIOB
MEPBUYHBIX  YIAKOBOK  KIacCH(MHKATOP
JIEKapCTBEHHBIX CPEIICTB

COpPaBOYHUK
CPYNNUPOBOYHBIX,
00 EeNPUHATHIX H

CIIPABOYHUK
XUMHYECKHUX
HaUMEHOBaHUM

JICKapCTBCHHBIX CPCIACTB

yTBepxkjaeH Pemenuem
Komnernn Komwuccun N
172 ot 22.12.2015

COJIEPKUT MEePEUYCHb KOJIOB
u HauMMEHOBaHUI
KOMIUIEKTYIOIIHUX CPEJICTB,
coIepXamuxcs  BO
BTOPHUYHOH (
MOTPeOUTENHCKOI)
YIaKOBKE JIEKAPCTBEHHOTO
npenapara, yTBepxkiaeH Pe
menueM  Komeruu
Komuccun N 171 ot
08.10.2019

COJICPKUT IepeyeHb KOJOB
U HaUMEHOBaHUHN myTeil
BBEJICHMSI JIEKAPCTBEHHBIX
CpPEACTB B OpTaHH3M,
yTBEpXKAeH Pemenuem
Komnernn Kommccun N
158 ot 17.09.2019

COJIEPKUT MEPEUYECHb KOJOB
u HanMCHOBaHUU
JeKapCTBEHHOTO
PaCTUTENBHOTO  CBIPHS,
yTBepkaeH Pemenuem
Komnerun Komuccun N 59
ot 16.04.2019

COJICPXKHUT TepeueHb KOJIOB
u HauMEHOBaHUU
OHOJIOTMYECKHUX IIOJIOB

COZICPKUT TIEPEUCHb KOJOB
u HanMCEHOBaHUN
OpraHU3alMOHHO-TIPABOBHI
X opm, yrBepxkaeH Pemen
nem Komnernu Komuccuun
ot 02.04.2019 N 54

COZIEPKUT NEPEUYEHb KOJOB
M HAaMMEHOBAaHUHM BUJIOB
MEePBUYHBIX  YIaKOBOK
JIEKApCTBEHHBIX CPEJICTB,
yTBepxkaeH Pemenuem
Konnerun Komuccnu N 5
ot 15.01.2019

COJIEPKUT MEePEUYeHb KOJOB
FPYNIUPOBOYHBIX,
00IMEeNPUHATHIX i
XUMHYECKHX
HAauMEHOBaHHUU
HeKapCTBeHHBIX CpGJICTB

COJIEPKUT MEPEUYEeHb KOJOB
" HauMEHOBaHMI



CIIpaBOYHHUK BCIIOMOTaTENbHBIX
BCIIOMOTAaTENbHBIX BEIIIECTB, HCIOIb3yEMBIX
P.CLS.110 BEIIECTB, HCMONb3yeMEIX CIIPABOYHHK Npu  TPOM3BOJCTBE
Ipu  HPOU3BOACTBE JIEKapCTBEHHBIX CPEICTB,
JIEKapCTBEHHBIX CPEICTB yTBepkaeH Pemennem Kon
nerun Komuccuu N 95 ot
11.06.2019
COJIEP)KUT TMEPEUeHb KOJIOB
u HaUMEHOBAHUNI
CIIPaBOYHUK (GYHKIHOHATBHBIX
(GYHKIHOHATBHBIX Ha3Ha4YeHUH
Ha3Ha4YeHUH BCIIOMOTaTENbHBIX
P.CLS.111 BCIIOMOTATEIbHBIX CIIPABOYHUK BEILECTB, HCIOJb3YEMbIX
BEIIIECTB, HCIOIB3yEMBIX IpH  HPOU3BOACTBE
Ipu  HPOU3BOJACTBE JIEKapCTBEHHBIX CPEJCTB,
JIEKapCTBEHHBIX CPEICTB yTBepxKJeH Peienuem
Komnerun Komuccun N
103 ot 18.06.2019
CIPaBOYHHUK COJIEP)KUT TMEPEUeHb KOJIOB
HAaMMEHOBAaHUM u HaUMEHOBAHUNI
P.CLS.112 CIIPABOYHUK
roMeonaTUYecKoro roMeomnaTuYecKoro
Marepuana Marepuana
COJICP)KUT TepeueHb KOJIOB
M HAaNMEHOBAaHUHW BUIOB
KJIacCU(HUKATOP BHUIOB
BTOPHUYHBIX (
BTOPHUYHBIX ( 5 )
MOTPEOUTENbCKUX
P.CLS.113 MOTPEeOUTENHCKUX) knaccudukarop P
YIaKOBOK JIEKapCTBEHHBIX
YIaKOBOK JIEKAPCTBEHHBIX
CpeiacTB, yTBepxaeH Pemie
CpeNCTB
HueM Komnerun Komuccun
ot 15.01.2019 N 6
COJEPXUT  KOJOBOE
o0o3HaueHUeE
MEIUIMHCKUX HarHO30B B
MEXJyHapoaHas
P.MM.04.CLS.001 yHap . KmaccudukaTop COOTBETCTBUU c
knaccudukanys 6onesHen .
MEXIyHapOIHOH
knaccupukanuei
OounesHeit

VIII. TIponexyps! obmero mpoiecca
1. Ilpouenypsl GOpMHPOBaHHUS U BEAECHUS €AUHOM 0a3bl JaHHBIX
ITponenypa "BxioueHue cBeneHuil B eauHyIo 6a3y marabsix" (P.MM.04.PRC.001)

24. Cxema BBITIONHEHUS TIpolienypsl "Bxitodenne cBenennii B euHyro 0a3y gaHHBIX" (
P.MM.04.PRC.001) npencraBiieHa Ha pUCYHKE 4.



Y ronHoMoue HHBIH OpPTrdH

T _ ‘Komuccus
rocyiapcTea-4icHa
llpencrapnenne cpenenmuii :einHad Daza JaHHBIX
JUIA BEJIIOMEHHA B ¢IMHYVIO Dazy > [cBeJeHHS LIS BKIIOYEHHA
Aanueix (P.MM.04.0PR.001) J nepelans|
W
{ [Monyuenne u obpaborka
‘eJHHan 0aia JaHHBIX N CBEAEHH 11 BKIOYeHHA
[obnoBRNEHA] B €IHHYIO Da3y JIAHHEIX
I\ (P.MM.04.0PR.002)

| |{'F.'[}"IL_‘EI1{U YBCIOMICHHWA

O pesyiibTaras BRIAKMCHHA

CBEJICHHIl B eMHYI0 Oa3y
manaex (P.MM.04.0PR.003)

o

Puc. 4. Cxema BHIIOTHEHHUS OponeaypH "BkimodueHue cBeieHui B €quHYI0 6a3y JaHHBIX"
(P.MM.04.PRC.001)

25. Ilpouenypa "Bxmtouenue cBenenuii B eauHyro 6a3y manueix" (P.MM.04.PRC.001)
BBITIOJTHSCTCS MIPU TMOJYYCHUH YIIOJJHOMOUYEHHBIM OPraHOM TOCYJapCTBa-ujeHa CBEJACHUHN O

HOBOM HEXeNaTeJIbHOW peakluH, MOJJIekKalUX BKIIOUECHUIO B €UHYI 0a3zy JaHHBIX B
COOTBETCTBHM C MOPSAIKOM (HOPMUPOBAHUS W BEACHUSA €AMHON HMHPOPMAIIMOHHON Oa3bl
JAHHBIX TIO HEXKEeJATeIbHBIM peakiusaM (IeHCTBUIM) Ha JIEKApCTBEHHBIC Mpenapar, BKIroYas
coOmieHus: 0 Hed(PPEKTUBHOCTHU JIEKAPCTBEHHBIX MPENAPATOB, BHISIBICHHBIM Ha TEPPUTOPUSIX
rocyaapctB-uieHoB Coro3a, yrBepkaaeMbiM Komuccuel (nanee — nopsiaok GopMHUpPOBaHUS U
BEJICHUS €TMHON 0a3bl JaHHBIX).

26. IlepBout BeimonHsAeTCs onepauus "lIpeacraBieHue CBEAEHUM s BKIIOUYECHUS B
eaunyo 0Oazy ganHbpix" (P.MM.04.0PR.001), mo pe3ynbTaTam BBINOJHEHUS KOTOPOH
YIIOJTHOMOUYEHHBIM OpPraHOM TrocyAapcTBa-uieHa (QOPMHUPYIOTCS U NPEACTABISIOTCS B
Komuccuro cBeneHns 0 HexenaTenbHON PEaKIH.

27. Ilpu noctymiueHun B KoMmuccuio CBeIEHUN 0 HEXEIaTeIbHOM PeaKIluK BBITOJHIETCS
onepanusa "Ilonyyenue u 00paboTKa CBeACHUN NJIs BKIIOYEHUS B €IUHYI0 0azy maHHBIX" (
P.MM.04.0PR.002), o pe3ynbTaram BbITIOIHEHU KOTOpor KoMuccus monydaer yKka3aHHbIe
CBEJICHMS, BBITIOTHSAET UX 00pabOTKY U HAIpaBiseT YBEAOMIICHUE O pe3yJbTarax 00paboTKu
CBEJICHHI B yIIOJITHOMOYEHHBIN OpraH rocy/1apcTBa-ujeHa, MpeACTaBUBIINN CBEICHMUS.



28. Ilpu mocTynIeHUH B YIIOJIHOMOYEHHBIN OpraH rocy/1apCcTBa-4JieHa YBEAOMIICHUS O
pe3ysibTaTax 00pabOTKU CBeJACHUN BBIMOJIHAETCA omneparus "[lomydyeHue yBeIOMIICHUSI O
pe3yibTaTax BKJIIOYEHHUS CBeJeHWU B enuHyro 0asy nanaeix" (P.MM.04.0PR.003), mo
pe3yibTaTaM BBIMOJHEHHUS KOTOPOM YIOJHOMOYEHHBIM OpraH TrocyJIapcTBa-wieHa,
HaNpaBUBIINN CBEJCHUS, OCYIIECTBISCT MOJydeHHe W O0OpabOTKy YBEIOMJICHUS O
pe3yiibTarax 00pabOTKH CBEICHUM.

29. Pe3ynbTaTOM BBINOJHEHHS Mpoueaypsl "BkiroueHue cBeJeHU B €JUHYI0 0a3y
nauubix" (P.MM.04.PRC.001) sBnsieTcs BKIIFOUCHUE CBEACHUN O HEXKEJIATEIIbHOM PEaKIiy B
eauHyto 0azy JaHHBIX.

"

30. Ilepeyens omeparuii oOIIEro MpoIEcca, BBHIMOTHAEMBIX B paMKax MPOIETYPHI

Bxirouenue cBenenuii B ennHyo 6a3y ganueix" (P.MM.04.PRC.001), mpuBenen B Tabinuiie 6.
Tabmuua 6

Ilepegens onepanuii 06mero mpomecca, BHIIOJHAEMEIX B paMKax mporeaypH "Brmouenue
CBeieHHUH B equHyI0 0a3zy maHHbX" (P.MM.04.PRC.001)

KonoBoe 060o3Hauenue HanmeHnoBanue Omnucanue
1 2 3

IIpEICTAaBIIEHHE CBEIEHUHM i1  IPUBELEHO B TAOJMIE 7 HACTOSALIMX
P.MM.04.0PR.001 PER A A PHBE/ : .

BKJIIOUCHHMS B €ZIMHYIO 0a3y nanHbIX  [IpaBun

norydeHue u o0paboTka cBeleHUi
P.MM.04.0PR.002 IJIs. BKIIOYEHHUS B €IUHYIO 0asy
JTAHHBIX

MPUBEIEHO B TabnuIe 8 HACTOSAIMINX
IIpaBun

TIOJIYUYE€HUE YBEOAOMIICHUA 0

IpUBeIeHO B Tabnuie 9 HacTOSAINX
P.MM.04.0PR.003 pe3yipTaTax BKIIOYSHUS CBEICHUN B PHBEA t H

[IpaBun
enHYyI0 0a3y MaHHBIX

Tabmuma 7

Omucanne onepauun "IIpeacTaBnenue cBeAeHNH I BKIIOYEHHA B euHYI0 6a3y narnsx" (P.MM
.04.0PR.001)

No /it O6o03HaueHnE PIEMEHTA Omnucanue
1 2 3
1 KonoBsoe o603HaueHne P.MM.04.0PR.001
MpeNCTaBICHUE CBEACHUM IS
2 HanmMeHoBanue onepanuu
BKITIOUCHUS B €IUHYIO 023y JaHHBIX
NOJHOMOYEHHBIN opraH
3 WUcnomaurens M P
rocyaapcTBa-ujieHa
BEITIONHSICTCS TIPU TPEICTaBICHUU
YIIOTHOMOYEHHEBIM OpraHoM
4 V108U BBINOJIHEHUS rocyJapcTBa-4jeHa CBEJEHHH O

HEXEJATEIbHOW peakluu s
OOHOBIIEHHS €IMHOM 0a3bl JaHHBIX

dbopwmar u CTPYKTypa
NPENCTaBISEMBIX CBEICHUH JIOIKHBI



5 Orpannyenus

6 Omnucanue onepauuu

7 PesynbraTs!

COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP IMEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HCIIOJHUTENb (POPMHUPYET CBEIACHHUS
0 HEeXKEIATENbHOU pEeaKIUuu U
HampaBlisieT ux B Kowmuccuioo B
COOTBETCTBHH ¢ PeriaMeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXKIY YHOJHOMOYEHHBIMHU
opraHaMd TrOCYIapCTB-4JICHOB U
Komuccuei

YIIOTHOMOYEHHBIM  OPTaHOM
TOCy/apCTBa-4IEHa IPEICTaBICHEI
CBEICHHUA O HEXeJaTeIbHOU
peaKHI/II/I JJIs1 BKIIFOUCHUSA B CI[I/IHyIO
0a3y JaHHBIX

Tabmmia 8

Ommcanue onepain "Iloryuenue u 06paboTka cBeieHHii A1 BKIIOYEHH B eIUHYIO 6a3y

Janeex" (P.MM.04.0PR.002)

Ne i/t O0o03HaueHne dJIeMeHTa

1 2

1 Konosoe o603Hauenme

2 HanMenoBanue onepanuu
3 HUcnonaurens

4 Vci10BYs BBITOTHEHUS

5 Orpannyenus

Omnucanue
3
P.MM.04.0PR.002

moJTydeHne M o0paboTKa CBEeIeHUIt
U1 BKJIIOYEHHS B €IMHYIO 0asy
JaHHBIX

Komuccus

BBITIOJHSIETCS TMpPU TOJTYUYCHUH
Komuccueit CBECICHUM 0
HEKeJIaTeNbHOM peakimu (oneparus
"IlpencraBneHue CBeACHUN HJIst
BKITIOUCHUS B eANHYIO0 0a3y MaHHBIX"
(P.MM.04.0PR.001))

dbopmar " CTPYKTypa
NPENCTABISIEMBIX CBEICHUH TOMKHBI

cooTBeTcTBOBaTh  OMHCAHUIO
(hopMaTOB U CTPYKTYp IIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHuil. Tpebyercs
aBTOpHU3aANUS, CBCJICHUS
MPECTABISIOTCSA TOJIBKO
YIOJIHOMOYCHHBIMH ~ OpraHaMu
TOCYJapCTB-WICHOB. PEeKBH3UTHI
3IEKTPOHHOTO TIOKyMEHTa (
CBEIICHUM) IO HBI
COOTBETCTBOBAaThH TPEeOOBaHUAM,
MpelyCMOTPEHHbIM PernamenTom
WH(POPMAIMOHHOTO B3aUMOICHCTBUS
MEXIy YIOJTHOMOYCHHBIMU
opraHaMu TOCYJIapCTB-4JICHOB H
Komuccueit



WCIIOJIHUTENb MPUHUMAET CBEACHHUS
U MPOBEPSET UX B COOTBETCTBUU C
PermamenToM WHGOPMAIIIOHHOTO
B3aNUMOJIENCTBUS MEXAY
YOOJIHOMOYCHHBIMHA opraHaMu
rocyaapcTB-uneHoB u Komuccuei.

B cnydae ycnenrHoro BBINOJHEHUS
MPOBEPKH HUCIHOJIHUTENb
OCYILECTBIISIET BKJIIOUEHHE HOBBIX
CBEJICHHUI B €MUHYI0 0a3y JaHHBIX,
3aM0JHAET 1aTy U BPEMsI BKIIOUEHMS
CBeIeHUH, POPMHUPYET U OTIIPABIISIET
YBEJOMJICHHE YTIOJIHOMOYCHHOMY
opraHy TrocyJapcTBa-uieHa o0
YCHEIIHOM OOHOBJICHHH CIUHON
0a3pl JaHHBIX CO 3HAYCHHEM KOJIa
pe3yibTaTta 00paboTku,
COOTBETCTBYIOIEM 00aBIECHUIO
CBEJICHUH, B COOTBETCTBHU C

6 Omnwmcanue onepamnuu

PernamenToM MH(pOpPMalMOHHOTO
B3auMoJeicTBUA MEXIY

YHOJIHOMOYEHHBIMH ~ OpraHaMu
rocygapcTB-wieHoB 1 KoMuccueit

CBEJICHUA O HEXeJaTelIbHOU
peakuuu obpaboTaHHI,
MTOJTHOMOYEHHOM oprax
7 PesynbraTs! y Y pramy
rocynapcTBa-4jeHa HaIpaBJICHO
YBEOMIIGHHE O pe3yJibTarax

00paboTKH CBEIEHUIA

Tab6muma 9

Omucanue onepamun "TlonyueHne yBeAOMICHHUS O pe3yJIbTaTaX BKIIOYCHUA CBEACHHUH B CIHHYIO
6a3y manasix" (P.MM.04.0PR.003)

Ne /it O0Oo3HauyeHKe dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HauenHme P.MM.04.0PR.003

MOJIydeHUEe YBEIOMJEHHUS O
2 HanmenoBanue onepauuu pe3ynbTarax BKIIOYEHHS CBEJACHUMN B
eanHyo 0a3y JaHHBIX

YIOJIHOMOYEHHBIN oprax
3 Hcnonaurens
rocyAapcTBa-4icHa

BBIMIOJIHSACTCS TNPH  TMOJyYCHUH
YIOJHOMOYEHHBIM  OPraHoOM
rocynapcTBa-4jeHa yBeIOMIICHUS O

4 VY c10BUS BHITOTHEHUS pe3ynapTaTax o0pabOTKH CBEeNCHHUH (
onepanus "[lonyuenue u 00padboTKa
CBEJCHUI JJIS BKIIOYCHHS B CIUHYIO
6a3y mannsix" (P.MM.04.0PR.002))

dbopmar U CTPYKTypa
MPECTABISIEMbIX CBEJICHUH JOJIKHBI



5 OrpanuyeHus COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

UCIIOJIHUTCIIb HpI/IHI/IMaeT
YBEIOMIIGHHE O pe3yibTarax
BKJIFOUCHHUS CBEJCHUNA B CHMHYIO
0a3y MaHHBIX M TPOBEPSET €ro B

6 Onucanne onepaniu COOTBETCTBUHA C PerimaMeHToOM
HHGOPMALIMOHHOTO B3aUMOICHCTBUS
Me)KI[y yHOJ'IHOMO‘-IeHHI)IMI/I
OpraHaMu TrOCYJIapCTB-4JICHOB U
Komuccuei

YHOJHOMOYEHHBIM  OpPraHOM
rocyJapcTBa-wieHa IOJyYEHO

7 PesynbraTst YBEJOMIIEHHE O pe3yabTarax
BKJIIOUEHHUS CBEACHUH B EIUHYIO
0a3y JaHHBIX

ITponenypa "Vi3MeneHue cBenennii B equnoi 6a3ze nanubx" (P.MM.04.PRC.002)

31. Cxema BbINOJHEHUS TIpoleypsl "MI3MeHeHue cBeieHu B enuHOM 0a3e MaHHBIX" (
P.MM.04.PRC.002) npencraBiieHa Ha PUCYHKE 5.

1 =

VinonHoMoueHHEBH oprax
rocy japcTea-4iacHa

b

[Ipencrarnenue ceenennii 1is
BHECEHHA HIMEHEHHH
B ¢IHHY10 Da3y JaHHBIX
(P.MM.04.0PR.004)

‘Komucens

:einHan Daza JaHHbIX
J = [cBeaeHns /s

HIMEHEHHA Nepeians |

[Monyuenue n obOpaborka

:eauHad Daza JaHHbIX CBEICHHIT /L1 BHECEHHA

|oGnosnenal - H3IMECHEHHH B €HHY 10 Dazy
~Jz [ aamiex (P.MM.O4.0PR.005)

[Hoayuenne ypeaoMiacHHA
O peIyIbTaATAX HIMCHCHHA
l.'.‘Hr.‘_.’It.‘HHﬁ B E,],HI-II[‘.Iﬁ ﬁﬁ'it‘ JAAHHBIX

(P.MM.04.0PR.006)

o

Puc. 5. Cxema BeInmosiHeHUs TIporieAyphl "M3MeHnenre ceeeHuii B ennHOM 0a3e qaHHbIX" (
P.MM.04.PRC.002)




32. lIpouenypa "M3menenue cBeaeHuii B equHoi 6asze manubix" (P.MM.04.PRC.002)
BBITIOJIHSIETCSI TIPU TMPEJACTABJICHUU YIOJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-ujieHa B
KoMuccnio n3MEeHEHHBIX CBEICHUM O HEKEIATEIIbHON PEAKIIUH.

33. IlepBoii BeINOJIHsIETCS omnepanus "llpeacTaBieHre CBEACHUN IS BHECEHUS
n3MeHeHud B enunyto 0a3y manaeix" (P.MM.04.0PR.004), mo pe3ynbTaraM BBITIOJTHEHUS
KOTOpPOH YIOJIHOMOYEHHBIM OPraHOM TrocyAapcTBa-ujieHa (POPMUPYIOTCS U HAIIPABIISIOTCS B
Komuccuio n3MeHeHHbIEe CBEICHUSI O HEXKENIATeIbHOW peakiuu I BHECECHUSI U3MEHECHUH B
ennHy0 0a3y JTaHHBIX.

34. IIpu nonyuyenun KomMuccuii N”3MEHEHHBIX CBEACHUN O HEXKEIATEIbHOW PEAKIINU
BeITIONTHsIETCSl onepanus "[lonyuenne m 06paboTKa CBEJCHUMN Il BHECEHUSI M3MCHECHHI B
equnyio 6aszy nansbix" (P.MM.04.0OPR.005), mo pe3yiabTaraMm BBINOJHEHUS KOTOPOM
Komuccusi mony4yaer W3MEHEHHBIE CBEJICHUSI O HEXENATeJIbHOW pEaKIUH, BBIMOIHSAET
00paboTKy MOJYy4YEHHBIX CBEJICHHUM C COXpPAaHEHHEM HCTOPUU H3MEHEHUW M HaIpaBIsieT
YBEJOMJIEHUE O pe3yJibTartax oOOpabOTKH CBEACHHUN B YIOJHOMOYEHHBIM OpraH
rocyJ1apcTBa-4J€Ha, IPEJACTAaBUBIIHI CBEICHUS.

35. Ilpu nojiydyeHUH YMOJHOMOYEHHBIM OPraHOM rOCyJapCTBa-ujieHa YBEIOMJIEHUS O
pe3yibratax oOpaOOTKH TPEJCTABICHHBIX H3MEHEHHBIX CBEICHUN O HEXKelaTelbHOU
peakiuu BBITIOJHsAETCS omneparusa "llonmyueHne yBeaOMIICHUS O pe3yjbTaTax HW3MEHEHUs
cBeneHnii B eaumHoi 6asze ganubX" (P.MM.04.0OPR.006), mo pe3ynbTaTaM BBITIOJHECHUS
KOTOPOW YIOJHOMOYEHHBI OpraH TrOCyJapCTBa-4JIeHA, HalpaBUBIINN CBEACHUS,
OCYIIECTBIISET MOTyUYeHUE U 00padOTKy YBEOMIICHHSI O PE3yJIbTaTax 00pabOTKH CBEICHHM.

36. PesynbpTaToM BBINOHEHUS NpoleAypsl "M3MeHeHue cBefieHui B eAMHOM 0a3e TaHHBIX
" (P.MM.04.PRC.002) siBsieTCS M”3MEHEHHE CBEICHUN B €AUHON 0a3e JaHHBIX.

37. llepedyens omeparuii oOIIEro MpoIecca, BHIMOIHAEMBIX B paMKax Mpoueaypst "

N3menenne cBenennii B enunoit 6aze nanubix" (P.MM.04.PRC.002), npusenen B Tadmnuie 10

Ta6muma 10

ITepedens onepanuii 06miero mpomnecca, BHIIOIHAEMEIX B paMKax IPoLeayphl "N3MeHeHHe
cBeieHM B equHOM 6a3e manabx" (P.MM.04.PRC.002)

KomxoBoe 0003Hauenmne HanmenoBanue Omnucanne
1 2 3

IpeaACTaBICHUC CBEACHUM A

0 11
P.MM.04.0PR.004 BHECEHMsI HM3MEHEHHH B EIUHYIO HPUBCACHO B TabIMHe

Hactosiux [IpaBun
0a3y TaHHBIX

mosrydeHue U o0paboTKa CBeIeHU

) 12
P.MM.04.0PR.005 JUTS BHECCHUS N3MEHEHUH B TUHYIO TPUBEACHO B TabJHue

Hacrosmux [TpaBun
0a3y MaHHBIX

MOoJIyu€HHUue YBCAOMIICHU o

0 13
P.MM.04.0PR.006 pe3yJbTaTax U3MEHEHHs CBEICHUH B UPUBEACHO B - TabAMhe

. Hactosmux [IpaBun
eIMHOM 0a3e TaHHBIX



Omucanue onepaiy "IIpeacTaBiieHne CBeASHUN I BHECEHHU H3MEHEHHH B €TUHYIO 0a3y

naHabX" (P.MM.04.0PR.004)

Ne i/t
1
1

Ommucanue onepain "Ilomyuenne u 06paboTka cBeieHHii 411 BHECEHHUS H3MEHEHHI B €IUHYIO

O0o3HayeHne dJIEMEHTA
2

KonoBoe 0003Hauenme

HaumenoBanue ornepanu

Hcnonaurens

VCIIOBHS BBIIOJIHEHUS

Orpannyenus

Omnwmcanue onepanun

PesynbTaTsl

6a3y manasX" (P.MM.04.0PR.005)

Ne i/
1
1

O0o3HauyeHne dJIeMEHTa
2

KomoBoe o0o3HaueHMe

HanmMenoBanue onepauuu

Wcnonaurens

VY ci1oBHs BBINOJHEHUS

Tabmuma 11

Onucanue
3
P.MM.04.0PR.004

NpPENCTABICHUE CBEIACHUM IS
BHECEHUS H3MEHEHHMH B EAMHYIO
0a3y JaHHBIX

YIOJIHOMOYEHHBIN opras
rocyaapcTBa-4jieHa

BBITIOJIHSIETCS MpPU HU3MEHEHUU
CBEJICHHH O HeXeIaTeIbLHOU
peaxn

dbopmar U CTPYKTypa
MPEJCTABISIEMBIX CBEICHUH OJIXKHBI

COOTBETCTBOBAThL  OmHCaHHIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

HCIOJHUTENIb dbopmupyer
W3MEHCHHEIE  CBCACHHUSI O
HEXKENaTeIbHOW peakuuu W
HampaBisieT ux B Kowmuccuio B
COOTBETCTBUU ¢ PermameHTom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIy YIIOJTHOMOYEHHBIMHU
OpraHamMu TOCYAapCTB-WJICHOB H
Komuccuei

U3MEHEHHBIE  CBENEHHUSI O
HeXeJlaTeIbHOU peakuuu
npencrasieHsl B Komuccuto

Tabmuma 12

Omnucanue
3
P.MM.04.0PR.005

moJTydeHne M o0paboTKa CBEeIEHUIt
JUISL BHECCHUS H3MEHEHUH B €ANHYIO
0a3y maHHBIX

Komuccus

BBINOJIHSETCSL TIPU MOCTYIJICHUU B
Komuccnio n3aMeHEHHBIX CBEICHHI O
HEe)KeJIaTenbHOM peakiyu (oneparus
"IIpencraBineHue CBeACHUN IS



OrpanudeHus

Omnwmcanue onepanun

BHECCHHSI MU3MEHEHHH B EIUHYIO
6a3y mannsix" (P.MM.04.0PR.004))

dbopmar U CTPYKTypa
MIPE/ICTABISIEMbIX CBEJICHUH JOJIKHBI

cooTBeTcTBOBaTh  OnucaHuio
(hopMaToOB M CTPYKTYP INIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHuit. Tpebyercs
aBTOpHU3ALHS, CBEJCHUSA
MPEJICTaBISIIOTCS TOJIBKO
YIOJHOMOYEHHBIMH ~ OpraHaMu
TrOCyAapCTB-WICHOB. PeKkBU3UTHI
3JIEKTPOHHOTO JIOKyMEHTa (
CBEICHUN) JOJIKHBI
COOTBETCTBOBaTh TPEOOBAHMAM,
MpeayCcMOTpeHHbIM PermamenToM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXAY  YHOJHOMOYEHHBIMHU
opraHaMy TroCyJapCTB-UJI€HOB U
Komuccueit

WCIIOJTHUTENh MPUHAMAET CBEACHHS
U MPOBEPSET UX B COOTBETCTBHH C
PeryiaMmenTOoM WH(pOPMAIIMOHHOTO
B3aMMOJACHCTBUS MEXKY
YIOJHOMOYCHHBIMH ~ OpraHaMu
rocygapcts-wieHoB 1 Komuccueit.

B ciyuae ycnentHOTo mpoXoKACHHUS
MIPOBEPKH WCTIOTHHUTENH 3aIllOTHICT
JIaTy U BpeMsl OKOHYAHMsI JEHCTBUS
HM3MEHSIEMBIX B €IUHOM 0a3e JaHHBIX
CBEJICHUI 3HAYeHHEM JaThl |
BpEMCHHM Hayala JAcHCTBHSI
TTOJyYCHHBIX aKTyalbHBIX CBEICHUML.
B pesynbTare uaMeHseMble B €IMHOM
Oasze TaHHBIX CBEJIECHUS
COXpaHATCS s OoOecIeUeHUs
BO3MOKHOCTH MPOCMOTPA UCTOPHH
H3MEHEHUH W  CTAHOBATCA
HEJOCTYNHBIMUA JJIsSI JaibHeHei
00paboTKH.

[oryueHHBIE aKTyalbHBIC CBEACHUS
WCTIOTHHUTEH T00ABISICT B SAHHYIO
0a3y naHHbBIX, QUKCUPYET HaTy U
BpeMss OOHOBJICHHUS CBEICHH,
dbopMupyeT ©W  OTHPABIACT
YBEJIOMJICHHE YIIOJIHOMOUYCHHOMY
oprany

TOCyAapCTBa-wieHa 00 YCICIIHOM
OOHOBJIEHNH €QWHOM 0a3bl TaHHBIX
CO 3HaYeHHWEM KoJlla pe3yibTaTa
00pabOTKH, COOTBETCTBYIOIIEM
U3MEHEHHUIO  CBEIECHUH, B
COOTBETCTBHH ¢ PeriameHTOM
WH(POPMAIMOHHOTO B3aUMOJCHCTBUS



MEXIYy YIOJIHOMOYE€HHBIMU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccuein

W3MEHEHHBIE  CBEACHHUSI O
HEeXXellaTelbHOU peakuuu
00paboTaHbl, YIOJIHOMOYCHHOMY

7 PesynbraTht Ooprany  rocyJxapcTBa-djeHa
HAaIllpaBICHO YBEAOMICHHE O
pe3ynbpTaTax 00paboTKu
MIPEJCTaBIECHHBIX CBEJACHUI

Ta6muma 13

Omcanne onepaiu "IlorygeHne yBeOMICHHS O pe3yIbTaTaX H3MEHCHHA CBEICHIH B €IMHOM
6aze qaaaex" (P.MM.04.0PR.006)

Ne /i O0o03HayeHne dJIeMeHTa Omnucanue
1 2 3
1 KonoBoe 0603HaueHue P.MM.04.0PR.006

MOJIy4YeHHE YBEAOMIICHHS O
2 HanmMenoBanue onepauuu pe3ynbTaTax U3MEHEHMSI CBEICHUH B
eIMHON 0a3e JaHHBIX

YIIOJTHOMOYCHHBIH opraH
3 Wcnonuurens
rocyIapcTBa-wicHa

BBINOJIHSETCS. TPU MOCTYNJICHUU B
YIOJIHOMOYEHHBIN oprax
rocyapcTBa-4JieHa YBEJIOMIICHUS O
pe3ynbraTax U3MEHEHHs CBEJICHHUH B
enuHoi Oase maHHBIX (omeparust "
[Momyuenne n oOpaboTKa CBEICHHUN
JUIsl BHECCHUS NI3MEHEHUI B €IMHYIO
6a3y manueix" (P.MM.04.0PR.005))

4 VcoBUs BBITOIHEHUS

dbopmar u CTPYKTypa
MIPEACTaBISIEMbIX CBEICHUH IOJKHEI

5 OrparnyeHus cooTBeTcTBOBaTh  OmmcaHuio
(hopMaToB U CTPYKTYp IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

HCIIOJIHUTEIh NpUHUMAET
YBEIOMIICHHE O pe3yibTarax
W3MEHEHNS CBEACHUIN B €IMHON Oase
JNIaHHBIX W TIPOBEpSET €ro B

6 Omnucanue onepanuu COOTBETCTBUH ¢ PermameHTOM
WH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
MEXIYy YIIOJIHOMOYE€HHBIMHU
opraHaMu TOCYIapCTB-4JICHOB H
Komuccuei

MOJYyYEHO  yBEJIOMIIEHHE O
7 Pe3ynbraTsl pe3yibTaTax 06paboTku
MPEICTaBICHHBIX CBEICHUN

2. IIpouexypsl HOTy9eHUs CBECHUH W3 eIUHOM 0a3bl JaHHBIX



IIponexypa "Ilomydenue cBeieHmiA O JaTe U BpeMeHH 0OHOBICHN eAuHOM 0a3bl JaHHbX" (P.MM
.04.PRC.003)

38. Cxema BwimosHeHUs mpouenypsl "llonydeHue cBeneHU O JaTe U BpPEMEHU
oOHoBIeHUS eauHoi 6a3bl JaHHBIX" (P.MM.04.PRC.003) nmpeacraBieHa Ha pucyHke 6.

Y nosaHoMOUeHH B opran
rMocy aapcrea-yicHa

!

Janpoc ceejieHnii o nare
H BpeMEHH ODHOBICHHA
eIHHOI Da3kl TaHHBX
(P.MM.04.0PR.007)

Komuccns

:euHan 6a3a JaHHBIX
[cBeeHms O JaTe U BPEMEHH
OOHOBJICHHSA 3aNpOIICHB |

b A

y

. [ToaroToBKa M NpeacTaBneHne
(EIAHHAA 0asd TaHHBIX =
CBEACHHIT O JaTe M BPEMEHH

[L‘HL":WHHH 0 aTe H BpEMCHH - i o
OODHOBICHHA CAHHOH DA3hkl

b s s Aanssx (P.MM.04.0PR.008)

Iomyuenne u odpadboTka
CReJCHHI 0 maTe
H BpeMeHH 0OHOBIICHHA
eIHHOM Daskl NaHHBIX

(P.MM.04.0PR.009)

Puc. 6. Cxema BrinonHeHus npoueayps! "[lonydenue cBeneHuld 0 JaTe U BPEMEHU
oOHoBIIeHUS eauHOol 0a3bl qanHbIX" (P.MM.04.PRC.003)

39. llpouenypa "llonydyeHnue cBeaeHHUI O JaTe U BpeMEHU OOHOBJICHUS €IMHOUN Oa3bl
nanHeix" (P.MM.04.PRC.003) BbIONHSIETCS MpPU BO3HUKHOBEHHH HEOOXOJIMMOCTH
MOJIYyYE€HHUsI YIOJHOMOUYEHHBIM OpPraHOM TOCYJIapCTBa-4€Ha CBEICHUN O JaTe U BPEMEHU
OOHOBJICHUS €JUHOM 0a3bl JaHHBIX.

40. IlepBoii BeITIONHSIETCS onepalius "3anpoc cBeJAeHUM 0 aTe U BpeMEHU OOHOBJICHUS
equHoi 6a3pl gaHHBIX" (P.MM.04.0PR.007), mo pe3ynbTaTaMm BBINOJHEHUS KOTOPOM
YIIOJJHOMOUYEHHBIM OPraH roCyIapCTBa-4jieHa HarpasiseT B KOMUCCHIO 3aITpOC CBEACHUM O
JaTe ¥ BpEMEHU OOHOBJICHUS €IMHOM 0a3bl TaHHBIX.

41. Ipu nmomyuenun Komuccueit 3ampoca CBEIEHH O JAaTe U BPEMEHU OOHOBJICHUS
eANHOM 0a3bl JaHHBIX BbINOJHAETCS onepanus "[lororoBka u npeacTaBieHue CBEICHUN O
naTe U BpeMeHu oOHOBIeHUs enuHoi 0a3wl manHbix" (P.MM.04.0PR.008), mo pesynpTaTam



BBITIOTHEHUS KOTOpo KoMuccust HampaBiisieT yIOJTHOMOYEHHOMY OpraHy rocyapcTBa-4JieHa
CBEJICHHUS O JIaT€ U BpeMEHU OOHOBJICHUS €TMHOMN 0a3bl JaHHBIX.

42. Ilpu npencraBnennn Komuccuen cBeeHuii o0 1aTe U BpeMEHU OOHOBJICHHS €IMHOM
0a3bl JaHHBIX BBIMOJHAETCS onepalus "[lonmyuenue u o6paboTKa CBEICHU O J1aTe U BpeMEHU
oOHoBieHus: eanHoN 0a3pl naHHbX" (P.MM.04.0PR.009), mo pe3ynbraraM BBITOJIHEHUS
KOTOPOW YIIOJTHOMOYEHHBII OpraH rocy1apcTBa-4JIeHa MOJIy4aeT CBEICHUS O JaTe U BPEMEHU
OOHOBJICHUS €IUHOM 0a3bl JaHHBIX.

43. Pe3ynbraToM BBINOJHEHUS Tpoueaypsl "[lomydueHue cBeeHU O 1aTe U BPEMEHU
obHoByieHus: eauHoil 0a3pl AaHHBIX" (P.MM.04.PRC.003) sBusercs mnonaydyeHHe
YIIOJTHOMOYEHHBIM OPTaHOM T'OCYJIapCTBa-4JIeHA CBEJACHUN O J1aT€ U BPEMEHU OOHOBIICHHS
eIMHON 0a3bl JaHHBIX.

44. TlepeyeHpb omnepanuid 0O0IIEro MpOlecca, BHIMIOIHAEMBIX B paMKax MpPOLeaypbl "
[Tonydenue cBeieHH O 1aTe U BpeMeHU 0OHOBJICHUS euHOoN 0a3nl JaHHBIX" (P.MM.04.PRC

.003), mpuBeneH B Tabnuiie 14.
Tabmnuua 14

ITepeqens onepamuii 00mero mpomnecca, BHIOIHIEMEIX B paMKaX IIPOLEXYpPhI

"Tlomy4eHne CBeeHHI O JaTe H BpeMeHH OOHOBIeHHu eauHOM 6a3sl naHHBX" (P.MM.04.PRC.003

)

Konosoe o603HaueHue Haumenosanue Omnucanue
1 2 3

3anpoc CBEACHUH O JaTe ¥ BpEMEHU MpHBeAeHO B Tabmume 15

P.MM.04.0PR.007 .
OoOHOBIIEHHS eMHOI 0a3bl MaHHBIX  HacTosIUX [IpaBun

MOATOTOBKA M MPEJICTaBICHHE
P.MM.04.0PR.008 CBEIEHWH O JOare W BpPEMEHHU
OOHOBJIEHHS €IMHON 0a3bl JaHHBIX

npuBegeHo B Tabmnume 16
Hactosmux [IpaBun

MoJy4eHne u 00paboTKa CBeIEHHUH O

0 17
P.MM.04.0PR.009 JaTe W BPEMEHH OOHOBIICHUA UPUBEACHO B - TabAMhe

. Hactosmux [IpaBun
ennHOoM 0a3bl JaHHBIX

Tabmuma 15

Omucanue onepanuy "3anpoc CBeeHMH O JaTe U BpeMeHH OOHOBIICHMS eANHOM 6a3bl JaHHBIX" (
P.MM.04.0PR.007)

Ne i/m O6o3HaueHue deMeHTa Onucanue

1 2 3

1 KonoBoe 0003Hauenme P.MM.04.0PR.007

) Hanverosanme onepaium 3anpoc CBEJICHUI O JaTe U BPEMEHHU

OOHOBJICHHS eﬂI/IHOﬁ 0a3kl JaHHBIX

YIOJIHOMOYEHHBIN opras
rocyaapcTBa-4jieHa

3 Ucnonaurens



BBITIOJIHACTCA MPU BO3HUKHOBCHUU
HeO6XOZ[I/IMOCTI/I MOJTy4YCHU
YIOJIHOMOYCHHBIM OopraHom

4 Y ca0BusA BEITTOJHEHHS

rocy/JapcTBa-ujieHa CBeICHHI O JaTe
U BpeMEHH OOHOBIICHUS €IUHOMN
0a3nl JTaHHBIX

¢bopmMar u cTpyKTypa 3ampoca
CBEJICHHH TOJDKHBI COOTBETCTBOBATH

5 OrparnyeHus Onucannio GopMaToB U CTPYKTYP
3MEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI

WCIIOJIHUTENIb  HaNpaBlIeT B
Komuccuio 3ampoc Ha
MIPEACTaBJICHIE CBEICHUN O JaTe W
BpeMEHU OOHOBIICHUS €IMHON 0a3bl

6 Omnucanue onepanuu JaHHBIX B COOTBETCTBUU C
PernamenToM wWH(pOPMaLMOHHOTO
B3aMMOJEHCTBUS MEXY
YHOJTHOMOYEHHBIMH ~ OpraHaMu
rocyaapcTB-wieHoB 1 KoMuccueit

YHOJ'IHOMO‘-IeHHI)IM OpFaHOM
rocyJapcTBa-uicHa HaIpaBJICH

7 PesynbraTst 3aIpoc Ha MPENICTaBICHUE CBEICHUI
0 JaTe W BPEMEHH OOHOBICHUS
eIMHOI 0a3bl JaHHBIX

Tabmnuma 16

Omucanue onepanuy "TloAroToBKa M MPEACTaBIICHHE CBEICHHUH O JaTeé H BPEMEHH OOHOBIICHHS
emuHOM 6a361 maHHEIX" (P.MM.04.0PR.008)

Ne /it O0o3HayeHHe dJIEMEHTA Onucanue
1 2 3
1 KomoBoe 0003HaueHme P.MM.04.0PR.008

MOATOTOBKA W TPENCTABICHHE
2 HaumeHoBaHwme onepauu CBCJCHUW O Jare W BPEMCHU
OOHOBJIEHUS €IMHOM 0a3bl JaHHBIX

3 Hcnonuurens Komuccus

BEITIOJHSICTCS MPH MOCTYIUICHUU B
Komuccuio 3ampoca cBeneHH o0
JaTe W BpEMEHH OOHOBICHHS
4 VY ¢10BHSA BBITIOJIHEHNS enuHON 0a3pl maHHBIX (omepamus "
3ampoc cBefeHUH 0 JaTte U BpeMeHU
OOHOBIIEHHUS €IMHOM 0a3bl TaHHBIX"

(P.MM.04.0PR.007))

dbopwmar u CTPYKTypa
IPENCTaBISAEMBIX CBEICHUH JIOMKHBI

cooTBeTCcTBOBaTh  OmnucaHuio
(hOpMaTOB U CTPYKTYP DIEKTPOHHBIX
5 OrpaHuyeHus JIOKyMEHTOB U cBeJieHuil. Tpedyercs
aBTOpHU3ALHS, cBeJCHUSA
3ampanruBaioTCs TOJBKO



YOOJIHOMOYCHHBIMHA OopraHaMu
TrocyaapCTB-4JICHOB

HCIIOJHUTECIIb BBITIOJIHACT IMIPOBEPKY
IOJIy4eHHOTO  3ampoca B
cooTBeTcTBUU ¢ PeriiameHTom
MH()OPMAMOHHOTO B3aNMOJICHCTBUS
MEXIYy  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB W
Komuccueii.

6 Omnwucanue onepanun B cirydae ycrenrHOro BEITIOTHEHUS
MPOBEPKH TOJIyYEHHOTO 3ampoca
HCIIOJIHUTCIIb HAlIpaBJIACT OTBCT HaA
3alIpoC B COOTBETCTBUH C
PernamenroM uH(pOPMaMOHHOTO
B3aMMOJEHCTBUSA MEXIY
YHOJTHOMOYEHHBIMH ~ OpraHaMu
rocyzaapcTB-aieHoB 1 Komuccuei

CBEJICHUST O JaTeé W BPEMCHU
OOHOBJIEHNS €IUHONU 0a3bl JaHHBIX
MPECTaBICHbl YIOJTHOMOYECHHOMY
opraHy rocyJapcraa-ujieHa

Tab6muma 17

7 Pesynbrarst

Omucanne onepamun "Tlomyuerne u 06paboTKa CBeIeHMI O AaTe X BPEMEHH OOHOBICHUA CIHHOM
6a3n1 mapHEX" (P.MM.04.0PR.009)

Ne /i O0o03HaueHHE DIIEMEHTA Omnucanne
1 2 3
1 KomoBoe 0003HaueHme P.MM.04.0PR.009

NoJy4eHne u 00paboTka CBeICHUH O
2 HanmenoBanne oneparin JaTeé W BPEMEHH OOHOBIICHHS
eMHOMU 6a3bl JTaHHBIX

YIOJIHOMOYEHHBIN oprax
rocyaapcTBa-4jieHa

3 WUcnomaurens

BBINOJIHSETCS. TIPU NOCTYNJICHUU B
YIOJIHOMOYEHHBIN opras
rocyaapcTBa-4jeHa CBeJCHUH o naTe
U BpeMeHH OOHOBIICHUS €IUHOMN

4 VY c10BUS BBIIOTHEHUS 06a3pl  pgaHHBIX  (omepaumst "
ITonroroBka u mpeacTaBIeHUE
CBEIEHWH O JaTe M BpPEMEHHU
OOHOBIIEHUS €QMHOI 0a3bl TaHHBIX"

(P.MM.04.0PR.008))

dbopmar " CTPYKTypa
MPEACTABISIEMBIX CBEICHUMN JTOJKHBI
5 OrpannyeHus CcOOTBEeTCTBOBaTh  OIHCAHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB U CBEJICHHI

WCTIOJTHHUTEb BBIMIOJHSACT MPOBEPKY
MOJIyYSHHBIX CBEJCHUN O gaTe u
BpPEMEHH OOHOBJICHUS €IUHOMN 0a3bl



NAaHHBIX B COOTBETCTBHUH C
6 Onucanne onepaniu

PermamenToM WHGOPMAIIMOHHOTO
B3aNUMOJJENUCTBUSI MEXAY
YIOJTHOMOYEHHBIMH ~ OpraHaMu

rocyaapcTB-uieHoB u Komuccuei

YIOJIHOMOYCHHBIM OopraHom

rocynapcTBa-wieHa IOJydYeHBI
7 Pe3ynbraTsl
CBEJCHUS O JaTe W BpEMEHHU

OOHOBJICHUSA €IUHON 0a3bl JaHHBIX
ITponenypa "Ilomygenue cBenenwit u3 equHOM 6a3bl qarHEX" (P.MM.04.PRC.004)

45. Cxema BoInoaHEHUs mporeaypsl "[lonydenue cBenenuii u3 eaquHoN 6a3bl qaHHbBIX" (
P.MM.04.PRC.004) npencraBiieHa Ha pUCYHKE 7.

Y HoAHOMOUYCHHBIH OPIdaH
rocyaapcrea-+icHa

?

Janpoc ceeneHHI
H3 €AHHOH Da3hl TAHHBIX
(P.MM.04.0PR.010)

Komucens

:e/MHan Dasa 1aHHbIx
[cBenenns sanpomensi)

S

:eHag 0asa JaHHbIX
[cBeaeHHs npeacTaBieHb |

CBEEHHIH 13 eauHoil Dokl
naanex (P.MM.04.0PR.OT1)

[ [oaroroeka NpciacTaB/lIcHHC

euHan 0a3a TaHHBIX
[ceenenns oreyTCTRYIOT]

\
[Monyuenne n obpaborka
cBe/ieHHil u3 ennnol Oasel
nanHers (P.MM. 04 0OPR.012)

Puc. 7. Cxema BeinosiHeHus miporeaypsl "[lonydyeHue cBeeHuit u3 equHon 0a3bl JaHHBIX"
(P.MM.04.PRC.004)

46. IIponenypa "Ilonydenue cBeneHuit u3 enuHou 6asnl gaHHbIX" (P.MM.04.PRC.004)
BBITIOJIHAETCS YMOJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-ujieHa NpPH BO3HUKHOBEHHU
HEO0OXOMMOCTH TIOJTYICHUS CBEJICHUN U3 eIMHON 0a3bl JaHHBIX.

47. TlepBoii BBIIOJIHAETCS onepanys "3anpoc cBeeHu 3 eaquHom 6assl qanubix" (P.MM
.04.0PR.010), mo pe3yabpTaram BBIIIOJHEHUS KOTOPOW YIOJHOMOYEHHBIA OpraH



rocyJlapcTBa-ujeHa HaIpaBliieT 3alpoC Ha MPEJICTABICHUE CBEICHHUN M3 €IUHON Oa3bl
JTAHHBIX.

48. Ilpu monyuenunm Kommccuel 3ampoca CBEASHUN W3 €IMHON 0a3bl JaHHBIX
BeITIONTHSIETCA onepanus "TloaroToBka u mpejacTaBieHue CBEACHUN U3 €IMHON 0a3bl JaHHBIX"
(P.MM.04.0PR.011), mo pe3ynbpraTaM BbINOJHEHUS KoTOopod Komuccus HampasisieT
CBEJICHUSI U3 €IMHOM 0a3bl JaHHBIX YIOJTHOMOYEHHOMY OpPraHy rocyaapcTBa-ujieHa WU
YBEJIOMIISIET €ro 00 OTCYTCTBUU CBEJEHUH, aKTyaJIbHbIX Ha YKa3aHHYIO B 3alpoCe JaTy.

49. Ilpu nonydyeHUM yNOITHOMOYEHHBIM OPraHOM TOCYyJapCTBa-4ji€Ha CBEIACHUUN W3
eauHON 0a3bl JMaHHBIX BhINOJHsETCS omnepauus "llomyuenue m oOpaboTKa cBeAeHUN W3
equnoit 6a3pl maHHBIX" (P.MM.04.0PR.012), mo pe3ynbTaTaMm BBIMOJHEHHUS KOTOPOM
YIOJIHOMOYEHHBIA OpraH rocyJapcTBa-ujeHa MoJy4aeT CBeJACHUS U3 eAMHON 0a3bl JaHHBIX
WJIM YBEIOMJICHHE 00 MX OTCYTCTBHH.

50. PesynbpTaToM BbITIOJHEHHS mporueaypsl "[lonyuenne cBeneHuil U3 eauHON 6a3bl
nanHeix" (P.MM.04.PRC.004) sBnseTcsa TMOJy4YeHUE YHNOJIHOMOUYEHHBIM OpPraHoOM
rocyJapcTBa-4JieHa CBEJCHUN M3 e€AMHON 0a3bl JaHHBIX WU YBEIOMJICHUS 00 OTCYTCTBHUH
CBEJICHUN B €AMHON 0a3e JaHHBIX.

51. Tlepedens omeparnuii 00IIEro MpoIecca, BHIMOJHIEMBIX B paMKax MpPOUeaypsl "
[Tonyuenue cBeaeHuit u3 eauHou 6a3pl JaHHbBIX" (P.MM.04.PRC.004), npuBeneH B Tabiuie

18.
Ta6muma 18

ITepegens onepamuii 06mero mpomecca, BHIIOTHACMBIX B paMKaX IMPOLEyPhI

"Tloydenue cBeeHuit U3 equaoH 6a3nl fapHEX" (P.MM.04.PRC.004)

KomxoBoe 0003Hauenme HanmenoBanue Omnucanne
1 2 3

3aMpoc CBEIEHUM M3 e€IWHOH 0a3pl INpuBeAeHO B Tabuauie 19
P.MM.04.0OPR.010 P A A pHBea :

JAaHHBIX HACTOSIINX HpaBI/IH

IIOATOTOBKAa Y MpeACTaBleHHe ImpuBeneHo B Tabaune 20
P.MM.04.0PR.011 ATOTOE bed paBel t

CBEJICHHH U3 eIMHON 6a3bl MaHHBIX  HacTOsIUX [IpaBun

nojiyueHue U oOpaboTKa cBeAcHUM mpuBeneHO B Tabmuue 21
P.MM.04.0PR.012 yHenu P P

W3 eIUHON 0a3bl JaHHBIX Hacrosmx [paBun

Ta6muma 19

Omucanue onepanuu "3anpoc cBeeHwit w3 exuHo# 6a3sl apHbX" (P.MM.04.0PR.010)

Ne /i O0o03HayeHne dIeMEHTa Onucanue
1 2 3
1 KonxoBoe 0003Hauenme P.MM.04.0PR.010

3ampoc CBEACHUH W3 CAMHOHN 0a3bl
JTAaHHBIX

2 HanmMeHoBanue onepanuu



3 Ucnonuurens YIOJHOMOYEHHBIH opraH
rocyJapcTBa-ujieHa

BBITIOJTHSETCS  YIIOJTHOMOYEHHBIM
OpraHoM TroCyJapCTBa-4ieHa MpHU

4 VCoBUS BBIIOIHEHUS BO3HHKHOBEHUH HEOOXOIMMOCTHU
MOJYYEHUsI CBEIECHUN M3 €IUHOU
0a3bl TaHHBIX

dbopMaT MW CTPyKTypa 3ampoca
CBEJICHUH JTOJIKHBI COOTBETCTBOBATh

5 Orpannyenus Onwucanuio GpopMaToB M CTPYKTYp
SJIEKTPOHHBIX JOKYMEHTOB H
CBEICHUN

HUCIIOJTHUTCIIb HampaBJIsA€T B
Komuccuto 3ampoc Ha
IpPEACTABICHUE CBEACHUN U3 €TUHON
6a3pl TaHHBIX B COOTBETCTBHH C
PernmamenToM WH(pOPManMOHHOTO
B3aNUMOJIENCTBUS MEXAY
YOOJIHOMOYCHHBIMHA opraHaMu
rocyaapcTB-uieHoB 1 Komuccuei.
Hcnonnurens  3ampalliuBaeT
aKTyallbHblE  CBEIEHHSA O
He)KeIaTeabHBIX PEaKIUAX IO BCEM

6 Onucanue onepanuu rocyfapcTBaM-4jeHaM WU 110
KOHKPETHOMY TOCYJapCTBY-WICHY,
yKa3aB B 3ampoce ero kox. B
3ampoce yKas3blBaeTcsl JaTa, Ha
KOTOPYIO HEOOXOIUMO NPEACTABUTh
aKTyaJbHBIE CBeJCHMA. B ciyuae
eciM  Jata HE  yKaszaHa,
MIPEACTABISIOTCS BCE AKTyalbHBIC Ha
TEKyIIYI0 JaTy CBEACHUA O
HEXCIaTCIbHBIX peakuuiax,
cojepxalecs B €AMHOW 0ase
JTaHHBIX

YIIOJITHOMOYEHHBIM  OPraHOM
rocyapcTBa-wieHa HalpasieH
3aIpoc Ha MpPEACTaBICHUE CBEACHUN
13 €IUHON 0a3bl JaHHBIX

Ta6muma 20

7 Pesynprarsl

Ommucanue onepain "IIoAroTOBKA M IpeACTaBICHUE CBECHHM U3 equHOM 6a3bl qanHex" (P.MM
.04.0PR.011)

Ne i/ O06o03HaueHue dIeMeHTa Onucanue

1 2 3

1 Komnosoe 0603HaucHue P.MM.04.0PR.011

) HammenoBane orepaium MOJATOTOBKA ¥ TMPEJCTABICHHE

CBEIICHUN M3 €IMHOM 0a3bl MTaHHBIX

3 Ucnonaurens Komuccus



VCIIOBUS BBIIIOJTHEHUS

OrparnyeHus

Onmucanne ornepannuu

BBITIOJIHSICTCS MPH MOCTYIUICHUU B
Komuccuto 3ampoca cBeieHUd U3
eanHON 0a3bl MaHHEIX (OIepamus
3ampoc cBeneHUi U3 eMUHON Oa3bl
naHubix" (P.MM.04.0PR.010))

n

dbopmar u CTPYKTypa
MPEJCTABISIEMBIX CBEICHUN JOJIXKHBI

COOTBETCTBOBaTh  OIHCAHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JOKYMEHTOB W  CBEJICHUH,
WCIIONB3YEMBIX ISl peau3aluu
ob1ero npoiiecca

WCTIOJTHUTENb BBIMIONHSAET MIPOBEPKY
MOJIY4eHHOTO  3ampoca B
COOTBETCTBUU ¢ PernameHToM
HHGOPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIY YIOJIHOMOYCHHBIMU
OopraHaMu TOCYJapCTB-UJICHOB H
Komuccueti.

B cirydae ycrenrHoro BEITIOTHEHUS
MIPOBEPKH UCTIOTHUTEIH HAIIPABIICT
OTBET Ha 3allpOC B COOTBETCTBHU C
PeritamenToM HH(POPMAIIHOHHOTO
B3aMMOJIEUCTBUS MEXAY
YIOJIHOMOYCHHBIMH ~ OpraHaMu
rocygapctB-wieHoB 1 Komuccueit, B
KOTOPOM MOTYT OBITH HAIIPaBIICHBI
COOOIIEHNS:

CO CBEJICHHUSMH U3 CIUHOM Oa3bl
JIaHHBIX

C yBeIOMJICHHEM 00 OTCYTCTBHH
CBEICHUI B €ANHOI 0a3e MJaHHBIX Ha
YKa3aHHYI0 [aTy, CO 3HAYCHHEM
KoJma pe3yinbTata 00pabOTKH,
COOTBETCTBYIONIEM OTCYTCTBHUIO
CBEICHUM.

B oTBeTHOM COOOIIEHUH CO
CBEICHHMSMH U3 €IUHOH 0a3bl
JTAHHBIX MPEACTaBIIIOTCS
aKTyaJbHBIE CBeJCHUS Ha Jary,
yKa3aHHYI0 B 3ampoce, TO €CTh
CBCJICHUS, JII1 KOTOPHIX HayaJlbHas
JlaTa MEHBIIIC YKa3aHHOU B 3ampoce,
a KOHeyHas Jara 0oJblle yKa3aHHOMH
B 3aIpoce, 1100 He 3aJaHa.

B cmywae ecnmu B 3ampoce ObLI
yKa3aH KOJl CTPaHbI, TO B OTBETHOM
cooOmeHnun MIpeACTaBICHBI
CBEJEHUS U3 €IUHOM 0a3bl JaHHBIX
M0 KOHKPETHOMY YyKa3aHHOMY
roCyIapCTBYy-WieHy, WHa4Ye — IO
BCEM rocy/apcTBaM-uwiIeHAM



Pesynprarst

YIOJTHOMOYEHHOMY oprany
rocyjapcTBa-ujieHa MpeACTaBICHbI
CBEICHUS U3 €IUHON 0a3bl JaHHBIX
WIN YBEIOMIICHHE 00 OTCYTCTBUHU
CBEJICHHN B €MHOI 0a3e MaHHBIX Ha
YKa3aHHYIO JaTy

Ta6muma 21

Omucanne onepanun "Tlomygerue u 06paboTka cBemeHmit u3 equHOM 6a3sl AaHHBX" (P.MM.04.
OPR.012)

Ne /i
1
1

O6o3HaueHne dIEMEHTA
2

KonmoBoe 0003Hauenme

HanmMeHoBanue onepanuu

Hcnomaurens

VY ¢a0BHUSA BEITTOTHEHUS

Orpannuenus

Omnwmcanue onepanuu

PesynbraTs!

Omnucanue
3
P.MM.04.0PR.012

NoJy4eHue u oopaboTka CBEACHUM
U3 €ANHO 0a3bl TaHHBIX

YIOJIHOMOYEHHBIN opran
rocyapcTBa-4jieHa

BEITIONHSICTCS TPH MOCTYIUICHHH B
YIOJIHOMOYEHHBIN opras
roCy/apcTBa-4jeHa CBEACHUHA W3
eIUHON 0a3pl MJaHHBIX JIHO00
yBEJOMJIEHUsT 00 OTCYyTCTBUH
CBE/ICHUH B eAnHOW 0a3e MaHHBIX (
onepauuss "IlonroroBka U
MIPEACTABICHUE CBENCHUN U3 €IUHON
6a3p1 manHbBIX" (P.MM.04.0PR.011))

dbopmar u CTPYKTypa
MPEJCTAaBISIEMBIX CBEICHUH TOJIXKHBI

COOTBETCTBOBATHL  OmHCcaHHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKyMEHTOB U CBEACHUN

WCTIOJTHHUTEIb BBIMIOJHACT MPOBEPKY
MOJNYYCHHBIX  CBCIACHUU B
COOTBETCTBUH ¢ PeriaMeHTOM
MH(OPMAIIMOHHOTO B3aUMOJICHCTBUSI
MEXIY YIIOJIHOMOYECHHBIMHU
OopraHaMu TrOCYJIapCTB-4JICHOB U
Komuccuei

YIIOTHOMOYEHHBIM  OPTaHOM
rocyJapcTBa-djieHa IOJXy4YeHBI
CBENEHUS U3 €IUHOM 0a3bl JaHHBIX
WIH YBEIOMIICHHE 00 OTCYTCTBUU
CBEJIECHMI B eJMHOM 0a3e MaHHBIX Ha
YKa3aHHYIO JAaTy

ITponenypa "Ilonyderne n3MeHEHHBIX CBeeHUH W3 equHO#M 6a3nl manHbX" (P.MM.04.PRC.005)

52. Cxema BpInonHEHUs npouenyps! "[lonydeHrne N3MEHEHHBIX CBEAECHUN U3 €IUMHOMN
6a3e1 nanubix" (P.MM.04.PRC.005) npeacraBieHa Ha pucyHke 8.



Y nonHoMOYeHHBLH OpraxH
rocyaapcTea-4iacHa

!

3anpoc HIMEHEHHEBIX CBeIeHHi :eInHan Ha3a JaHHBIX
H3 e1HHOI Da3kl JaHHBIX [H3MeHeHHBIE CBEaCHMA
(P.MM.04.0PR.013) JANPOLIEHS! |

v

rlU,J_I'U'I'UI]-Kﬁ H JIFIE,J,U'I'HB.’['EHI[H
HIAMCHCHHBIX CHCJICHH i
W2 eIHHOH DAkl JAHHBIX

(P.MM.02.0PR.014)

‘Komuccus

Y

| —

:elHHaA Dala JaHHbBIX
IEI'EMCHL‘HEILID CBCICHHA = l

MpeaCTaABICHE |

‘equHAag 0a3a JAHHBIX
|M3MeHeHHEBIe CBEIeHHS
OTCVTCTBYIOT|

v

[Momyuenne u obpadoTka

HIiMCHCHHEIX CHI.',‘:{QIITIﬁ
H3 eHHOI 0a3hl JaHHBIX
(P.MM.04.0PR.0O15)

Puc. 8. Cxema BrinosiHeHUs npoueaypsl "[lonyueHre N3MEHEHHbBIX CBEICHUIN U3 €AUHOMN
6a3b1 qanubeIX" (P.MM.04.PRC.005)

53. Ilpouenypa "llomydenre u3MeHEHHBIX CBEICHUI U3 enuHOM 0a3bl nanubix" (P.MM.04
.PRC.005) BbImosiHsi€TCS YMNOJIHOMOYEHHBIM OpPraHoM TOCyJapcTBa-ujieHa IMpuU
BO3HUKHOBEHUHM HEOOXOAUMOCTH TMOJYyYEHHUS] W3MEHEHHBIX CBEJICHUN W3 €AUHON Oa3bl
JNAHHBIX.

54. IlepBoii BbIMOJHSETCS onepanus "3anpoc U3MEHEHHBIX CBEJICHUIN U3 eTMHOU 0a3bl
nanubeix" (P.MM.04.0PR.013), mo pe3ynbraraM BBITIOJHEHUS KOTOPOH YIOTHOMOYEHHBIN
OpraH rocyjaapcTBa-ujieHa HampasisieT B Komuccuto 3anpoc Ha npeicTaBieHue U3MEHEHHBIX
CBEJICHUH U3 eIMHOM 0a3bl JaHHBIX.

55. Tlpu nonyuenuun Komuccuei 3ampoca M3MEHEHHBIX CBEJICHHUN U3 €IUHOUN 0a3bl
JAHHBIX BbINOJHsAETCS onepanus "[loaroToBka u npeacTaBieHUEe U3MEHEHHBIX CBEJICHUN U3
enquHoi 0a3bl gaHHBIX" (P.MM.04.0PR.014), mo pe3ynabTaTaM BBIMOJHEHUS KOTOPOH
Komuccus namnpapiseT u3MeHEHHbIE CBEJICHUS U3 €UHON 0a3bl JaHHBIX YIOJIHOMOUYEHHOMY
Oprany rocyjaapcTBa-ujeHa WJIU YBEAOMJISIET €ro o0 OTCYTCTBMM HM3MEHEHUU Iocie
YKa3aHHOM JIaTHhl.



56. Ilpu mosiy4eHUH YMOJIHOMOYEHHBIM OPraHOM TOCYyAapCTBa-uJieHA U3MEHEHHBIX
CBEJICHUM U3 eIMHOU 0a3bl TaHHBIX UM YBEJIOMJIEHUS 00 OTCYTCTBUM U3MEHEHHBIX CBEJCHUN
BbINIOJTHsAETCS onepauus "[lonydyenune u 00pabOTKa N3MEHEHHBIX CBEACHUN U3 €IUHON 0a3bl
nansabix" (P.MM.04.0PR.015), mo pe3ysbraTaM BBITIOJHEHUS] KOTOPOU YIOJTHOMOYECHHBIN
OpraH rocyjaapcTBa-ujeHa IMOJy4aeT OTBET Ha 3alpoC U3MEHEHHBIX CBEACHUU W3 €IUHOMI
0a3bl JaHHBIX.

57. Pe3ynpTatoM BBINOJHEHUS Npoueaypsl "[lorydeHrne M3MEHEHHBIX CBEIACHUW W3
equnoit 6a3pl gaHHbIX" (P.MM.04.PRC.005) sBisieTcs moiaydeHHE YMOJIHOMOYEHHBIM
OpraHoOM TOCyJlapCTBa-uJieHa HM3MEHEHHBIX CBEJCHMN W3 €IWMHOW 0a3bl JMaHHBIX WJIU
MOJIyYEHUE YBEAOMIICHUS 00 OTCYTCTBMU M3MEHEHHBIX CBEJICHUM Ha yKa3aHHYIO B 3ampoce
nary.

58. Ilepeuens omepanuii 0OIIETO MPOIECCA, BBHIMOJHSIEMBIX B paMKax MPOUEIYpPHI
[TonyyeHne W3MEHEHHBIX CBeAeHUN u3 enuHoil 06a3el gaHHbIX" (P.MM.04.PRC.005),
NpUBEEH B Tabmuue 22.

"

Tabmnuma 22
HepequL onepaum‘i 061]ICI‘0 Iponecca, BHIMOJMHACMBIX B paMKaX ITPOLICAYPEL

"Tlomy4eHre H3MEHEHHBIX CBEICHHUI U3 exuHO# 6a3nl nanHbX" (P.MM.04.PRC.005)

KonoBoe o603Hauenue Haumenosanue Onucanue
1 2 3

3alpoc M3MEHEHHBIX CBEIEHMH M3 TMpPHBEAEHO B Tabamme 23
P.MM.04.0PR.013 P A prBel B

enHOM 0a3bl JaHHBIX HacTtosiux [IpaBun

MOATOTOBKAa M TMpeACTaBlIeHUE
P.MM.04.0PR.014 H3MEHEHHBIX CBEICHUH H3 CIMHOH
0a3bl JaHHBIX

npuBeneHo B Tabmume 24
Hacrosamux [IpaBun

noinydyeHue u  oOpaborka
P.MM.04.0PR.015 W3MEHEHHBIX CBEICHUN M3 €IMHOH
0a3bl JaHHBIX

npuBeaeHo B Tabmmme 25
HacTtosiux [IpaBun

Tabmnuma 23

Ommcanue onepain "3anpoc H3MEHEHHBIX CBeJIeHHH U3 exquHoM 6a3k1 nasabx" (P.MM.04.0PR
.013)

Ne i/ O06o3HaueHue dIeMeHTa Onucanue

1 2 3

1 KomnoBoe o603HaucHME P.MM.04.0PR.013

) HanmeroBane orepaium 3apoCc M3MEHEHHBIX CBEICHHUH W3

eIUHON 0a3nl JAaHHBIX

3 u yHOHHOMO‘leHHLIﬁ opraH
CIIOJIHHUTCIIb
rocyaapcTBa-4JicHa

BBITTIOJIHACTCA YIIOJTHOMOYCHHBIM
OpraHoM rocyaapcrBa-ujicHa MNpHu
4 VY C10BUS BBIITOJHCHUS BO3HHKHOBCHUHU HeO6XO,HI/IMOCTI/I



MOJIyYeHHs] U3MEHEHHBIX CBEJICHUN
W3 €IUHOU 0a3bl JaHHBIX

dbopmaTr u cTpykTypa 3ampoca
CBeHeHHﬁ JOJIDKHBI COOTBETCTBOBAThH

5 Orpanuyenus Onwucanuio GpopMaToB M CTPYKTYp
3JEKTPOHHBIX JOKYMEHTOB U
CBEIECHUN

HCIOJHUTEIb HAMNpaBiIsieT B
Komuccuto 3amnpoc Ha
MpEJCTABICHHE  HM3MEHCHHBIX
CBEJICHUH M3 eMHON 0a3bl TaHHBIX,
HauWHasg C JaTel W BPEMCHHU
0oOHOBIIEHUS, YKa3aHHOH B 3ampoce,
B COOTBETCTBUH ¢ PerinameHTom
HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIYy YIOJTHOMOYCHHBIMU
OopraHaMu TOCYJIapCTB-UJICHOB H
Komuccueit. [ns  3ampoca

6 Omnwmcanue onepanuu W3MCHEHHBIX CBEICHUU M3 CIWMHON
0a3pl JAHHBIX B IIOJTHOM OOBEME
JlaTa B 3aIIpOCe HE 3arOIHISTCS.
IIpu BO3HUKHOBEHUU
HEOOXOAUMOCTHU 3ampoca
W3MEHEHHBIX CBEICHHH IO
KOHKPETHOMY TOCYJapCTBY-WICHY B
3ampoce JOJDKeH OBITh yKa3aH ero
Koxn. B cirydae ecim xon cTpaHBI B
3amnpoce He yKa3aH, IPeJCTaBISIOTCS
M3MEHEHHBIE CBEIEHUS 110 BCEM
rocyaapcTBaM-ujieHam

YIIOJITHOMOYEHHBIM  OPraHOM
rocyjapcTBa-ujieHa HalpaBJeH

7 PesynbTaTsl 3alpoc Ha  MPEACTaBJICHHE
W3MEHEHHBIX CBEACHUU M3 CIUHOMU
0a3bl JaHHBIX

Tabnuua 24

Ommcanue onepaiu "II0ATOTOBKA ¥ IpEACTaBICHHE H3MEHEHHBIX CBEICHIUH U3 eqUHOH 6a3sl
nJaneex" (P.MM.04.0PR.014)

Ne i/t O0o03HaueHne 3JIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenme P.MM.04.0PR.014

MOATOTOBKA W TIPEICTaBIICHHE
2 HaumenoBanue oneparuu M3MEHEHHBIX CBEICHUIN M3 €IUHON
0a3bl JaHHBIX

3 Hcnonaurens Komuccus

BBITIOJIHSICTCS TPU  TOJyUCHHH
Komuccueit 3ampoca  Ha
MPEJCTABICHHE  HM3MEHCHHBIX

4 VY CIIOBHS BBINOIHEHHS CBEICHUH U3 eIMHOI 0a3bl JaHHBIX (



OrpannyeHus

Onwucanue ornepanmuu

Pesynbrarsl

omepanusa "3ampoc H3MEHEHHBIX
CBEIICHNI U3 eqnHOM 0a3sl JaHHBIX"
(P.MM.04.0PR.013))

dbopmar u CTPYKTypa
MPENCTABISIEMBIX CBEICHUH OMKHBI

cooTBeTcTBOBaTh  Onucanuio
(hopMaTOB M CTPYKTYP INIEKTPOHHBIX
JIOKYMEHTOB U cBeaeHuil. Tpebyercs
aBTOpHU3aALHUS, CBEJCHUSA
3anpalnBarTCa TOJIBKO
YHOJIHOMOYEHHBIMM  OpraHaMu
roCy1apCTB-4JICHOB

UCTIOJTHUTEINb BBITMOJIHSAET IIPOBEPKY
MOJy4YEHHOTO  3ampoca B
COOTBETCTBUM ¢ PermameHTom
MH(OPMALMOHHOTO B3aUMOJICHCTBUS
MEXIY  YNOJIHOMOYEHHBIMHU
OpraHaMu TOCYAapCTB-WICHOB W
Komuccueit.

B ciywae ycnemrHoro BBITOTHEHUS
MIPOBEPKH UCIIOIHUTEIb HAIPABIISET
OTBET Ha 3alpoC B COOTBETCTBHU C
PernamenToM wMH(pOPMaLMOHHOTO
B3aMMOJEHCTBUS MEXIY
YHOJHOMOYEHHBIMH ~ OpraHaMu
rocyaapcts-wieHoB 1 Komuccuei.
B oTBer Ha 3ampoc MOryT OBITH
HaTIPaBJICHBI COOOIICHMUS:

C W3MEHEHHBIMH CBEACHUSMH U3
enuHOW 0a3bl NaHHBIX, HAYMHAs C
JaTbl M BpPEMEHH OOHOBIICHHS,
YKa3aHHBIX B 3aIpOCe;

C yBEIOMJICHHEM 00 OTCYTCTBHHU
W3MEHEHHBIX CBEIEHHI Ha
yYKa3aHHYIO0 B 3amlpoce JaTy, co
3HaUY€HWEM KoJla pe3yibTaTa
00pabOTKH, COOTBETCTBYIOIIEM
OTCYTCTBUIO CBEIECHU.

B oTBeTHOM COOOLIECHNH CBEICHHSA
U3 eJuHOM 0a3sl  JaHHBIX
NPENCTAaBISIOTCI 0  BCEM
rocyjiapcTBaM-ujieHaM WM 10
KOHKPETHOMY T'OCYyJIapCTBY-UJICHY B
3aBUCHMOCTH OT YCJIOBHH 3armpoca.
B pe3ynbraTe BBIIONHEHHS 3aIrpoca
CBE/ICHUS W3 €ANHON 0a3bl JaHHBIX
MPEACTABISIIOTCS C YYETOM UCTOPUH
N3MEHEHHS

YHOJHOMOYEHHOMY  OpTaHy
roCyJapcTBa-4iIeHa IPEICTaBICHBI
U3MEHEHHBIE CBEJCHUS U3 €IUHOMN



0a3bl TAHHBIX WK YBEIOMIICHHE 00
OTCYTCTBHH W3MEHCHHBIX CBEICHUI
Ha yKa3aHHYIO B 3aIIpoce JaTy

Tabmnuma 25

Ommucanne onepaiuu "Ilorygenne u 06paboTKa H3MEHEHHBIX CBEACHUH U3 €UHOM 0a3hl JaHHBIX"
(P.MM.04.0PR.015)

Ne /it O0o3HauyeHne dJIEMEHTA Onucanue
1 2 3
1 KonmoBoe 0003Hauenme P.MM.04.0PR.015

nojydyeHue u  oOpaborka
2 HaumenoBanue onepanuu W3MEHEHHBIX CBEICHHNW U3 €IUHON
0a3bl JaHHBIX

YIOJIHOMOYEHHBIN opras
rocyAapcTBa-4jaeHa

3 Wcnomaurens

BBIMOJHSIETCS MpPU TNOJTYUYECHUH
YIIOTHOMOYEHHBIM  OPTaHOM
rocyapcTBa-4wieHa W3MEHEHHBIX
CBEJIEHUH W3 eNUHOM 0a3bl JaHHBIX (
omepanust  "llonrotoBka U
MpelCTaBlIeHUEe  M3MEHEHHBIX
CBEIEHHUI U3 eAUHOM 0a3bl JaHHBIX"
(P.MM.04.0PR.014))

4 VY ca0BuUsA BEITTOJIHECHHS

dbopmar u CTPYKTypa
MIPEACTaBISIEMBIX CBEICHUN JTOJKHBI
5 OrpannueHus cooTBeTcTBOBaTh  OIHMCAaHUIO
(hopMaTOB U CTPYKTYP IEKTPOHHBIX
JIOKYMEHTOB H CBEICHUI

WCTIOJIHUTENb BBITIOJIHAET TIPOBEPKY
MOJIyYeHHBIX  CBEJEHUU B
COOTBETCTBUH ¢ PeriameHToM

6 Omnwucanue onepamnuu HH(POPMAIIMOHHOTO B3aUMOICHCTBUS
MEXIY YIIOJTHOMOYEHHBIMU
opraHaMd TOCYJapCTB-4JICHOB W
Komuccuei

YIOTHOMOYCHHBIM  OPTaHOM
rocyJapCTBa-ujieHa IMOJYy4CHbI
W3MEHEHHBIE CBEICHHUS W3 €IUHOMN
7 PesynbraTsl
0a3bl JaHHBIX WU YBEIOMIICHHE 00
OTCyTCTBI/II/I N3MCHCHHBIX CBCZ[CHHﬁ

Ha yKa3aHHYIO B 3aIIpOCE JaTy
ITponenypa "YBemomieHHe O BBIBICHAN HexelnaTensHO# peaxipn” (P.MM.04.PRC.006)

59. CxeMa BBITIOTHEHUS TPOIEAYPHl "YBEIOMIIEHHE O BBISIBICHUHM HEXKENaTebHOU
peakiuu" (P.MM.04.PRC.006) npencraBieHa Ha pucyHke 9.



YV noaHoMoUYeHHBIH YV nosaHOMOYE HHEI
Oprad — OTHPABHTEb CBEICHHI Oprad — noay4arelib CBeICHHI

!

Hanpasnenue veeaoMIeHHs 1
O BRISBIEHHH HeXenaTenbHoM J

‘eMHas Da3a JaHHbIX
| v BeTOMIEHHE HanpaBieHo |

v

[oayuenne n obpaboTka
YBE/IOMICHHA O BRIABJICHHH
HEXeaTeILHOH peaKkinm
(P.MM.O4.0PR.OTT)

®

Puc. 9. CxeMa BpINOJTHEHHS TPOLEAYPHI "' YBEIOMIIEHUE O BBISIBJICHUM HEXEIATEIbHON
peakuun" (P.MM.04.PRC.006)
60. IIpouenypa "YBenomiieHue 0 BbIsIBIEHUM HexenaTeapHol peakiuu" (P.MM.04.PRC

peakumn (P.MM.O4.0PR.O16)

.006) BBINIOJHAETCA YIOJHOMOYEHHBIM OPraHOM — OTHPABUTEIEM CBEICHUN s
HamnpaBJICHUS YBEIOMJIEHHS O BBISIBICHUHM HEXKENAaTeIbHON peakuu B Clydasx,
MPELYCMOTPEHHBIX MOPSAKOM (POPMHUPOBAHUS U BEJICHUS €UHON 0a3bl JaHHBIX.

61. IlepBoii BeimonHsAETCA omnepauus "HampasieHne yBeJOMIJIEHHUS O BBIABICHHU
HexenatenbHoil peakuuu" (P.MM.04.0PR.016), no pe3yibTaTaM BBIIOJHEHHUS KOTOPOM
YIOJIHOMOYEHHBIN OpraH — OTIPABUTENb CBEJICHUI HAIIPABJISAET B YIIOJHOMOYEHHBIN OpraH —
MoJIy4aTellb CBEJICHUN YBEJOMIICHUE O BBISIBICHUH HEKEIATEIbHOU PEaKLIUH.

62. IIpu nmony4eHrnn ynoJIHOMOYEHHBIM OPraHOM — MOJIyYaTeJIEM CBEACHUN YBEIOMIICHUS
O BBISIBJICHMHM HEXeJIaTeNIbHOM peakuuu BbInoiaHseTcs oneparus "[lomydyenne u o6paboTka
YBEJIOMJICHUS O BbISIBJIEHUU HexenarenbHol peakiuu" (P.MM.04.0PR.017), no pe3ynapTaram
BBITIOJIHEHUSI KOTOPOM YIOJTHOMOYEHHBIM OpraH — IMOJy4aTelb CBEACHUM MOJIydaeT
YBEJIOMJICHHE O BBISIBJICHUHU HEXKEIATEIbHOU PEaKIIUH.

63. Pe3ybTaTOM BBINIOJIHEHUS MTPOLIEAYPHI 'Y BEAOMIIEHUE O BBISIBIICHUH HEXKEIATEIbHOM
peakiuu" (P.MM.04.PRC.006) sBnsiercss mojgydyeHUE YMOJHOMOYEHHBIMU OpraHaMHu —
IOJIy4aTeJIIMA CBEICHUI YBETOMIICHHSI O BBISIBIIEHUN HEXEJIATEIbHON peaKkiuu.

64. Ilepeyenpb omneparuii oOIIEro Mpouecca, BHIIOIHAEMBIX B paMKax MpPOLEAyphI
VBenomienue o BbIsiBIeHUU HexenarenpHol peakuuu" (P.MM.04.PRC.006), npuBeneH B
tabmurie 26.

"

Ta6muma 26

Ilepedens onepanuii 06mero mpomecca, BHIMOMHACMEIX B paMKaX POy PEI



"VBenomiieHHE O BHIABICHAH HexeaTenbHo# peakmm” (P.MM.04.PRC.006)

KonoBoe 0603Hauenue HanmenoBanue Omnucanue
1 2 3

HAaMpaBJICHUEC YBECJAOMIICHHUS O
P.MM.04.0PR.016 BBISIBIICHHUU HeKeIaTeaIbHOH
peakiuu

npuBeneHo B Tabmmme 27
Hacrosawmux [IpaBun

noinydyeHue u  oOpaborka

0 28
P.MM.04.0PR.017 YBEJIOMJICHHS O BBISBICHUHU HIPUBCACHO B TabIMHe

. Hactosiux [IpaBun
HeXeJaTeIbHOU peakIuu

Tabmuma 27

Ommucanue onepaiu "HampapieHre yBeJOMJICHHS O BHISIBICHHMH HE)KENaTeIbHOM peakmmi” (
P.MM.04.0PR.016)

Ne i/t O0o3HaueHne dJIeMeHTa Omnucanue
1 2 3
1 Konosoe o603Hauenme P.MM.04.0PR.016
HampaBlICHHE YBEAOMIICHHS O
2 HanMenoBanue onepanuu BBISIBIICHUH HEXeJIaTeabHOM’
peakuuu
IIOJJHOMOYEHHBIH oOpran —
3 Ucnonaurens y P

OTHPABUTEIIb CBCI[CHI/Iﬁ

BBITIOJIHSACTCS  YTIOJTHOMOYEHHBIM
OpPraHOM — OTIIPABUTENEM CBEACHUMN
npu (GopMHpPOBaHUM CBEAECHUH O
HEKeNaTelNbHON peaKkuu

4 VY CIIOBUS BBITIOTHEHUS

dbopmar U CTPYKTypa
MPEACTABISIEMbIX CBEJICHUH JOJIKHBI

5 OrpanuueHus COOTBETCTBOBATL  OIHCaHUIO
(hopMaTOB U CTPYKTYP SIEKTPOHHBIX
JTOKYMEHTOB ¥ CBEICHUI

HUCIIOJTHUTCIIb HaHpaBHHCT
YBEJIOMJICHHE O BBISBICHUU
HEKelaTeIbHOU peakuuu
YHOOJHOMOYEHHBIM OpraHam —
6 Omnwmcanue onepamnuu MmojydaTeiasiM  CBEICHUH B
COOTBETCTBHH C PerimaMeHTOM
HHGOPMAIIMOHHOTO B3aUMOICHCTBUS
Me)KZly yHOJ’IHOMO'-IeHH])lMI/I
OpraHaMH rocyIapCTB-UWICHOB

YHOJHOMOYEHHOMY Oprany —
MOJTy4aTeN0 CBEICHUN HAIpPaBICHO
YBE€AOMIICHUE (6] BBISABJICHHUU
HEeXXeJaTelbHOM peakuuu

Tabmuma 28

7 Pesynprarsl

Ommucanue onepain "Iloryuenue u 06paboTka YBEZOMIIEHHS O BEIIBICHUH HEXEJIATEIILHON
peaxmm" (P.MM.04.0PR.017)



Ne i/

O0o03HaueHne djIeMeHTa
2

KomoBoe o0o3HaueHMe

Omnucanue
3
P.MM.04.0PR.017

moinydeHue W oOpaboTka
YBEIOMIIEHHUS O BBISABICHUU
HEeXeJIaTeNbHON peaKkIuu

2 HammeHnoBanwue omneparumn

yHOJ’IHOMO‘leHHHﬁ opran —

3 Wcnonaurens .
MoJIy4areilb CBEICHUN

BBITIOJIHACTCA TPU TOJy4CHHH
UCIIOIHUTEIEM YBEIOMJCHHS O
BBIABICHUHM  HEXeJaTelbHOU
peakuuu(onepanust "Hanpasnenue
YBEIOMJICHUS O BBIIBICHUHU
HexxenaTenbHON peaknun” (P.MM
.04.0PR.016))

4 VY ca0BHUSA BEITIOJHEHHUS

¢dbopmar u CTPYKTypa
MIPEACTABISIEMBIX CBEICHUH IOJKHEI

5 OrparnyeHus cooTBeTcTBOBaTh  OmmcaHHUIO
($hOpMaToOB M CTPYKTYP DIEKTPOHHBIX

JIOKYMEHTOB U CBEJICHHI

UCTIOJTHUTENb NpUHUMAET
YBEIOMIICHHE M TIPOBEPSET €T0 B
COOTBETCTBHU ¢ PeriiaMeHTOM
6 Omnucanue onepauuu .
MH()OPMALMOHHOTO B3aUMOJICHCTBUS
MEXIY

OpraHaMu rocy/apCTB-4ICHOB

YOOJHOMOYCHHBIMHA

YHOJHOMOYEHHBIM OPTaHOM —
MOTyYaTesieM CBEJCHUN IOIy4eHO

7 PesynbraTsl
YBEIOMJIEHHE O BBISBICHUU

HeXeJIaTeIbHON peaKLuu
IX. Ilopsimok AeHCTBHI B HEIITATHRIX CUTYaIAAX

65. [lpu BBIMOTHEHUH TPOIEAYpP OOIIEro IMmpolecca BO3MOXKHBI UCKIIOUUTEIIbHBIC
CUTYyallH, MPU KOTOPHIX 00pabOTKa JAaHHBIX HE MOXET ObITh MPOU3BEJICHA B OOBIYHOM
pexuMe. DTO MOXET MNPOU30WTH MPU BO3HUKHOBEHHU TEXHUYECKHUX cOOEB, OIIMOOK
CTPYKTYPHOTO U (POPMATHO-TOTUYECKOT'O KOHTPOJISL U B UHBIX CIy4asix.

66. B ciyyae BO3HMKHOBEHHS OIIMOOK CTPYKTYPHOTO U (POPMATHO-JIOTHYECKOTO
KOHTPOJISl YIIOJITHOMOUYEHHBIN OpraH rocyapcTBa-ujieHa OCYLIECTBISET MPOBEPKY COOOIIECHUS
, OTHOCHUTEIHHO KOTOPOTO MOJIYUYEHO yBeIOMIIEHHE 00 omubdKe, Ha cOOTBeTCTBHE ONUCAHUIO
(GhopMaToB U CTPYKTYP IIAEKTPOHHBIX TOKYMEHTOB U CBEJICHUN U TPEOOBAHUSIM K 3alIOJTHEHUIO
AJIIEKTPOHHBIX JOKYMEHTOB U CBEJACHHI B COOTBETCTBUM ¢ PermaMeHToM MH(POPMaLMOHHOTO
B3aMMOJICHCTBUS MEX/y YIIOJTHOMOUYEHHBIMH OpraHaMu rocyAapcTB-ujieHoB U Komuccueil u
PernmamentoM MH(QOPMAIIMOHHOTO B3aUMOACHCTBHS MEXKIY YIMOTHOMOYEHHBIMU OpTaHaMu



rocyJlapCTB-4WJICHOB. B ciyudae BBISIBIEHUS HECOOTBETCTBHUSI CBEJCHUN TPeOOBaHUSIM
YKa3aHHBIX JOKYMEHTOB YIIOJHOMOYEHHBIM OpraH TroCyaapCTBa-4JieHa MNPUHUMAET
HEO0OXOMMBbIEC MEPHI JIsl YCTPaHEHUS! BBISIBICHHOUW OITMOKY B YCTAHOBJICHHOM TIOPSIJIKE.

67. B ensix pa3peiieHus HemTaTHbIX CUTYaIMi TocyaapCcTBa-WIeHbl HHPOPMUPYIOT APYT
npyra u Komuccuio o0 yrnoJHOMOYEHHBIX OpraHax ToCyJapCTB-WICHOB, K KOMIIETCHIIUU
KOTOPBIX OTHOCHUTCS BBITIOJTHEHNE TPEOOBAHUM, MPETyCMOTPEHHBIX HacTosmuMu [IpaBunamu,
a TaKXke MPEJICTABISIOT CBEICHUSI O JIMIaX, OTBETCTBEHHBIX 3a 00eCleYeHue TEXHUUYECKON
MO/IJIEPXKKHU TIPH peain3aliny ooiero mnpoiecca.".

2. PernmameHT nH(MOPMAIIMOHHOTO B3aUMOJEHCTBUS MEXK/y YIIOJTHOMOYEHHBIMU OpraHaMu
rocyJapCcTB — 4YJICHOB EBpa3uiickOoro 5»KOHOMHYECKOTO COr3a W EBpasuiickou
DKOHOMMYECKOM KOMHUCCHEHW MpPHU pealM3aluu CpeACTBAMU HHTETPUPOBAHHOMN
MHGOPMAITMOHHONW CHCTEMbl BHEIIHECHM M B3aMMHOW TOProBiM oOmero mpoiecca "
dopmupoBaHue, BEJCHUE M HMCIOJIb30BaHUE €IUHOW MHGOPMAIMOHHON 0a3bl JaHHBIX IO
BBISIBICHHBIM HEXEJIATEJIbHbIM peakiusiM (JeWCTBUSIM) Ha JIEKAPCTBEHHBIE CPEJNICTBA,
BKJTFOUAIOIICH cooOImmeHuss o HedhPEKTUBHOCTH JICKAPCTBEHHBIX CPEICTB'", YTBEPKIACHHBIN

yYKa3aHHbIM PerieHueM, U3JI0KUTh B CIEIYIOMIEN pEeIaKIUu:

"VTBEPXXIEH
Pemenunem Komnerun
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 25 okTsi0ps 2016 . Ne 125.
(B pemakunu Pemenns Komnernn

EBpa3zuiickoii 3KOHOMUYECKOM KOMUCCUU
ot 21 ¢eBpans 2023 r. Ne 18)

Perimament
AH(GOPMAIHOHHOTO B3aUMOAEHCTBUA

MEXIy YIOIHOMOYEHHBIMU OpraHaMH I'OCYAapCTB — WIEHOB EBpasmitickoro SJKOHOMHUIECKOTO
cor03a ¥ EBpazuiickoi 5KOHOMIIECKOH KOMHUCCHEH IpU pealu3alii CpeACTBaMHA
HAHTErPHPOBaHHOHK HHPOPMAIHOHHOM CHCTeMEI EBpa3uiickoro SKOHOMHIECKOTr0 COI03a 00mero
mporecca "®opMupoBaHU€e, BEACHHE U HCIOIL30BaHUE eqUHON HHOOPMAIMOHHOH 6a3bl JaHHBIX
IO BEISBIICHHEIM HEXeJIaTebHEIM PeakIaM (IeHCTBUAM) Ha TE€KapCTBEHHBIE CPEACTBa,
BKJIIOYaromeit coobmenns o Hea()(heKTHBHOCTH JIEKApCTBEHHBIX CPEACTB"

I. O6mue monoxenus

1. Hacrossmuii PernameHT pa3paboTaH B COOTBETCTBUM CO CIEAYIOIIMMU
MEXKJIYHapOJHbIMU JOTOBOPaMHM M aKTaMM, COCTaBJISIOIIMMHU MpaBo EBpa3uiickoro
HKOHOMHUYECKOT0 coro3a (nanee — Coro3):

JloroBop o EBpa3niickoM SKOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;
Cornarnienue o eIMHBIX MPUHIMIAX U MpaBUiiaX oOpalleHus JEKapCTBEHHBIX CPEJICTB B
pamkax EBpa3uiickoro 3koHOMUYECKOro coro3a ot 23 aexadps 2014 roa;



Pemenue Komnerun EBpazuiickoil s5koHoMu4eckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOrMYECKUX JOKYMEHTAX, PErlaMeHTUPYIOUUX UH(HOPMAIIMOHHOE B3aUMOJIEHCTBUE
MIpU pean3aliuu CPeICTBaMU WHTETPUPOBAHHONW WH()POPMAIIMOHHONW CHUCTEMBbI BHEUTHEH U
B3aMMHOM TOPTOBJIA OOIIMX MPOIECCOB";

Pemenne Komnernn EBpasuiickoit 3xoHoMuyeckor komuccuu ot 27 ssaBaps 2015 r. Ne 5
"OO ytBepxaeHuu I[IpaBui »lIEeKTpOHHOTO OOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(OPMAITMOHHOW CUCTEME BHEIIHEN U B3aMMHOUM TOProBiu';

Pemenne Komnerun EBpazuiickoi skoHOMHueckoil komuccuu oT 14 anpenst 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamkax EBpasuiickoro 3KOHOMHUYECKOTO CO03a U BHECCHUU
m3meHenus: B Pemenne Komnernn EBpasuiickoil skoOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132";

Pemienne Komneruu EBpa3zuiickoit s3koHoMU4ecKkor komuccuu oT 9 utonst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMU, TAPMOHU3AIMUA M OMUCAHUS OOIIUX MPOIECCOB B
paMKax EBpa3uiiCKOro 3JKOHOMMYECKOIO COr03a'";

Pemenue Komneruu EBpasuiickoit axoHoMHuueckoit komuccuu ot 28 ceHtsiops 2015 r. No
125 "OO yrtBepxaeHun IlonoxxeHus o0 oOOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMHU IMpU
TPAHCTPAaHUYHOM B3aMMOJICICTBUH OPTraHOB T'OCYJapPCTBEHHOW BJIACTU rOCYAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT'0 COr03a MEXIy coboil u ¢ EBpasuiickoil SKOHOMUYECKOM
KoMHccuen'";

Pemenue Komnerun EBpa3uiickoil 5KOHOMHYECKOM KOMUCCUU
ot 22 nexabpst 2015 r. Ne 172 "Homenknarypa JiekapCTBEHHBIX Ghopm".

II. O6nacTh npMeHEHNS

2. Hacrosmuii PermameHt pa3pabotanH B Leisx oOecneyeHHs €AUHOOOpPa3HOro
MPUMEHEHUSI YYaCTHUKaMH OOIIETO MpoIiecca Mops/iKa U YCIOBUM BHITIOTHEHUS TPAH3AKIIUN
oOmrero mporiecca "®opMupoBaHue, BEJACHUE U HCIOJIb30BaAHUE €IUHON UH(POPMAIMOHHON
0a3bl TaHHBIX MO BBIABJICHHBIM HEXEJATEIbHBIM pEakUusM (JIEHCTBUSAM) Ha JIEKAPCTBEHHBIE
Cpe/CTBa, BKJIIOUAOIIei coolienus o HenhPEeKTUBHOCTH JIEKApPCTBEHHBIX CPeACTB" (aee —
oOImIMii mporiecc).

3. Hacrosinuit PernamenT onpenensieT TpeOOBaHUS K MOPSIIKY U YCIOBUSM BBIOTHEHUS
omepamnuii  o0mIero mpolecca, HEMOCPEACTBEHHO HANpPaBICHHBIX Ha peaan3aiuio
MH(GOPMAIIMOHHOTO B3aUMOIEUCTBUS MEXTY YU4aCTHUKAMH OOIIEro mpolecca.

4. Hacrosmuii PernmaMeHT mpuUMEHSIETCSl y4aCTHUKAMHM OOILEeTO Mpolecca Npu KOHTPOJIE
3a MOPSIIKOM BBIMIOJIHEHUS MIPOLIEYp U ONEpaluid B paMKax OOILEero mnpoiecca, a Takke mpu
MPOEKTUPOBAHUH, pa3paboOTKe U JOpabOTKE KOMIOHEHTOB HMH(OPMALMOHHBIX CHCTEM,
00eCneurBaOIINX peaTn3aliio 3TOro 00IIero mpoiecca.

III. OcHOBHEIE TOHATHA



5. s uener Hacrosimero PeriiaMeHTa HUCIONB3YIOTCA MOHATHSA, KOTOPHIE O3HAYAIOT
CleAyIOLIeE:

"ayTeHTHU(UKAIUA" — TPOBEPKA MPUHATICKHOCTH CYOBEKTY OCTYTA MPEAbIBICHHOTO
UM UJeHTUPUKATOpa, MOATBEPKACHUE TTOJIMHHOCTH;

"pEKBU3UT SJIEKTPOHHOTO JIOKYMEHTa (CBEJEHUM)" — eIMHUIA JAHHBIX 3JIEKTPOHHOTO
JOKyMEHTa (CBEJICHUI), KOTOpasi B ONPEIEICHHOM KOHTEKCTE CUMTAETCS HEPa3IeIUMOi;

"cocTtosiHre WHGPOPMALMOHHOTO O0BbEKTa 00IlIero mpoiecca’ — CBOWMCTBO,
XapakTepusyroiiee HHHOPMAITMOHHBIA OOBEKT Ha OMPEACIICHHONW CTaJMH €ro >KM3HEHHOTO
[IUKJIa, U3MEHSIIOIEECs IPU BBHITIOJIHEHUH OTIepalifii o0Iero mpoiecca.

[Tonsitus "wHunumarop", "uHUIMUpYIOIIAsS omnepanus’, "mpuHUMaromas onepamus’, "
pecnongeHt", "cooOmeHue oOmiero mporecca" u "TpaH3akuus oOmero mnpoiecca”,
UCIOJIb3yEMbI€ B HACTOsAIIEM PeriaMeHTe, MPUMEHSIOTCS B 3HAYCHUSIX, OMPEACICHHBIX
MeTonukoil ananm3a, ONTUMU3ALNHI, TAPMOHHU3AIMU U OMMCAHMS OOIIUX MPOIIECCOB B paMKax
EBpa3uiickoro 3kOHOMHUYECKOTO CO03a, yTBepkAeHHON Pemennem Komnerun EBpasniickon
SKOHOMHUYECKON Komuccuu oT 9 uronst 2015 r. Ne 63.

WHble MOHATHSA, UCTIOIB3YEMbIE B HACTOSIIEM PerinaMmeHnTte, MpUMEHSIIOTCS B 3HAUCHUSIX,
onpenenaeHHbIX B MyHKTe 4 [IpaBun nHGOPMAIIMOHHOTO B3aUMOJACHCTBUSA MPU peaTU3aluu
CpeACTBaMM MHTETPUPOBAHHON MH(POpMAIIMOHHOM cucTeMbl EBpa3niickoro 5JKOHOMHUYECKOT0
coroza oOmero mporecca "dopMupoBaHue, BEJACHHME M MCHOJIb30BAHUE EIMHOU
UHGOPMAIMOHHOW 0a3bl TaHHBIX 1O BBISIBJIEHHBIM HEXKENATEIbHBIM PEAKIUAM (JIeHCTBUSIM)
Ha JICKapCTBEHHBIE CPEJACTBA, BKIIOYAIONMIEH cooOmeHnss o HedhPEeKTUBHOCTH
JIEKapCTBEHHBIX CpeAcTB", yTBepxaeHHbIX Pemenuem Komnnerun EBpasuiickoit
PKOHOMHYECKOM KoMuccuM OT 25 okta0pa 2016 r. Ne 125 (manee — IlpaBuia
MH(OPMAITMOHHOTO B3aUMOICUCTBUS).

IV. OcHOBHEIE CBeieHIA 00 HHGOPMALIMOHHOM B3aHMOJICHCTBAH B paMKax o0IIero mpomecca
1. YyacTHUKHM HHPOPMAIMOHHOT'O B3aUMOAEHCTBHSA

6. Ilepeuenp poiiell yHaCTHUKOB MH(GOPMAIIMIOHHOTO B3aUMOJICHCTBHS B paMKax OOIIETro

mpoiiecca nmpuBeeH B Tabmuie 1.
Tabmmma 1

ITepedens poneii y9aCTHHKOB HHPOPMAIIMOHHOTO B3aHMOAEHCTBUA

HanmenoBanue ponu Onucanue poau Y4acTHUK, BBITOJHAIOIUN POIb

1 2 3



Brnangenen maHHBIX

NpPEACTaBIsAECT CBENEHUSA B
EBpa3suiickyr0 3KOHOMHYECKYIO
KOMMCCHIO JIJIsl OOHOBJICHUS! €TUHOM
0a3pl JaHHBIX, HANpaBIsIET 3aIpoC
yepes WHTETPUPOBAHHYIO
HHPOPMAIIMOHHYIO  CHCTEMY
BHEIIHEW M B3aMMHOW TOPrOBIM U
HOJTy4aeT CBEACHMS U3 eIMHON 0a3bl
JTAaHHBIX

YIOJIHOMOYEHHBIN

oprax



rocynapctBa-wieHa (P.MM.04.ACT
.001)

oTBeyaeT 3a (OpPMHUPOBAHHE H
BEJICHHE €IWHOW O0a3bl JaHHBIX.
Koopaunatop [penocrasnsier goctyn k ceenenusiM Komuccust (P.ACT.001)
, COJIep)KallMMCsl B eIWHOU Oaze
JaHHBIX

2. Crpykrypa HHQOPMAIMOHHOI'O B3aMMOAEHCTBHA

7. NHpopManmoHHOE B3aUMOJEHCTBHE B paMKax OOIIEro Mpouecca OCyLIeCTBIISIETCS
MEXKy YIOJIHOMOYEHHBIMU OPraHAMU I'OCYapCTB — WICHOB EBpPa3uicKOro 3KOHOMUYECKOTO
coto3a 1 EBpa3uiickoii 5JKOHOMUYECKONH KOMHCCHEN B COOTBETCTBUU C MPOLeaypamMu 00IIEero
mporecca:

a) UHQOpPMALIMOHHOE B3aUMOJAEHCTBUE NPU POPMUPOBAHUM U BEACHUM €IUHON Oa3bl
JAHHBIX;

0) uHpOpMaIIMOHHOE B3aUMOJIEUCTBUE TP MOJYYEHUU CBEICHUM W3 €IMHOU 0a3bl
JTAHHBIX.
CrpykTypa nHGOPMAITMOHHOTO B3aUMOACHCTBUSA MEXKIY YIIOTHOMOYEHHBIMU OpraHaMHU
rocyapcTe-uieHoB U Komuccuel npeacraBieHa Ha pucyHke 1.

@Y uacTuen i ¥ uacTuen

” H (t!np.'\'EHIIIiIHHHE}L‘ B'iﬂli?\{{‘.l,'l_l.:ﬁ(.‘ TBHEC
npH GoOpPMHPOBAHHE H BeICHHH
eMHHCI a3kl TaHHRIY

Baanenen «YuacTHes wYuactuen

JEHHBIX

Koopaunatop

Hudopmaunontoe sianMoaeiicrene
MPH NOJYYEHHH CBE1CHMI
M2 eJHHOH 0a3k] JaHHBIX

Puc. 1. Ctpykrypa uHGOpMaAMOHHOTO B3aUMOJEUCTBUS MEXY YIOJIHOMOYEHHBIMU

OopraHaMu rocyzapcrs-wieHoB U Komuccuen
8. NudopmanimoHHOE B3aMMOJICCTBHE MEXAY YIOJHOMOYEHHBIMU OpraHamMu

rocynapctB-wieHOB U Komuccuelt peanusyercss B pamkax obuiero mpoiecca. CTpykTypa
ob1ero nporecca onpesaeneHa B [IpaBunax nHGOPMAIMOHHOTO B3aUMOICHCTBUS.

9. UudopmalninoHHOE B3aUMOJICUCTBUE OMPEACIISET MOPSIAOK BBITOJIHEHUS TPaH3aKIIUH
oO1mero mpoiecca, Kakaast U3 KOTOPBIX MPECTaBIsSIET c000i 0OMEH COOOIIECHUAMHU B TEAX
CUHXPOHM3AIlUU COCTOSIHUM HWH(POPMAIIMOHHOTO OOBEKTa OOIIEro IMpolecca MeExXIy



y4acTHHUKaMHu oOmiero mporecca. g kaxaoro MHGOPMAIMOHHOTO B3aUMOJEUCTBUS
OMpeJIeNIeHbl B3aUMOCBSI3U MEXAY ONEpalMsIMU M COOTBETCTBYIOIIMMHU TAKUM OIEpPaLMIM
TpaH3aKIMsIMU O0IIEro mpoliecca.

10. Ilpu BBIMOJHEHUU TpaH3aKIUKM OOIIEro Mpollecca WHUIMATOP B paMKax
OCYILLECTBIIIEMON MM onepauuu (MHULUUMUPYIOLIEH OIepally) HaIlpaBlIIeT PECHOHIEHTY
cOOOIIIeHHEe-3aMpoCc, B OTBET Ha KOTOPOE PECIOHJCHT B paMKaxX OCYLIECTBIISIEMON UM
onepauuu (IpUHUMAIOIIEH oONepaluu) MOXET HampaBUTh WJIM HE HAIpPaBUTh
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT I1a0J0HA TpaH3akuuu ol1iero mnpoiecca. CTpykTypa
JaHHBIX B COCTaBE COOOIICHMS JOJKHA COOTBETCTBOBATH Onucanuio GopMaToB U CTPYKTYP
ANEKTPOHHBIX JOKYMEHTOB W CBEJIEHHMi, HCIOJIB3YyEMBIX IS pealu3aliu CpPelCcTBaMHU
MHTETPUPOBAaHHON HHGOPMAIMOHHON cHucTeMbl EBpa3suiicKoro 3KOHOMHUYECKOrO0 CO03a
obmero mporecca "®opMupoBaHUE, BEACHUE W MCIOJB30BAHUE €IUHON HMH(POPMAIMOHHON
0a3bl JaHHBIX MO BBISIBICHHBIM HEKEJATEIbHBIM PeaKiusaM (IeHCTBUSM) Ha J€KapCTBEHHbIE
CpPEeACTBa, BKIIOUYAOLIEH cO0O0mEeHuss O HEeIP(EKTUBHOCTH JEKApCTBEHHBIX CPEICTB",
yTBepxkacHHOMY Pemenuem Kosuternu EBpasuiickoil 5KOHOMHUYECKOM KOMHUCCHUU OT 25
okTsiOpst 2016 r. Ne 125 (manee — Omnwucanue (popMaToB U CTPYKTYP DIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHU).

11. TpaHzakiuu oOuiero mpoliecca BBIIOJHAIOTCS B COOTBETCTBUM C 3aJaHHBIMU
napaMeTpaMu TpaH3aKIMi 001ero mpouecca, Kak 3To onpezesieHo HacTosmuM PernamMentom

V. UadopMampoHHOE B3aUMOEHCTBHE B paMKaX IPYIII IPOLEAYP
1. UadpopManmoHHOE B3amMOIeiicTBHE IIpH GOPMHPOBAHIH U BEJICHUHN €IUHOM 0a3bl JaHHBIX

12. Cxema BBINIOJIHEHHS TPaH3aKIUK OOIIEro mnpoiecca npu GopMUpPOBAHUU U BEIECHUU
eauHON 0a3bl JAaHHBIX MpeJCTaBieHa Ha pucyHke 2. [[ns xaxmoi mpouemypsl oOIero
npouecca B Tabnuile 2 NpUBEIEHA CBSI3b MEXIY ONEpalusMu, MPOMEKYTOUHBIMU U
PE3YNBTUPYIOIIUMH COCTOSIHUSIMA HH(POPMAIIMOHHBIX OOBEKTOB OOIIEro mporecca u
TpaH3aKIMAMU O0IIIEeTo MpoIiiecca.



:Bnagenen jaHHBIY :Koopmunatop

F[mm}-‘ucﬁm CBEJICHHA 0 HEWEIATe/ILHOH peakiiu
|18 BRMIOUCHNS B CAMHYH) Da3y JaHHBIX |

or

! Ilepenava ceeeHHil 118 BRIIOYCHHA
| B eauuyio 0azy ganueix (P.MM.04. TRN.OOT)

r[lﬂ.\ICHDHhI CBEJICHHA O HEWKEIATEILHONH peaKiim | |
| [lepenaua ceeeHHil 179 HIMEHEHHS
| B eaunoii Daze ganaeix (P.MM.O4. TREN.002)

e e

I

Puc. 2. Cxema BBINOJIHEHUSI TpaH3aKLIMK 00IIeTo mpoiiecca npu GopMHUPOBAHUU U

BCIACHUU GI[I/IHOﬁ 6a3BI JAHHBIX
Tabiuma 2

Ilepegens TpaH3akumii 06mero npomecca npyu GopMHPOBAHAH K BEACHUH €IUHOH 0a3bl JaHHBIX

[TpomexyTounoe PesynbsTHpytomee
Onepanus, COCTOSIHHE Omnepanus, COCTOSIHHE
Tpanzaknus
Ne m/mt BRITIOTHSAEMAas  HMH(QOPMANMOHHO BBIONHsAEeMas  HWHPOPMAIMOHHO
o01ero mpouecca
HHUIIHATOPOM ro oObekTa PECTIOHICHTOM ro ooObekTa
o0rero mporecca o01ero mpoiecca
1 2 3 4 5 6
1 Bxutouenne csenenwuii B enuHyro 6a3y ganusix (P.MM.04.PRC.001)
IIpencraBnenue

CBEJICHUH JUIA
BKJIIOYEHUSI B

eauiyio - basy MOJydeHUe u

naHublx  (P.MM enunas 0Gasza nepenaya
o0paboTka .

.04.0PR.001). nanueix  (P.MM . equHas 0a3a  CBeNEHMH I
CBEIEHUN s

[Tonyuenue .04.BEN.001): A A JaHHelx (P.MM BxiroueHus B

1.1 BKIIOYCHUS B

YBEJIOMIIEHUSI O CBEICHHS A .04.BEN.001): enuuyro 0azy
equHylo 0a3sy

pe3yibTarax BKJIIOYCHUS fammx (PMM oOHOBIIEHA nanusix  (P.MM

BKJIIOYEHUS mepeIansl .04.0PR.0025 .04.TRN.001)

CBEIEHUII B
enuHylo 0asy
nanaeix  (P.MM
.04.0PR.003)



2 W3menenwue cBeneHmii B enuHoi 6a3e qanueix (P.MM.04.PRC.002)

[IpencraBnenue
CBEJICHUN JIA
BHECEHUSI

H3MCHEHHI B

MOJIyICHHE |
enuHyI 0asy

ammex (P.MM ennHas 0Oa3za 0o0paboTka mepenada

04 OPR004§ nanupx - (P.MM cpenenuit s enunas  Gasa  cmenenuit i
- H ’ ’ .04.BEN.001): BHeceHus nanaplx  (P.MM usmenenus B
: oIydeHne ceeaeHus jans  usMmeHenudd B .04.BEN.0O1): eaAnHO# Oase

YBEJIOMIICHUST O

H3MEHEHUS equHyr 0a3y OOHOBJICHA nanHelx  (P.MM
pe3yapTaTax nepesansl nauaeix  (P.MM .04.TRN.002)
HIMCHCHMA .04.0PR.005)

CBEJICHHH B
eqnHol 0Oase
nanaelx  (P.MM
.04.0PR.006)

2. UadopManimOHHOE B3aHMO/ICHCTBHE IIPH IIOIYyICHHUHN CBEACHHH U3 eqUHOM 6a3bl JaHHBIX

13. Cxema BBINOHEHHS TPAH3AKIMI OOIIETro Mmpolecca Mpy MOJYyYeHUH CBEIECHUN U3
eMHOM 0a3bl JMaHHBIX IpelcTaBlieHa Ha pucyHke 3. JlIsi kaxaod mporeaypsl OO0IIero
nporecca B Tabnuile 3 NpuUBEIEHA CBSI3b MEXIY ONEpalUsIMHU, NPOMEKYTOUHBIMU U
PE3YNBTUPYIOIIUMH COCTOSHUSIMU HH(POPMAIIMOHHBIX OOBEKTOB OOIIEro mporecca U
TpaH3aKIMUAMU 00IIIEeTo Impoiiecca.



:Bnanenen nannbix :Koopauaatop

I |

or

[sanpoiienbl CBeACHIA O JaTe H BpeMeHH 0DHOBNCHHA
e iMHOi Datkl Janibix] |

1 [Monyuenune coenennii o nare n BpeMeHn 0OHOBAEHNA
i enHoi Dazel nanaex (P.MM.04. TRN.003)

! |
opl I I
I[aunpnmcm,! CBEJCHHA W3 eIMHOM 0a3kl JaHHBIX | |
| [Tonyuenne cpeaennii n3 eaMHOI Oa3bl JaHHBIX
i (P.MM.04. TRN.004)
opt

[3anpoieHbl HAMECHEHHEBIC CBCICHHA H3 ¢AMHOH Da3bl JaHHBIX |

13 enHoil 0asel ganaex (P.MM.04. TRN.005)

I |
I |
I |
I |
| [TosyueHHe HIMECHEHHBIX CBEICHMIT

' 1

Puc. 3. Cxema BBINOJIHEHUS TPaH3aKUUK 0OILEro Mpouecca Npy MOJyYeHUH CBEICHHUN U3

GI[HHOﬁ 0a3bl JAHHBIX
Tabmuma 3

ITepedens TpaH3akimii 06mmero mponecca IpH IOJYyISHAN CBEACHHH U3 eqUHOH 0a3hl JaHHBIX

IIpomexxyTOouHOE PesynpTupytomee
Omnepanus, COCTOSIHUE Omnepanus, COCTOSTHHE
Tpau3zakuus
Ne n/mt BBITIOJTHSAEMAas  HH(QOPMAIIMOHHO BBIMOJHsAEMas  HUHPOPMAIIMOHHO
obrmrero mporecca
HHUIIHATOPOM ro oO0BeEKTa  pPECHOHACHTOM TO o0O0BekTa
o01ero mpomecca ob1ero mpomecca
1 2 3 4 5 6

Ionmy4enue cBeneHnit o gate U BpeMeHH OOHOBICHHMs equHON 6a3bl naHHbIX (P.MM.04.PRC
.003)

3anpoc cBeaeHHA
0 J1aTe U BpEMEHU
O0OHOBIIECHHUS



eluHOH 0a3bl enumas 6Ga3a IIOATOTOBKA M eJuHas 0a3a  [OJIydeHHE
naHHelX  (P.MM pammeix  (P.MM npenctaBnenne ganabix  (P.MM ceenenuii o mare

1.1 .04.0PR.007). .04 BEN.001):  cBenenmii o mate .04.BEN.001): wu BpeMeHH
[Mony4yeHue u CBelIEHHS O AaTe W BPEMEHU  CBEJCHHUS O JaTe OOHOBICHHS
oOpaboTka U BpEeMEeHH  OOHOBICHHUSA U BpPEMEHH  eOuHOW ©Oa3bl
CBEJEHMI O Jare OOHOBIICHHS equHor Oa3el  OOHOBIEHHS nanaeix  (P.MM
U BPEMEHH  3alpOIIEHBI manHeix  (P.MM mnpezncraBneHsl .04.TRN.003)
OOHOBJICHHS .04.0PR.008)

equHoll 0a3bl
nanaelx  (P.MM

.04.0PR.009)
2 [Monyuenue cBeneHuit u3 eauHon 6a3b1 nanHbx (P.MM.04.PRC.004)
3anpoc cBeneHui enuHas Oa3sa
W3 €IUHOI 0a3bl nanaeix  (P.MM
nanueix  (P.MM noaroroBka u .04.BEN.001):
enuHas 0Oa3za MOJIyYCHUE

.04.0PR.010).
[Tonyuenue wu

nmpeaAcCTaBJICHUE CBCIACHUA

nanaelx  (P.MM .
CBEJEHMH U3  OTCYTCTBYIOT.

CBEJIEHUN U3

2.1 .04.BEN.001): N eINHON 0Oassl
obpaboTka equuoi 0a3el  Enunas 06asa
. CBEIEHUS nauHeix  (P.MM
ceelenud w3z o Janaelx  (P.MM pammpix (P.MM 04.TRN.004)
eIuHOH 06a3ml P .04.0PR.011) .04.BEN.001): = '
nanaelx  (P.MM CBEJIEHUS
.04.0PR.012) MIPeCTaBIICHEI
3 [TonyuyeHre U3MEHEHHBIX CBEJICHUN U3 equHOM 6a3el qaHHbBIX (P.MM.04.PRC.005)
3
H:l\l;erl){(;:lHBIX eAuHas  6asa
cBeNeHILiH . nanaelx  (P.MM
peacHin H .04.BEN.001):
eINHON 0asnl MOJArOTOBKa M
ennHas Oaza W3MEHEHHBIE MOJTydeHHUE
nanHeix  (P.MM IIpEeCTaBICHUE
nanaelx  (P.MM CBENECHUA U3MEHEHHBIX
.04.0PR.013). U3MEHEHHBIX N
.04.BEN.001): N OTCYTCTBYIOT. CBEICHHH U3
3.1 [Monyuenue wu CBEJICHUM U3 .
6026 HU3MCHCHHBIC Ol a3 Enunast 6Gaza equHOW 06a3sbl
obpaboTka CBEIEHUS ;;HHHX (P.MM nanubix  (P.MM panmeix  (P.MM
N3MEHEHHBIX .
3aMpOIIEHbI .04.BEN.001):  .04.TRN.005
coomemmi ms | T 04.0PR.014) ) )
o W3MCHCHHBIC
enuHOW 0asbl CBedCHIS
nanHeix  (P.MM A
MIPECTaBIICHEI

.04.0PR.015)
VI. Omicarwne coobmerui 06mero mpomnecca

14. Tlepeuenp cooOmeHuil oOmero mpoiecca, NepeJaBaeMblX B paMKax
MH(POPMALIMOHHOTO B3aWMOJICHCTBUSL MpPHU peanu3aluu o0uero mnpolecca, MPUBEICH B
tabnuie 4. CTpyKTypa JaHHBIX B COCTABE COOOIICHHS JOJKHA COOTBETCTBOBAaTh ONUCAHUIO
dbopmMaToB U CTPYKTYp DOJEKTPOHHBIX JIOKYMEHTOB U cBejaeHuil. Cchlika Ha
COOTBETCTBYIOIIYIO CTPYKTYypy B Omnucanum ¢GopMaToB U CTPYKTYP DIEKTPOHHBIX

JOKYMEHTOB U CBEJICHUW yCTaHABIMBAETCS MO 3HAUEHUIO Ipadbl 3 Tabnuis 4.
Tabuuna 4

ITepegens coobmenmit o6mero mpomecca



Konosoe o003HaueHue HaunmenoBanne CrpykTypa 3JIEKTPOHHOTO
JIOKyMeHTa (CBEJICHHN)

1 2 3

CBEJIGHHS O HeXelaTeJbHOU
peakuuH WJIH COOOIIEHHE O

P.MM.04.MSG.001 HeAPPEKTUBHOCTH JICKAPCTBEHHOTO
CpPEICTBA VISl BKJIIOYCHUS B SAUHYIO
0a3y MaHHBIX

CBEIEHHUS O  BBIABICHHBIX
HEeXeJaTelIbHBIX peakuHusIX Ha
JIEKapCTBEHHbIE  TpemapaThl  (
R.HC.MM.04.001)

CBEJIGHHS O HeXelaTeJbHOU
peakuuu WIH COOOIIEHHE O

P.MM.04.MSG.002 HeA(PPEKTUBHOCTH JICKAPCTBEHHOTO
CpeZCTBa VI U3MEHEHUS B €IUHOM
0a3e TaHHBIX

CBEIEHUS O  BBIABICHHBIX
HEXeJaTeJIbHBIX peakuHusIX Ha
JEKapCTBEHHbIE  TpemapaThl  (
R.HC.MM.04.001)

YBEAOMIICHUC 00 0OHOBICHHH YBCAOMIICHUC o pe3yabTaTe

P.MM.04.MSG.003
ennHOoM 0a3bl JaHHBIX o6pabotku (R.006)
P MM.04.MSG.004 3aIrpoc CBEACHUI ou;laTe W BPEMEHU COCTOSIHME aKTyallM3allud OOLIero
OOHOBIICHUSI €ZIMHOM 0a3bl JaHHBIX  pecypea (R.007)
P MM.04.MSG.005 CBEJICHHUS O naT? U BPEMEHH COCTOSHHE aKTyalu3aluu OOIIEro
0OHOBIIEHISI eMHOM 0a3bl JaHHBIX  pecypca (R.007)
P MM.04. MSG.006 3aIpoc CBEIEHUH M3 €AWHON 0a3bl COCTOSHHE aKTyallM3allH OOILIETo
JTAaHHBIX pecypca (R.007)
CBEJICHHS O  BBISIBICHHBIX
P.MM.04.MSG.007 CBEIIEHNS U3 €IMHON 0a3bl TaHHBIX HOKCTATCTBHBIX — peakiyix — Ha
JeKapCTBeHHbIE  TpemnapaThl  (
R.HC.MM.04.001)
P MM.04 MSG.008 yBeHOMJIVeHHe o? OTCYTCTBHHM  YBEJOMJIEHHE O pe3yibTaTe
CBEJIEHUH B eIMHOM 0a3ze JaHHBIX obpabotku (R.006)
P MM.04.MSG.009 3anpocv N3MEHEHHBIX CBEJCHMH M3 COCTOSHHE aKTyalu3aluu oO0Iero
eINHOW 0a3bl TaHHBIX pecypca (R.007)
CBCACHHUA (6] BBISIBJICHHBIX
PMMO4MSG010 U3MCHCHHBIC CBCICHUSA U3 e}lHHOﬁ HEXKCJIATCJIbHBIX PCAKIUAX Ha
0a3bl TaHHBIX JeKapCTBeHHBIC  mpemapaTsl  (
R.HC.MM.04.001)

yBeOMIIeHHEe 00 OTCYyTCTBUH
P.MM.04.MSG.011 W3MEHEHHBIX CBEIEHHN B €OUHOM
0a3e JaHHBIX

yBEIOMJICHHE O pe3ylbTare
o6pabotku (R.006)

VII. Onncanue Tpan3aknmii 00meEro mpomecca

1. Tpamzakmus o6mero nponecca "[lepeada cBereHmi o)1 BKIIOYEHAA B €qUHYIO0 0a3y JaHHEBIX" (
P.MM.04.TRN.001)

15.Tpan3zakmus obmiero nporecca "llepenaua cBeneHnii st BKIIOYEHUS B €AMHYIO 0a3y
naHHbIX" (P.MM.04.TRN.0O1) BbImoJIHSIETCS NIl Mepelayd MHUIMATOPOM PECHOHJIICHTY
CBEJICHUN O HEXKeNaTeIbHOM peakiuu Ui BKIIOYEHUSA B eAMHYI0 0a3y naHHbIX. Cxema
BBITNIOJIHEHUSI YKAa3aHHOM TpaH3aKLMM OOIIETO Ipoliecca MPEACTaBiIe€HAa Ha PHUCYHKE 4.
[TapameTpsl TpaH3aKLKMK OOIIET0 NPOLECca IPUBEACHBI B TAOIHLIE 5.



:Hunonarop

:Pecnongent

CrejeHnd 0 Hesena
coobueHne o HeMperT

!

Chnmoka
K I"I']'Iﬂ.'l}l'

(P.MM.OGMSG.00T)

‘elLHON peakiiHe UK
IBHOCTH JCKAPCTBCHHOTO
CpeaCTRA A BEIOMEHHH B e IHHYI0 0a3V JaHHBIX

llpeacrapnenne creaeHnii
JUIS BETHMEHMA
B eaHHYI0 a3y Janneix

Vaeaopiaenne
_ 0D 0OHOBNGHHN eIHHOI

[loayuense n odpaboTra
CBEJICHHI /118 BRIKOYECHHA
B eHHYIO 0a3y JTaHHBIX

Dashl JAHHBIX

(P.MM.O4MSG.003)

I

enmnan Daza JaHHBIX
[oOHOBNEHA]

% Yenex

Puc. 4. Cxema BbINOJHEHUS TpaH3akiuu od1iero npoiecca "[lepenada crenenuit as
BKJIFOUEHUS B enHY0 0a3y gaHHbIX" (P.MM.04. TRN.001)

Tabmuma 5

Omucanue Tpar3akmun obmero mponecca "Ilepenada cBexeHHid I BKIIOYCHHA B ©UHYIO 6a3y

nmanaex" (P.MM.04.TRN.001)
Ne n/mt O0s13aTeNBHBII 2TIEMEHT
1 2
1 KonoBoe o6o3HaueHme
5 HanmeHoBaHue TpaH3aKIHU OOIIEro
nporecca
3 [Ilabmon TpaH3akuuK OOLIETO
nporecca
4 Wunnuupytromas poib
5 WNHunuupyromas onepanus
6 Pearupytomas poib
7 [MpuHMMaroNIas oneparms
g Pe3ynpTaT BEIONHEHNUS TPaH3aKIUH
o011ero mporecca
9 [TapameTpsl TpaH3aKUUH OOILETO

mponecca:

s
MOJIy4EeHHUS

Bpems MOATBEPKICHUS

BpeMsI TIOATBEPIKACHUS IPUHATHS B
00paboTKy

Omnucanue
3
P.MM.04. TRN.001

nepeiaua CBEACHUIM ISl BKITIOUCHHSI
B INHYIO 0a3y JaHHBIX

3armpoc/oTBeT

WHUIHATOP

MpEeACTaBICHUE CBEACHUN It
BKJIFOUCHHS B €ANHYIO 0a3y JaHHBIX

PECIOHACHT

MoJydeHHe U 00paboTKa CBEeICHUI
JUISL BKJIIOUEHHUS] B €IUHYI0 0a3y
JAHHBIX

enuHas 0aza manHbix (P.MM.04.
BEN.001): oOHOBIICHA

20 MuH



BpEMA OKHJaHHA OTBETA 44

MPU3HAK aBTOPHU3AIUH na
KOJIUYECTBO MTOBTOPOB 3
10 CooOmieHnsT TpaH3aKIUU OOIIEro
mpotiecca:
CBCACHUS O HEXeJIaTeIbHOU
peaknuu WIH COOOIIEeHHE O
HHUIUUPYIOLIEE COODIIECHHE HeI(D(DEKTUBHOCTH JIEKAPCTBEHHOTO
Cpe/ICTBA [UIsl BKJIFOUCHUS B SIHHYIO
6a3y manubx (P.MM.04.MSG.001)
yBeIoMJeHHE 00 OOHOBJICHUU
OTBETHOE COOOIIECHUE enquHoN 0asel maHHBIX (P.MM.04.
MSG.003)
1 [TapaMeTpsl COOOIICHHUH TPaH3aKIIUU

of1ero npouecca:
mpu3Hak D1I1 HET

nepenaya 3JIEeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DIITT

2. Tpam3zakmus o6mero nporecca "Ilepezaga cBeieHuid j11 H3MEHEHH B €qUHO#H 6a3e JaHHBIX" (
P.MM.04.TRN.002)

16. Tpanzakius obuiero mpoiecca "llepenaua cBeeHuil 111 U3BMEHEHUS B €IMHOM 0aze
naHubIX" (P.MM.04.TRN.002) BbIOJNHSETCS ISl Mepeladyd MHUIIMATOPOM PECTIOHIICHTY
CBEJICHUM O HEXEeNaTeIbHOW peakiuu il U3MEHEHHUs B eJuHOM 0aze maHHbIX. Cxema
BBITIOTHEHUS YKA3aHHOW TpaH3aKIMH OOIIero mporecca MpeacTaBlieHa Ha PUCYHKE 3.
[TapameTpbl TpaH3aKIMK OOIIETO MpoIlecca MPUBEICHBI B Ta0IuUIIE 6.

‘Hunumarop :Pecnionent

CReJeHHS 0 HEReNPTeILHOI PEaKILHH
Hin coobienne o HeapheKk THBHOCTH
JEKAPCTRCHHOTD CPEICTBA 114
3 HiMeHeHAS B eanpoil Oa3e 1ansey

~

Onnmbra

(P.MM.04 MSG.O02)
KOHTpOAs | [lpencrapnenne ceeaeHmil lonvaenne u obpadboTka
@ | LI H3MEHEHHA Yeenomfienue o CBEACHHMIT 1A HIMEHEHHA

B eAHHON Daze JaHHBIX ODHOB/ICHHH €IMHOI B eauHoil 0ate TaHHEIX
L Ga3bl JAHHBIX
I (P.MM.O4MSG.003)
reaunag tasa JaHHbX
[obHoBICHA]

Yenex




Puc. 5. Cxema BeINOJTHEHUS TpaH3aKIuu ob1iero mpoiecca "[lepemada cBeaeHuit 1is

n3MeHeHus B equHoi 6a3e nanubix" (P.MM.04. TRN.002)

Ta6nuia 6

Ommcanue Tpar3akmun o6mero nponecca "Ilepexada cBeaeHuUi I HU3MEHEHNA B €IUHOM 6a3e
JaHEBX" (P.MM.04.TRN.002)

Ne i/t
1
1

10

11

OO0s13aTeNnbHbIN 2JIEMEHT
2
KonoBoe 0603HaueHne

HammenoBanue TpaH3akunu o0IIero
npoiiecca

[Mabmon TpaH3akuu o0OmIETO
mporecca

MNHunuupyrowmas poib
Muaunuupyroas onepanus

Pearupytoias poiib

[TpuaMMaromas oneparus

PeSyJ’ILTaT BBITIOJIHCHU S TPAH3aKIIUU
O6HICFO mpounecca

[TapameTpsl TpaH3aKIUH OOIIETO
nporecca:

BpeMia I NOATBCPIKACHUA
MOJIyUCHUA

BpEMs MOATBCPKACHUA TTPUHATHUA B
00paboTKy

BpEMs 0KUAaHHS OTBETA
MIPU3HAK aBTOPHU3AIUU
KOJIUYECTBO ITOBTOPOB

CooO01mennsi TpaH3aKIUKU OOIIETro
mporecca:

MHUIAHPYIOIIee COOOIIeHne

OTBETHOE COO0IIEHNE

[TapameTpsl cooOmeHni TpaH3aKIUH
ob1ero mpouecca:

npuzHak D111

Omnncanne
3
P.MM.04. TRN.002

nepenada CBEACHUH ISl N3MEHEHHS
B €MHOI 0a3e JaHHBIX

3anpoc/0TBET

WHULIMATOP

MpeaCTaBICHUE CBEACHUM IS
H3MEHEHHNS B €IMHON 0a3e TaHHBIX

PECTIOHIEHT

MoJTydeHHe M 00paboTKa CBEICHUI
JUIsS WU3MEHEHHUs B €IUHON Oase
JTaHHBIX

enuHas 0Oa3a nanHbix (P.MM.04.
BEN.001): obHoB1EeHA

20 muH

4q

Ja

CBEJICHUS O HEXelaTeIbHOU
peakuuu WIH CcOoOOMmeHHe O
HedPPEKTHBHOCTH JIEKApPCTBEHHOTO
CpeAcTBa ISl UBMEHEHUS B €IMHOU
6aze nanubix (P.MM.04.MSG.002)

yBeIoOMJIeHHE 00 OOHOBJICHUHU
enquHol 0aszel maHHBIX (P.MM.04.
MSG.003)

HET



nepegaya IEKTPOHHOIO JOKyMEHTa —
¢ HekoppekTHoi DILITT

3. Tpanmzakmus obmero nponecca "IlomydeHue cBeieHHi 0 JaTe U BpeMeHH OOHOBICHUS €AHHOM
6a3b1 qarHBIX" (P.MM.04.TRN.003)

17. Tpanzakuust o6miero nporecca "l[lomydenne cBeaeHu 0 JaTe ¥ BPEMEHH OOHOBICHUS
equHoit 0a3pl nmaHHBIX" (P.MM.04.TRN.003) BbImosHSAETCS I8 NpeACTaBICHUS
PECIIOHJICHTOM MO 3alpOCy MHUIIMATOpPA CBEJCHUN O JaTe€ U BPEMEHU OOHOBJICHUS €AUHOMN
0a3bl JaHHBIX. CXeMa BBITIOJIHEHUS YKa3aHHOM TpaH3aKIMK OOIIEero mpoliecca mpeacTaBieHa
Ha pucyHke 6. [lapameTpsl TpaH3akIuu 00IIETO MpoIlecca MPUBEICHbI B Ta0IUIIE 7.

:Hunumarop :Pecnonent

Zanpoc ceenennii o gare n BpeMenn
—_ 3 oOHOBICHHA eaHHOil Gaskl TaHHBIX
wnhka | 3 180
KOHTPOIA 3anpoc u e s (P.MM.04{MSG.004) [MoaroToeka n
@E CBCACHHE O 4aTe o NPeACTARICHNE CRSICHHIE O
W BpeMel 0DHOBICHI ¢ REARETA R 1aTe U BpeMeHH O0HOBIEHHS
eqrHoi Gahl JaHHEIX H BpEMEHH POHOBICHHA eannoil Dazs JaHHBX
- eJHHOI DA3E JAHHBIX
i (P.MM.O4MSG.005)

‘e JHHan 0a3a JaHHBIX
[cBenenns o aate n Bpems
OOHOBICHHA NPeJICcTaARIEHE]

é Yenex

Puc. 6. Cxema BbINONIHEHUS TpaH3aKuu ob1iero npouecca "[lonydyenue cBenenuii o gare

U BpeMeHH 0OHOBJIeHUsI erHOoM 0a3bl naHHbIX" (P.MM.04.TRN.003)
Ta6mnuma 7

Ommcanune Tpar3akmun o6mero nmponecca "Tlonydenue cBeeHHit 0 AaTe U BpEMEHH 0OHOBIICHHUS
emuHOM 6a3nl maHHEIX" (P.MM.04.TRN.003)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue
1 2 3
1 Konosoe o603Hauenue P.MM.04. TRN.003

MOJydeHNE CBEACHHHA O JaTe |
HaumMeHoBaHMe TpaH3aKIUK OOILIETO

2 BPEMEHH OOHOBIICHHUS €IUHOMN 0a3bl
mporecca
JTAHHBIX
[[Tabmon TpaH3akuu o00OmIETO
3 BOIPOC/OTBET
nporecca

4 Wuurnuupytomias poib WHHUIMATOP



3arnpoc " IMOoJIydyCeHHe CBG,HGHI/Iﬁ (6]

5 WNHunuupyromas onepanus
JaTe W BpEMEHH OOHOBICHHS
€IMHOM 0a3bl JaHHBIX

6 Pearupytomias posb PECTIOHIEHT

MOATOTOBKA W TIPENCTaBIICHHE
7 [Ipunumaromas onepauus CBEJICHUW O Jare M BpPEMEHH
OOHOBJICHUS €INHOI 0a3bl JaHHBIX

equHas 0Oa3a nanHbiX (P.MM.04.
Pesynbrat BeimonHenus tpansakunn BEN.001): cBemenns o gate u

obiiero mporecca BpEMEHU OOHOBJICHUS
MPE/ICTABICHBI
9 [MapameTphbl TpaH3aKIMKH OOIIETO
porecca:
BpeMsi IS TOJTBEPKICHHUS
TIOJy4YEHHUS
BpEeMsI ITOITBEPKACHUS TIPUHATHS B
00paboTKy
BpEMA OKHMJaHUA OTBETA 4q
MIPU3HAK aBTOPU3AIIH na
KOJIMYECTBO ITOBTOPOB 3
10 Coo0mieHnsT TpaH3aKIUU OOIIEro
mporiecca:
3aIpoc CBEACHUI O 1aTe U BpeMEHH
HHULMUPYIOIee COOOIeHNE OOHOBJICHHS CAMHOM 0a3bl MaHHBIX (
P.MM.04.MSG.004)
CBEJICHHS O JaTe W BpPEMEHHU
OTBETHOE COO0IIEHNE OOHOBIIEHUS €IMHON 0a3bl JaHHBIX (

P.MM.04.MSG.005)

[TapameTpsl cooOmieHHH TpaH3aKIUH

11
o0rmiero mporecca:

mpusHak D111 HET

nepegaya dJIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHou DILITT

4. Tparzakmous o6mero nponecca "I[lorydenue cBenermii u3 equHo# 6a3n qarHEX" (P.MM.04.
TRN.004)

18. Tpanzakius obmiero nporecca "l[lonydenne cBeaeHuit u3 eaquHoi 6a3el MaHHBIX" (
P.MM.04.TRN.004) BbITIOTHSIETCS [JI TPEACTABICHUS PECHOHISHTOM MO 3aIlpocy
MHUIMATOpPA CBEJCHUN O HEXKEJIATENbHBIX PEAKIUSAX U3 eAUHOM 0a3bl NaHHbIX. Cxema
BBITIOJIHEHUSI YKa3aHHOM TpaH3akKIUM OOLIEro mpoliecca MpeiCTaBlieHa Ha PHUCYHKE 7.
[TapameTpsl TpaH3aKLMK OOIIETO NpOLECcca IPUBEACHBI B TAOIHILIE 8.



: Husumarop

s Pecnonacur

ChimmnGwa
KOITHOA

3anpoc | crReaeHHi
W3 SHHOI | DAkl JTAHHBIX

?

Janpoc 1 noayHeHHS

W3 eaHnoi Das JaHHsIX

(P.MM.O4MSG.006)

Cregenna) W3 eauHoi

CBCICHHI Gashi| AanHBIX

(P.MM.04.MSG00T)
¥ eeaosen el 0f OTCYTCTBHH

CREICHHI | B SIHHOR

I

Daze | naHHKX
{(P.MM.04 MSGO0E)

 enyian Gasa gannsx

[l..' BEOeHHA NPCACTARMCHEI I

®

Yenex

¢ empiag Dasa JaHHbX

[crenenua oTeyTCTRYIOT]

®

Yemex

Moarovonsa n
NPEACTABNCHHE CBEACHHE
W3 eHNoil Dokl DaHHkX

Puc. 7. Cxema BBINOJHEHUS TpaH3akUuU odiiero npouecca "llomyuenue cBeaeHuil us3

eauHoi 6a3bl JaHHbIX" (P.MM.04.TRN.004)

Tabnuma 8

Omucanue Tpar3akmun obmero nponecca "Ilorydenue cBeeHuMit U3 equHO# 6a3bl JaHHBIX" (
P.MM.04.TRN.004)

Ne /i
1
1

O0s13aTeNbHBIA DIIEMEHT
2
Konosoe o603HaueHne

HauMeHoBaHMe TpaH3aKIUK OOIIETO
mpotiecca

[Ilabmon TpaH3akuuK OOLIETO
mporiecca

WNuunuupyromas poib
WNHunuupyromas onepanus
Pearupyromas posb

[Ipunumaromast onepauus

Pe3ynbTaT BBIONHEHHUS TPAH3AKIIHH
o011ero mporecca

[TapameTpsl TpaH3aknuu 0O0IIETO

rpornecca:
BpemMs  JJd

MOJTy4EeHUS

MOATBEPKICHUS

Omnucanue
3
P.MM.04. TRN.004

MOJIyYE€HUE CBEOEHUU W3 €IUHOU
0a3bl TaHHBIX

3armpoc/oTBeT

WHUIHATOP

3aMpoc U MOJyYeHUEe CBEISHUN U3
€IMHON 0a3bl JaHHBIX

PECTIOHIEHT

MOATOTOBKA U MpEICTaBICHHUE

CBEIEHHUN U3 eNMHON 0a3bl JaHHBIX

enuHas 0Oa3za maHHbIX (P.MM.04.
BEN.001): cBeneHHs OTCYTCTBYIOT

enuHas 0aza panHbix (P.MM.04.
BEN.001): cBeneHust mpeacTaBIeHbI



BpeMsl TIOATBEPIKACHUS IPUHATHS B
00paboTKy

BpEMA OKHMJaHUA OTBETA
MPU3HAK aBTOpHU3allun

KOJIMYECTBO ITIOBTOPOB

20 MuH

44

na
3

Coo0ImieHnsT TpaH3aKIUU OOIIEro

10
mporiecca:
HHHLIIDVIOLIEE COOBLICHIE 3ampoC CBEACHUN M3 €OUHON 0a3bl
HHHEPYIO H nammbix (P.MM.04.MSG.006)
CBEJICHHS U3 €IMHON 0a3bl JaHHBIX (
P.MM.04.MSG.007)
OTBETHOE COODIIEHHE yBeqoMIIeHHEe 00 OTCYyTCTBUU
CBEJICHUH B €IWHON 0aze MaHHBIX (
P.MM.04.MSG.008)
1 [MapaMeTpsl cOOOIIICHHH TPaH3aKIIUU
oO1ero mpomecca:
npuzHak D111 HET

nepenaya 3JIEKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoM DT

5. Tpanmzakmus ob6mero nponecca "ITorydeHre H3MEHEHHBIX CBEJICHHH W3 €UHON 0a3bl JaHHbBIX" (
P.MM.04.TRN.005)

19. Tpan3zakmus obmiero nporecca "[lomydeHrne n3MEeHEHHBIX CBEICHHUN U3 €UHON 0a3bI
naHHbIX" (P.MM.04.TRN.005) BeImosHsETCS 1151 IPEACTaBISHUS PECTIOHICHTOM T10 3aIpoCy
MHUIIMATOPA U3MEHEHHBIX CBEJICHUM O HEXKEJIATEeNIbHBIX PEaKIMIX U3 €IUHON 0a3bl TaHHBIX.
CxeMa BBITIOJIHEHHS YKAa3aHHOW TPaH3aKIMU 00IIIero mpolecca MpeACcTaBiIeHa Ha pUCYHKE 8.
[TapameTpbl TpaH3aKIMU OOIIETO MpOIlecca MPUBEICHBI B Ta0IuUIIE 9.

: Humumatop : Pecnionaen

!

Janpoc 1 noavYeHne
WEMEHCHHBX CHEZICHEIT
3 eaHHoi Gaanl JaHHBX

]

: eamnan Dala JanHbix

caeaeHmni
Dain JTamis
MEG.009)

Fanpoc HaMeHEHHWX
W3 eI
[P

Ommdra
KOHTPOIA

Moaroronsa 1
NpeACTaRIEHHE
HEMEHEHNLIX CHEASHIIL 1
CANHOH Dais JAHHBIX

HameHeHHBG

M3 enHHl Dazm
(P.MM.04

_ VREIOMICHHE 0
HIAMECHEHHX

B e Dase
(P MM 04

CHEIEHNA
JRAHHEIX
MEG.OL0)

OTCYTCTRHN
CREICHHA
aHHBLX

MSGOLD

[|.r PMCHCHHEBIC CRCCHNA TIPCIICTR R, ..

I CEAHHAR Gaza JAHHELX

| HEMCHCHHBC CHCACHHA OTCYTCTRY HIT |

Yenex Yenex




Puc. 8. Cxema BwIMOTHEHUS TpaH3akiuu obmiero mnpoiecca "[lomydeHne n3MEHEHHBIX

cBeJieHni u3 eauHoi 6a3bl JanHbX" (P.MM.04. TRN.005)

Ommcanue Tpar3akmun o6mero nponecca "Ilonydenue H3MEHEHHBIX CBEACHUH U3 eqUHOH 6a3bl

naHHBX" (P.MM.04.TRN.005)

Ne i/t
1
1

10

OO0s13aTeNnbHbIN 2JIEMEHT
2
KonoBoe 0603HaueHne

HammenoBanue TpaH3akunu o0IIero
npoiiecca

[Mabmon TpaH3akuu o0OmIETO
mporecca

MNHunuupyrowmas poib
Muaunuupyroas onepanus

Pearupytoias poiib

[TpuaMMaromas oneparus

Pe3ynbTaT BEINONHEHNUS TPaH3aKLUH
o0rmero mporecca

[TapameTpsl TpaH3akuuu 00IIETO
mporecca:

BpeMsi IS TOATBEPKACHUS
TIOJTYYCHUS

BpEMsI TTOATBEPIKICHUS TIPUHATHS B
00paboTKy

BpEMA OKHMJaHUA OTBETA
MPpU3HAK aBTOpU3alun
KOJIMYECTBO ITOBTOPOB

CooOmieHnsT TpaH3aKIUU OOIIEro
mporecca:

HHUIMHpYIOIIee COOOIIeHNE

OTBETHOE COOOIIEHIE

Ta6muia 9

Omnncanne
3
P.MM.04. TRN.005

MOJTy4eHNEe M3MEHEHHBIX CBEICHHH
W3 €QUHON 0a3bl JAaHHBIX

3anpoc/0TBET

WHULIMATOP

3alpoc M MOJyYEeHHUE U3MEHEHHBIX
CBEIIEHUN M3 €IMHOM 0a3bl TaHHBIX

PECTIOHIEHT

MOArOTOBKA M MPEACTaBICHHE
W3MCHEHHBIX CBEICHUU U3 CIMHON
0a3nl JaHHBIX

enuHas 0Oa3a nanHbix (P.MM.04.
BEN.001): u3MCHEHHBIC CBEICHUS
OTCYTCTBYIOT
enuHas Oasza manHbiXx (P.MM.04.
BEN.OO1): m3MeHEHHbBIE CBEICHUS
MIPECTaBIICHEI

20 MuH

44

Ja

3aIpOC M3MEHEHHBIX CBEJCHUHN W3
enquHoi 0Oaspl nmanHbix (P.MM.04.
MSG.009)

W3MEHEHHBIC CBEICHHUS W3 COUHOU
6a3p1 manHbIX (P.MM.04.MSG.010)
yBeIoMJIeHHEe 00 OTCYTCTBHH

U3MEHEHHBIX CBEICHUM B €IMHOMU
6a3e mansbx (P.MM.04.MSG.011)



11 [TapameTpsr cooOmIeHHH TpaH3aKIUH

oO1ero mpouecca:
mpusHak D111 HET

nepejaya JIEKTPOHHOIO JOKyMEHTa
¢ HekoppekTHou DILIIT

VIII. ITopsanok AeicTBHI B HEIITATHBIX CUTYAI[AIX

20. IIpu uHpOPMAIITMOHHOM B3aUMOJCHCTBUU B paMKax OOIIEro MpoIlecca BEPOSTHHI
HEIITaTHbIE CUTYalllH, Korjga o0paboTKa TaHHBIX HE MOKET ObITh MPOU3BEACHA B OOBIYHOM
pexume. HemratHple cuTyaliuu BOZHUKAIOT MPU TEXHUYECKUX COOSAX, UCTEUEHUH BPEMEHU
OXKMJAHHUS M B MHBIX ciydasx. I mnosiydeHuss Y4YacCTHHKOM OOIero mnpouecca
KOMMEHTApUEB O IPUYMHAX BO3ZHUKHOBEHHUs HEIITATHOM CUTYallMM M PEKOMEHJALUN 110 €€
Pa3peIICHUI0 NIPEAYCMOTPEHA BO3MOXHOCTh HANPABJICHHS COOTBETCTBYIOLIETO 3ampoca B
CIyk0y MOAAEpPKKM HHTETPUPOBAHHOM HH(POpPMAMOHHON cucremsl Epazuiickoro
PKOHOMHUYECKOro coro3a. O0mue peKoOMeHJaluuu MO Pa3pelieHUI0 HEIITaTHOW CHUTyalluH
npuBeieHsI B Tabuie 10.

21. YIOTHOMOYEHHBIN OpraH rocyJ1apcTBa-yjieHa IPOBOJUT MPOBEPKY COOOIIEHUS, B
CBA3M C KOTOPBIM IOJYyYE€HO yBedoMiieHHEe 00 omuoOke, Ha cooTBeTcTBHE ONUCAHUIO
(GbopMaToB U CTPYKTYp SJIEKTPOHHBIX IOKYMEHTOB M CBEJICHUIN U TPeOOBAHUSIM K KOHTPOIIIO
cooOuIeHni, ykazanHbIM B pazzaene [X Hactosmero Periamenra. B ciydae ecinu BBISBIEHO
HECOOTBETCTBUE YKa3aHHBIM TpeOOBaHMSM, YINOJIHOMOYEHHBIH OpraH rocyJapcrBa-ujieHa
MIPUHUMAET BCE HEOOXOAMMBIE MEPBI JIJIsl YCTPAHEHUS BBIABICHHON omMOKU. B ciydae eciu
HECOOTBETCTBHUI HE BBISBJICHO, YIIOJTHOMOYEHHBIN OpraH rocyJapCTBa-4wICHA HANpPABIISIET
COOOIIEHHE C ONHWCAHMEM JTOW HEWTAaTHOM CHUTyaUMd B CIYXOy MOJIJIEPKKH

WHTETPUPOBAHHON HHPOPMAIIMOHHOM cucTeMbl Epa3niickoro 5JKOHOMUYECKOTO COI03a.
Ta6muma 10

JleficTBHS B HEINTAaTHBIX CATYALMAX

Kon nemrraTHOM cuTyaunu

P.EXC.002

Onucanue HEMTATHOH
CUTYaIlH

2

MHULMATOP IBYCTOPOHHEH
TpaH3aKIUH  00IIero
mporecca He MOIy4Yui
COOOIICHNE-0TBET TI0CIIE
HCTCUYCHUS
COTJIACOBAaHHOTO
KOJIMYEeCTBA TIOBTOPOB

IIpuuuHbl HemTaTHON

CUTyalun

3

TeXHUYECKHE cOou B
TPAaHCIIOPTHON CHUCTEME
WIH CUCTEMHas oIlmnOKa
MIPOTPaMMHOTO
obecrneyeHus

Onucanne OeicTBHIA MpH
BO3HHKHOBCHHUH
HELLTAaTHON CUTyaluu

4

HEOOXOJUMO HANpPaBUTh
CIyX0y
TEXHHYCCKOW TMOAEPIKKH

3ampoc B

HalMOHAIEHOTO CETMEHTa,
B KOTOPOM
chopMHUPOBAHO
coobmienne

OBILIIO

HHUIMATOPY TPaH3aKIHH
obmero mporecca
HE0OXO0AUMO
CHHXPOHU3HPOBATH



HCIOJb3yEeMBbIE
CIIPAaBOYHUKH "
KITacCU(PUKATOPHl  WITH

HE CHHXPOHH3UPOBAHBI
o0HOBUTE XML-cxembl

CIIPAaBOYHUKH u
AIIEKTPOHHBIX JOKYMEHTOB
MHUIUATOP TPaH3aKIHH  gyaccudUKATOPBI MIH HE p ) TOKY
P.EXC.004 ob1wero mporecca MoIyInI oguopaenst XML-cxembl (cBencHu).
YBEIOMIICHIE 06 OUIMOKE  51ekTpOHHBIX JOKYMEHTOB Ecnn  cipaBouHukd M
(cBenenuii) KJ1accu(pUKaTOPHI
CHHXPOHU3UPOBAHBI,

XML-cxeMbl 3J€KTPOHHBIX
JIOKyMCHTOB (CBEICHIIH)
OOHOBJIEHBI, HEOOXOIUMO
HalnpaBUTh 3ampoc B
cnyx0y  TMOAACPKKH
NPUHUMAKIETO
y4acTHHKA

IX. TpeboBaHHA K 3aIOIHEHHIO IEKTPOHHBIX JOKYMEHTOB M CBEAECHHUH

22. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeAeHUM) "
CBelleHUSI O BBISIBJICHHBIX HEXKENATENIbHBIX pPEaKIUsAX Ha JIEKAPCTBEHHBbIE MpemapaThl” (
R.HC.MM.04.001), nepenaBaembix B cooOmeHnu "CBeieHUs 0 HEXeTaTeIbHON PeaKiuK WIK

coobmierne 0 HeAh(HEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA JIJIsl BKIIIOYEHUS B €AUHYIO 0a3y
nauubix" (P.MM.04.MSG.001), npuBeaens! B Tabauie 11.
Tabmumua 11

TpeOoBaHus K 3alOJHEHHI0 PEKBU3UTOB JJIEKTPOHHBIX JAOKYMEHTOB (CBeneHuil) "
CBelleHMSI O BBISIBJICHHBIX HEXENATEIbHBIX pPEaKIUsAX Ha JIEKAPCTBEHHBbIE MpernapaThl” (
R.HC.MM.04.001), nepenaBaembix B coobOmieHnu "CBeieHUsI 0 HeXeIaTeIbHON peakiuy WK
coobmieHune o HeAh(HEKTUBHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA JIJIsl BKIIOUEHUS B €IUHYIO 0azy
naHapIX" (P.MM.04.MSG.001)
Kox tpeboBanus DopMynrpoBKa TpeOOBaHU

B 3JICKTPOHHOM COOOIIEHUH JO/DKEH MepenaBaThes |
pexkBu3uT "CBeleHUS O HEeXeJlaTeJIbHOM peakiuu Win
1 coobmeHnn o HeI)PEKTUBHOCTH JIEKAPCTBEHHOTO
cpexctpa" (hccdo:
IndividualCaseSafetyReportsRecordDetails)

pekBu3utr "HauanpHas pmara u Bpemsa" (csdo:

2 StartDateTime) 1oymkeH OBITH 3aII0JIHEH
3 pexBm3utr "Komewnas pmara u Bpemsa" (csdo:
EndDateTime) He 3anoiHseTCs
B €IMHON 0a3e JaHHBIX HE JIOJDKHBI COJEpXKaTbCs
CBEJICHUS C TAKUMH
K€ 3HAUCHHUSIMH PEKBU3UTOB!
"Koxa crpanst”" (csdo:UnifiedCountryCode); "Homep
ordera no 6e3zonacuoctu" (hesdo:SafetyReportld)
B COCTaBE CJOXHOTO pekBu3uta "CBeneHus o
4 HEXENaTeJbHOH peakuuu WIM COOOMIEHHH O

Hea(pPEeKTUBHOCTH JIEKapCTBEHHOTO cpezcTBa’



10

11

(hcedo:IndividualCaseSafetyReportsRecordDetails), B

KoTopbIx pekBu3uT "Koneunas mara u Bpemsa" (csdo:
EndDateTime) He 3amojiHeH, a TakKe MEHBIIHM

3Ha4YeHneM pekBm3nuTa "HavanpHas gata u Bpems'" (csdo
:StartDateTime)

3HaueHne pekBu3nTa "MneHTH(uKaTop MpeaslIyIero
coobmennss o HexenatenpHOi peakmuu” (hesdo:
PreviousTransmissionld) A0MKHO COOTBETCTBOBATH
3HaYeHUI0 pekBu3nTa "Homep oTdera 1mo 6€30mMacHOCTH
" (hcsdo:SafetyReportld) B emuHoi 0a3e JaHHBIX

pexBusut "Kop crpansr”" (csdo:UnifiedCountryCode) B
cocTaBe cloxHOro pekBuzuTa "Anpec" (ccdo:
SubjectAddressDetails) B coctaBe CI0XXHOTO peKBH3HTA
"CBezieHHsI 0 TIEPBUYHOM MCTOYHHKE, TIPEOCTABUBIIIEM
uHpopManuio o HexenarenbHoi peakuuu" (heedo:
PrimarySourceDetails) 1oimkeH ObIT 3aI10JIHEH

B DJIGKTPOHHOM COOOIIEHUH IOJDKEH OBITh 3aIloiTHEH
xoTst Obl 1 osKk3emIurip pexBm3uta "CBeneHUs o

JEKapCTBEHHOM IperapaTte B COOOIIEHHH O

HeXeJlaTeJlbHO’ peakiuu" (hccedo:
DruglnformationDetails), y koToporo 3HaueHue

anemenTa "Koa poiM NEeKapCTBEHHOTO IperapaTra B
coobmennn o HexenarenpbHo peaknuu” (hesdo:
DrugRoleCode)  cooTrBercTByeT  3HadeHuo "
nogo3peBaemoe”, ""comyTcTBytomiee" niK "mpemnapar He
BBOMIICA"

3HaueHue peksusnta "Kom Ttmma cooOmeHus o
Oe3omacHOoCcTH InekapcTBeHHOro mpemnapata” (hesdo:
ReportCode) mOMKHO COOTBETCTBOBATH OJHOMY W3
CIEAYIOMIMNX 3HAYCHUI:

01 — cnoHTaHHOE COOOIIEHHE;

02 — otueT 00 HCCIIeT0BaHUSIX;

03 — npyroe;

04 — HEeW3BECTHO OTIIPABUTEIIO

3HaueHue pekeusuta "Kox Buma ormpasutens” (hesdo:
CaseSenderCode) 10KHO COOTBETCTBOBATH OJJHOMY U3
CIIEIYIOIIMX 3HAYCHHIA:

1 - perynsatop;

2 - npyroi

pexBu3utr "Konm aHHymupoBaHHWS (MCIpaBICHUS)

coobmeHust o HexenarenabHol peakuu" (hesdo:
ReportNullificationCode) gomkeH OpUHHMATH

CJIE/TyFOIIe 3HAYCHNUS:

1 - coolmeHne O HEXEIaTeIbHON peakuuu

AHHYJIMPOBAHO;

2 - cooOlIeHe 0 HeXeaTeIbHON peakuy UCIIPABIEHO

ecnn pexBm3uT "Kopn aHHynmupoBaHUs (MCTIpaBICHNUS)
coobmiennst o HexenarenpHoit peakiuu” (hesdo:
ReportNullificationCode) 3amonHeH, TO peKBU3UT "
[IpyuvHa aHHYJIMPOBAaHUS WM UCHPABICHUA

coobmernst o HexenatenpHoi peakuu” (hesdo:
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13

14

15

16

ReportNullificationReasonText) nomken ObITH
3aI0JIHCH

ecnu  pekBusut "Kom Buma azapeca" (csdo:
AddressKindCode) B cocraBe CI0)KHOTO PEKBH3HMTA
Anpec" (ccdo:SubjectAddressDetails) 3anosneH, To ero
3HaYCHHE JOJDKHO COOTBETCTBOBATb OJHOMY U3
CIEYOIINX 3HAYCHHIA:

"

1 — "anpec peructpauun";
2 — "dakruaeckuii axpec';
3 — "mouroBsIit agpec”

3HaueHue pekBusuta "Kona Buma kBammdpukanuu
NMEPBUYHOTO NCTOYHHKA, nmpeaoCTaBUBIICTO
HH(POPMALIUIO O HEXKEIATSIILHOW peakiiuu"
(hcsdo:PrimarySourceKindCode) JOJDKHO
COOTBETCTBOBATh OJJHOMY M3 CIICAYIOIINX 3HAYCHUMH:
01 — Bpay;

02 — mpoBu30p, GapmarieBT;

03 — gpyroi crienuanuct B 00J1aCTH 3paBOOXPAaHEHHUS;

04 — ropucr;
05 — motpebuTens WIM WHOW HE MEIUIIMHCKUUN
paboOTHUK

B pexkBusuTe "CBeJeHUsI 0 HEXeJaTeJIbHON peakuuu
Wi cooOmeHnu 0 Hed(pPEeKTHBHOCTH JIEKapCTBEHHOTO
cpexctpa" (hccdo:
IndividualCaseSafetyReportsRecordDetails) momxen
OBITh 3aloJIHEH OAMH pekBU3UT "CBeleHHs o
MEpBUYHOM  HWCTOYHHKE,  IPEJOCTaBUBIIEM
nHpopMannio o HexenarenbHOH peaknuun" (heedo:
PrimarySourceDetails) ¢ pexBusutom "llpusHax
MEPBUYHOTO  HCTOYHHWKA, IPEJOCTABUBLIETO
uHpopMaiuio o HexenatenpHoi peaknuu" (hesdo:
PrimarySourcelndicator), npuHUMarOUMM 3HaueHHe "
true

ecimn pekBu3uT "lIpW3HAK TEPBHUYHOTO HCTOYHUKA,

MIPEAOCTaBUBLIET0 HH(OPMALMIO O HEXelaTeIbHOH

peakiu" (hesdo:PrimarySourcelndicator) mpuHumaet
sHauenue "true" pexBusur "Kox crpansl" (csdo:
UnifiedCountryCode) B cocTtaBe CIOKHOTO peKkBHu3uTa "
CaezeHMsI 0 HeXeNaTeNbHON PeaKUy WIN COOOIIECHUN
0 HerhGeKTUBHOCTH JieKkapcTBeHHOTO cpeactsa’ (hcedo
:IndividualCaseSafetyReportsRecordDetails) momken

OBbITh 3aII0JIHEH

3HaueHue pekBu3uTa "Kox Tuma koppecnoHIeHTa
coobmennss o HexenatenpHOi peakmuu” (hesdo:
CorrespondentCode) TOMKHO COOTBETCTBOBATH OAHOMY
U3 CIEAYIOIUX 3HAUYECHU !

01 — ¢papmareBTHYECKAsT KOMIIAHNUS;

02 — yrmoTHOMOYEHHEIH OpraH TocyJapcTBa-4IeHa;

03 — cmenmanucT B 001aCTH 31PaBOOXPAHCHIS,

04 — pernoHaBHBIN HEHTP hapMaKOHAI30PA;

05 — pernonanpHbIi coTpynHUYaromuii nentp BO3;
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18

19

20

21

22

23

06 — apyroit (Hampumep, AUCTPHOBIOTOP WM Apyras
OpraHu3aIms);
07 — marmeHT WM MoTpeduTeNh

€CJIM B COCTaBe CIOXXHOro pekBm3uTa "CBeJeHUs O
nepxarene  (3asBUTEE)  PETHCTPALIMOHHOTO
ynocTtoBepeHus" (hccdo:
RegistrationCertificateHolderDetails) pexBusut "Anpec
" (ccdo:SubjectAddressDetails) 3amonaHeH, TO peKBU3UT
"Kon crpansr" (csdo:UnifiedCountryCode) B ero
COCTaBe JIOJDKEH OBITh 3aIOHEH

€CIM B COCTaB€ CIIO)KHOTO pekBu3uTa "CBeneHus o
nepxarene  (3asBHTENE)  PETHCTPALIMOHHOTO
ynocToBepeHU" (hccdo:
RegistrationCertificateHolderDetails) pexBusut "Anpec
" (ccdo:SubjectAddressDetails) 3amosHeH, To peKBU3UT
"Kon Buma ampeca" (csdo:AddressKindCode) B ero
COCTaBe JIOJDKEH OBITh 3aIl0JTHEH

€ClIi B COCTaBe CJIOKHOTO pekBusuta "CBeaeHHsS O
nepxartene  (3asABHUTENE)  PETHCTPALMOHHOTO
ynocToBepeHusn" (hccdo:
RegistrationCertificateHolderDetails) pekBusut "Anpec
" (ccdo:SubjectAddressDetails) 3amonHeH, TO B €ro
cocTaBe JIOJDKEH OBITh 3amoiHeH pekBu3uT "T'opox" (
csdo:CityName) nimn pexBusuT "HaceneHHBIH mMyHKT" (
csdo:SettlementName)

€CJIM B COCTaBe CIOXXHOro pekBu3uTa "CBeJeHUs o
JIepxarene  (3asgBUTENE)  PErHMCTPallHOHHOTO
yaocToBepeHusa" (hccdo:
RegistrationCertificateHolderDetails) pexBusut "Anpec
" (ccdo:SubjectAddressDetails) 3amonHeH, TO peKBU3UT
"Vauma" (csdo:StreetName) B ero cocraBe IOIKCH
OBITh 3aIlOJIHEH

ecnu pekBu3HT "CBeAeHHs O Aepiarelne (3asBUTENE)
perucTpanuoOHHOTO yaocToBepeHus" (hcedo:
RegistrationCertificateHolderDetails) 3amomHen, To
pexBusut "Kox crpansr”" (csdo:UnifiedCountryCode) B
€ro COCTaBe JIOJDKEH OBITh 3aI0JHEH

ecnu pekBu3HT "CBefeHHs O Aepikarelne (3asBUTEINE)
PErUCTPariOHHOTO yaocToBepeHus" (hcedo:
RegistrationCertificateHolderDetails) 3anonneH, To B
€ro COCTaBe JIOJDKEH OBITh 3alOJIHEH PEKBU3HT
HaumenoBanue xo3sicTByromero cyobekra" (csdo:
BusinessEntityName) u (umu) pexBuzut "Kparkoe
HaMEHOBaHHE XO3sHicTByromero cyonekra" (csdo:
BusinessEntityBriefName)

B coctaBe pekBusuToB "Kom ctpanwe" (csdo:
UnifiedCountryCode) wunu  "Kox  cTpansl

BO3HUKHOBeHHUs1 HexkenatenbHoH peakuuu" (hesdo:
EventOccuredCountryCode) 3Hauenwe atpubyra "
Wnentuduxarop cmnpaBounuka (kiaaccupuxaropa)" (
atpubyt codeListld) mommkHO comepkaTh KOIOBOE
o0o3HaueHne kiaccupukaropa CTpaH MUpa,
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25

26

27

28

29

ykazanHoro B paznene VII [IpaBnn nHpopManumonHoro
B3aNMOAEHCTBUS

st 3amnonHeHus pekBu3uToB "Kom crpambsl”" (csdo:
UnifiedCountryCode) wunu  "Kom  crTpansl
BO3HHMKHOBEHHUs HexenarenbHol peaknuu" (hesdo:
EventOccuredCountryCode) MOMKHBI HCIIONBE30BATHCS
3HAYEHHUsS, COOTBETCTBYIOIIME KOIY CTpaHbl U3
Kiaccu(ukaTropa cTpaH MHUpa, COJCPIKAIIETro IepeUeHb
KOJIOB U HAMMEHOBAHUIA CTPaH MUpa B COOTBETCTBHUHU CO
cranaaptom [SO 3166-1

ecnu pexBu3uT "Macca" (csdo:UnifiedMassMeasure)
3aloNHeH, TO 3HaueHue arpudyra "Umentudukatop (
ClipaBOYHHMKA)  Kiaccupukaropa"  (aTpubyr
measurementUnitCodeListld) B ero cocraBe nomkHO
coJiepKaTh KOJOBOe 00O3HAa4YeHHE Kiaccu(uKaropa
eaunun usMepenus OOH, ykasanHoro B pasgene VII
[IpaBmi1 MHGOPMALMOHHOTO B3aUMOICHCTBHS

ecin pexBu3uT "Macca" (csdo:UnifiedMassMeasure)
3aroJIHeH, TO 3HaYeHue aTpudyTa "Enunania nsmepeHus
" (atpubyt measurementUnitCode) B ero cocrase
JIOJDKHO COOTBETCTBOBATH KOy SIIMHUIIBI H3MEPEHUSI U3
knaccudukaropa exuauI n3mepernss OOH

eci pexBu3uT "Bricota" (csdo:UnifiedHeightMeasure)
3aIlofIHEeH, TO 3Ha4yeHue arpubyra "Mnentuduxarop (
CIpaBOYHMKA)  Kkinaccudukaropa"  (aTpubyT
measurementUnitCodeListld) B ero cocraBe nomkHo
coJepkaTh KOIOBOe OOO3Ha4YeHHE KiaccHU(HuKaTropa
ennann usMeperns OOH, ykazannoro B paszene VII
[IpaBun nHOOPMAIIIOHHOTO B3aUMOICHCTBUS

ecn pexBu3uT "Bricota" (csdo:UnifiedHeightMeasure)
3aM0JIHEH, TO 3HaUYeHHe aTprbyTa "EnuHuna n3MepeHus
" (arpumbyt measurementUnitCode) B ero cocraBe
JOJDKHO COOTBETCTBOBATH KO SIMHUIIEI U3MEPEHHUS U3
kinaccupukaropa eaunuil m3meperns OOH

B COCTaBe CJIOXHBIX pPEeKBU3UTOB "PesynbTar
BBITIONTHEHUS Ta0OPAaTOPHBIX M HWHCTPYMEHTAIBHBIX
uccnepopanmii”  (hesdo:InvestigationMeasure),
PazoBas mo3a mpuema sekapcTBeHHOTO mpemapata (
hcsdo:SingleDoseMeasure), "CoBokymHas [103a

n

JIEKapCTBEHHOTO IIpernapaTa OT Hayajla IpuemMa o
Havdaia HEXeJIaTeIbHOU peakuuu" (hcsdo:
CumulativeDoseMeasure), "/lo3npoBka (KOHIEHTpaIHs
)" (hesdo:SubstanceMeasure) atpubyT "Kox exuHUIIB
W3MEpEeHUs JO3WPOBKH M KOHIEHTpauuu" (aTpulyT
SubstanceMeasureCode) IT0KEH COOTBETCTBOBATH
KOJy M3 KIacCHPHUKATOpa CIUHHUII H3MEPEHHsI
JIO3UPOBKH M KOHI[CHTPALIUH JICHCTBYIOIIUX BEIICCTB B
COCTaBE JICKAPCTBEHHBIX [IPENapaToB

ecnu 3HaueHre atpubyTa "Kon emuHUIBI m3MepeHus
JO3UPOBKM W  KoHueHTpauuu"  (atpulbyTt
SubstanceMeasureCode) B cocTaBe CIIOXKHBIX
PEeKBU3UTOB "Pe3ysbTaT BHITOJIHEHNUS Ta0OPATOPHBIX U
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WHCTPYMEHTAJIBHBIX uccienoBanui” (hesdo:
InvestigationMeasure), "PazoBas mo3a mpuema

JIeKapCTBEHHOTO mpemnapara" (hesdo:
SingleDoseMeasure), "CoBoKymHas o3a
JIEKapCTBEHHOTO TIpernapaTa OT Hayala MpuemMa 10
Havasa HEXeJIaTeIbHOU peakuuu" (hcsdo:
CumulativeDoseMeasure), "BemuuwHa eIUHUIIEI
JO3UPOBAHUS (koHIEeHTpanun)" (hesdo:

DosageUnitMeasure) i "J{o3upoBka (KOHIICHTPALIN)
" (hcsdo:SubstanceMeasure) COOTBETCTBYET 3HAYCHHIO
"npyroe", To aTpuOyt "HanmMeHOBaHWE €IMHUIILI
U3MEpPEeHHs] O3MPOBKH W KOHIeHTpauuu" (arpulyt
SubstanceMeasureName) 3amoHsAETCs 0053aTEIBHO

ecnu 3HaueHue pekBm3uTa "Kom THma cooOImIeHus o
6e3omacHocTn nekapcTBeHHOro mnpemnapata” (hesdo:
ReportCode) coorBeTcTBYyeT 3HaueHuio "mpyroe", TO
pexkBu3uT "HauMeHoBaHME THIA COOOLIECHUS O
Oe3omacHocTH JNekapcTBeHHOro mnpemnapata” (hesdo:
ReportName) 3anonHsiercs: 00s3aTeIbHO

ecnu 3HaueHue pekBusnTa "Koj kputepust cepbe3HOCTH
peakuun"
(hcsdo:EventLevelSeriousnessCriteriaCode)
COOTBETCTBYET 3HAauY€HUIO "Apyrue 3HAYUMBIE
nocneAcTBUs", To pekBU3UT "HanMeHoBaHUE KpUTEpUS
CEepPhE3HOCTH  HEXEJaTeJIbHON  peaknuu Ha
JeKapCTBECHHBIN npemapat"” (hesdo:
EventLevelSeriousnessCriteriaName) 3amoJiHIETCS
00s13aTeNbHO

ecii 3HayeHue pexBusnTa "Kox Tma ucciaenoBanus, B
KOTOpOM HaOmoaanack HexenarenbHas peakuus” (
hcsdo:StudyEventKindObservedCode) cootercTByeT
3HaYEHUIO0 "NIpyrue HCCIeAOBAHHUA", TO PEKBU3HUT
HaumenoBanue THma HCCII€A0OBaHUA, B KOTOPOM

HaOmromanack HexkenatenbHas peakuusa"  (hesdo:
StudyEventKindObservedName)  3amosiHsieTcst
00s13aTeNbEHO

eciu pexkBu3ut "Ilon" (csdo:UnifiedSexCode) 3anosuaen
, TO 3HaYeHue aTpulyra "M neHTudukarop cnpaBoYHHKa
(xnaccugukaropa)" (arpudyt codeListld) B ero cocrase
JOJDKHO  COAepXaTh KOJAOBOE 00O3HauYeHHUE
Kiaccu(uKaTopa BHAOB OHOJIOTHYECKUX IOJIOB,
ykazanHoro B pasgene VII [IpaBui napOpMAImoHHOTO
B3aUMOJENCTBUSA

eciu pexkBm3ut "[lon" (csdo:UnifiedSexCode) 3anonuen
, TO €ro 3HAa4YeHHWE JOJKHO COOTBETCTBOBATH KOIY
OMOJOTHYECKOTO0 Iojiia U3  Kiaccuukraropa
OMOIOTUYECKUX TIOJIOB

€CJIM CJIOXKHBIA pekBU3UT "CBeleHrs 0 HAUMEHOBaHUU
nekapctBeHHoro cpenctea" (hccdo:DrugNameDetails)
3aI0JHECH, TO €r0 COCTaBE JOJDKEH OBITH 3allOJIHCH
pexBusut "Koxm  HamMeHOBaHWUA  aKTHUBHOM

tdapmanestuueckoit cyocrannuu” (hesdo:DrugCode)
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ni "HaumeHoBaHne akTHBHOW (hapMaleBTHYECKOH
cyocrannun” (hcsdo:DrugName)

ecnn pekBm3uT "Kom HamMeHOBaHHMS aKTUBHOM
(dapmarnestrueckoi cyocraniuu" (hesdo:DrugCode) B
COCTaBe CIOXHOro pekBusuta "CBeneHHS O
HaMMEHOBaHMH JIEKapCTBEHHOTO Mpenapara (cpeicTsa)"
(hccdo:DrugNameDetails) 3amoxaeH, To ero 3Ha4eHUE
JOJDKHO COOTBETCTBOBATH 3HAUEHMIO M3 CHPABOYHHKA
MEKIYHApOJHBIX HEMAaTEHTOBAHHBIX HAaUMEHOBAHUI
JE€KapCTBEHHBIX CPEICTB, CIIpaBOYHHKA
IPYNIUAPOBOYHBIX, OOLIENPUHATHIX W XUMHYECKHX
HaMMEHOBaHUH JIEKAPCTBEHHBIX CPEACTB, CIIPAaBOYHHKA
HAaUMCHOBAHWH TOMEONATHYECKOTO MaTepHana HIN
CIPaBOYHHKA JIEKAPCTBEHHOTO PACTUTEIHHOTO CHIPHS, a
3HaueHne arpudyra "Vaentnukarop crmpaBodHHKA (
kiaccudukaropa)" (arpudyt codeListld) B ero cocrase
JOJDKHO  COJEpXaTh KOJOBOE 00O3HAaYeHHE
COOTBETCTBYIOIIETO CIIPaBOYHKKA, YKa3aHHOE B pa3Jiene
VII IlpaBui nHPOPMAMOHHOTO B3aUMOJICHCTBHS

ecimu  pekBu3uT "CBegeHus 00 aKTHUBHOU
(dbapmarieBTHUYECKO CyOCTAaHIIMM B  COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcedo:
ActiveSubstanceDetails) 3amonHeH, To B ero cocraBe
JOJKCH OBITH 3amoiHeH pekBm3uT "Kon akTuBHOM

(hapmaneBTHICCKON cyoctanun" (hcsdo:
ActiveSubstanceCode) nnm "HanMmeHoBaHNUE aKTUBHOM
(dhapmareBTHYECKON cyocranuu" (hcsdo:
ActiveSubstanceName)

ecnu pexkBU3UT "CBeOeHHUsT O BCIIOMOTraTEIbHOM
BEIIECTBE B COCTaBE JIEKAPCTBEHHOTro mpemapaTa" (
hcedo:AuxiliarySubstanceDetails) 3amonHeH, To B ero
CcoCTaBe JOJKEH OBbITh 3amoyiHeH pekBu3uT "Kop
BCIIOMOTATEJIbHOTO BEIIECTBA, BXOASAILIETO B COCTaB
JEKapCTBEHHOTO npenapara" (hcsdo:
AuxiliarySubstanceCode) wunu "HanmeHoBanme
BCIIOMOTATEIHHOTO BEIIECTBA, BXOJSIIETO B COCTaB
JIeKapCTBEHHOTO npemnapara" (hesdo:
AuxiliarySubstanceName)

ecnu pexBU3UT "CBeOeHHUsT O BCIIOMOTraTeIbHOM

BEIIECTBE B COCTaBE JIEKAPCTBEHHOTO mpemapaTa" (
hcedo: AuxiliarySubstanceDetails) 3anonseH, To B ero
CcOoCTaBe JOJKEH OBITh 3amosiHeH pekBu3uT "Kop
(YHKIIMOHATIBHOTO HA3HAYCHHS BCIIOMOTaTEIbHOTO
BemecTBa" (hcsdo:FunctionalPurposeCode)  win

HauveHnoBanne (QyHKIIMOHATBLHOTO HA3HAYCHUS

BCIIOMOTaTEIbLHOTO BemecTra" (hcsdo:
AuxiliarySubstanceName)

ecni 3Ha4eHue pekBusura "Kon GyHKIMM HHrpeareHTa
B cocTaBe JiekapcTBeHHoro mpemapara"” (hcsdo:
DrugSubstanceRoleCode) wunm  pexBuszura "
HaumMenoBanne ¢(yHKUWM WHTpEIHEHTa B COCTaBe

JeKapCTBEHHOTO npemnapara" (hesdo:
DrugSubstanceRoleName) cooTBeTcTByeT 3HaueHHIO "
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JeICTByIOIEE BEIIECTBO", TO B COCTABE CIOXKHOTO
pexBm3uTa "CBeneHUs 00 WHTPEAMEHTE, BXOISIIEM B
coctaB  JekapctBeHHoro  mpemaparta"  (hccedo:
DrugSubstanceDetails) momken OBITH 3amoIHEH
pexBu3uT "CBeieHus 00 akTHBHOW (hapMalleBTHYeCKOU
cyOCTaHIIMM B COCTaBe JIGKAPCTBEHHOTO Ipemnapata’ (
hcedo: ActiveSubstanceDetails)

ecnn 3HaYeHne peksm3uta "Koa ¢pyHKINM MHTpeTueHTa
B cocraBe JekapcTBeHHoro mpemapata" (hesdo:
DrugSubstanceRoleCode)  wunu  pexBuszuta "
HaumeHnoBanue (yHKIMHM MHIpEIUEHTa B COCTaBe
JEKapCTBEHHOTO npenapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYeT 3HaueHHIO "
IEHCTBYIOIIEe BEMEeCTBO", TO B COCTAaBE CIOXKHOTO
pexBusuta "CBeneHHs 00 MHTPENUEHTE, BXOAAIIEM B
coctaB  JjekapctBenHoro  mpemapara"  (hcedo:
DrugSubstanceDetails) pekBusutbl "CBefeHHS ©
BCIIOMOTATEeILHOM  BEIIECTBE B  COCTaBe
JI€KapCTBEHHOTO npenapara" (hccedo:
AuxiliarySubstanceDetails) u "HanmeHnoBanme
peareHTa, BXOJSIIEr0 B COCTaB JICKAPCTBEHHOTO
npenapara" (hcsdo:ReagentName) He 3amonHsroTcst

ecni 3HadeHue pekBu3nuTa "Kox (GyHKIMM HHrpeareHTa
B coctaBe JekapcTtBeHHoro mpemnapara" (hesdo:
DrugSubstanceRoleCode) wunm  pexBuszura "
HaumenoBanue (yHKIMH WHTPEIUSHTa B COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYeT 3Ha4YCHHIO "
BCIIOMOT'aTeNIHOE BEIIECTBO', TO B COCTAaBE CIOXHOTO
pexBm3uTa "CBeneHUs 00 WHTPEAMEHTE, BXOISIIEM B
coctaB  JekapctBeHHoro  mpemaparta"  (hcedo:
DrugSubstanceDetails) momken OBITH 3amoTHEH
pekBu3uT "CBeIEeHUS O BCIIOMOTATEIbHOM BEIIECTBE B
coctaBe JekapcTtBeHHoro mpemnapata"  (hcedo:
AuxiliarySubstanceDetails)

eciy 3HaYeHne peksm3uta "Kon ¢GyHKINM MHTpeTueHTa
B cocTtaBe JekapcTtBeHHoro mpemnapara" (hcsdo:
DrugSubstanceRoleCode)  wuau  pexBusuta "
HaumeHnoBanue (GyHKIMHM MHIpEIUEHTa B COCTaBe
JIeKapCTBEHHOTO npemnapata" (hesdo:
DrugSubstanceRoleName) cooTBeTcTBYeT 3HaueHHIO "
BCIIOMOTaTeNIbHOE BELIECTBO", TO B COCTABE CIOKHOTO
pexBusuta "CBeneHus 00 MHTpPENUEHTE, BXOAAIIEM B
coctaB  JjekapctBenHoro  mpemapara"  (hcedo:
DrugSubstanceDetails) pexBusutsl "CBeneHus 00
aKTHBHOW (papMaleBTHYEeCKOH CyOCTaHIIMM B COCTaBe
JEKapCTBEHHOTO npenapara" (hccedo:
ActiveSubstanceDetails) n "HanmenoBanue peareHra,
BXOJAIIETO B COCTaB JIGKAPCTBEHHOTO mpemapara’ (
hcsdo:ReagentName) He 3amomHsIOTCS

ecn 3HadeHue pekBu3nuTa "Kox GyHKIMM HHrpeareHTa
B cocraBe JiekapcTBeHHoro mpemnapara” (hcsdo:
DrugSubstanceRoleCode) wunm  pexBuszura "
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HaumenoBanue ¢(yHKIMHM MHIpEeJUEHTa B COCTaBe
JeKapCTBEHHOTO npenapara" (hcsdo:
DrugSubstanceRoleName) cooTBETCTBYeT 3HAYCHHIO
pearent", To B cocraBe pekm3urta "CemeHus 00

n

WUHTPEIUEHTE, BXOAAIIEM B COCTaB JICKAPCTBEHHOTO
npenapara” (hccdo:DrugSubstanceDetails) momxen
OBITH 3amoyiHeH pekBU3HT "HauMeHOBaHUE peareHTa,
BXOJISIIEr0 B COCTAB JIGKAPCTBEHHOTO mpernapara”
(hcsdo:ReagentName)

ecyn 3HaueHne peksm3uta "Koa ¢pyHKINM MHTpeueHTa
B cocTtaBe JekapcTBeHHoro mpemapara” (hcsdo:
DrugSubstanceRoleCode)  wunu  pexBusuta "
HaumMeHnoBanue ¢(yHKIHH HHTpEIHEHTa B COCTaBe
JI€KapCTBEHHOTO npenapara" (hcsdo:
DrugSubstanceRoleName) cooTBeTcTBYyeT 3HaUYCHHIO "
peareHT", TO B COCTaBe CIIO)XHOTO pEKBU3HTA
Ceenenust 00 WHTPEIMEHTE, BXOJAIIEM B COCTaB
JIEKapCTBEHHOTO npemnapara" (hcedo:
DrugSubstanceDetails) pexBusutsl "CBeneHust 06

aKTHBHOM (papMaleBTHYECKOH CyOCTaHIIMM B COCTaBe

JeKapCTBEHHOTO mpemapara" (hccedo:
ActiveSubstanceDetails) wu  "CBenmenus o
BCIIOMOTATEILHOM  BEIIECTBE B  COCTaBe
JIEKapCTBEHHOTO npemnapara" (hcedo:

AuxiliarySubstanceDetails) He 3amonHsroTCs

ecnu pekBU3UT "KoJ BCIOMOraTeiIbHOIO BEIIECTBa,
BXOJAIIETO B COCTaB JIGKApCTBEHHOTO mpemapara’ (
hcsdo: AuxiliarySubstanceCode) B cocTtaBe CIIOKHOTO
pexBu3uTa "CBeZeHUS O BCIIOMOTaTeIbHOM BEILIECTBE B
cocraBe JsekapctBeHHoro mnpemnapata" (hccdo:
AuxiliarySubstanceDetails) 3arosHeH, To ero 3Ha4eHHE
JOJDKHO COOTBETCTBOBATh 3HAUCHHIO M3 CIPABOYHHKA
IPYNIHPOBOYHBIX, OOMIETIPHHATBHIX M XUMHYECKUX
HalMEHOBAHMH JIEKAaPCTBEHHBIX CPEICTB MM
Kjaccudukaropa BCIOMOTaTENIbHBIX BELIECTB, a
3HavyeHue arpudyra "Vnentudukatop crpaBodHuKa (
knaccudukaropa)" (arpudyt codeListld) B ero coctase
JIOJDKHO COOTBETCTBOBATH 3HAYEHHIO KOJIa YKa3aHHOTO
crpaBoYHHKA (KilaccupukaTtopa) B  peecTpe
HOpPMaTHBHO-CITPaBoYHOM nHpopMannu Coro3a

ecnmu pekBu3uT "Koa (yHKITMOHATBHOTO Ha3HAYCHUS
BCIIOMOTATEIIbHOTO BemecTBa" (hcsdo:
FunctionalPurposeCode) B cocraBe CIOXHOTO

pexBusuTa "CBEIeHHS O BCIIOMOTaTEIEHOM BEIIECTBE B
coctaBe JekapcTtBeHHoro mpemapata" (hccdo:
AuxiliarySubstanceDetails) 3arosiHeH, To ero 3HaueHue
JOJDKHO  COOTBETCTBOBATH  3HAayGHHIO W3
Kkjaccudukaropa (YHKIHOHAIBHBIX Ha3HAUYEHUH
BCIIOMOTATENbHBIX BEIIECTB, a 3HAYEHHE aTpUOyTa
Wnentuduxarop crnpaBounuka (kiaaccuduraropa)” (
atpubyt codeListld) B ero cocrtaBe TOKHO
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COOTBETCTBOBaTh 3HAYCHHWIO KOJa YKa3aHHOTO
crpaBoYHHKa (KimaccupukaTtopa) B  peecTpe
HOPMaTHBHO-CITPaBOYHOM nHpopMannu Coro3a

pexkBu3uT "HanMeHoBaHue X03sicTBYIOIEro cyonekra"
(csdo:BusinessEntityName) B cocraBe CII0XHOTO
pexBusuta "CBenenus 00 OoTIpaBUTENE COOOLICHUS O
HexemarenpHOM peakuuu”" (hcedo:SenderDetails)
JIOJDKEH OBITH 3aIT0JTHEH

"sHayeHue pexBusutTa "Koa Tuma uccienoBaHUs, B
KOTOpOM HaOJoanack HexkenarenpHas peakmus” (
hesdo:StudyEventKindObservedCode)  momkHO
COOTBETCTBOBATH OJJHOMY W3 CIICAYIOIINX 3HAUCHHIA:

01 — xTMHUYECKOE HUCCTIEOBAHUE;

02 — yHIMBUAYATEHOE MCIIOJIF30BAHIE TAIIHCHTOM;

03 — opyrue uccienoBaHus"

ecmn arpuOyt "Kox Tuma BEeTWYHHBI TO3UPOBKH (
KOHIIEHTpanuun)"

(arpudyT SubstanceMeasureTypeCode) 3amonHeH, TO
€ro 3HauYeHHUE JOJDKHO COOTBETCTBOBATH OJHOMY M3

CIEIYIOUINX 3HAUCHUN:

01 — yka3aHa TouHasi BeJIMUMHA JO3UPOBKU;

02 — BenWuYMHA JO3UPOBKU MEHBIIE OO paBHA

YKa3aHHOMY 3HAYCHUIO;

03 — BenauuMHA IO3MPOBKH OoOJibIle JUOO paBHA

yKa3aHHOMY 3HAYCHUIO;

04 — BenWYMHA JO3UPOBKH MEHBIIE YKa3aHHOTO

3HAYCHHUSI,

05 — BenmuumHA MO3UPOBKH OOJIBINEC yKa3aHHOTO

3HAYCHHUS

3HaueHnue atpubyta "Kom Ttmma umenTudukatopa" (
atpudyt idTypeCode) B cocTraBe pekBHU3UTA
Unentudukarop TNalMEeHTa B MEAHIHMHCKOM
yupexaernn” (hesdo:PatientClinicalRecordld) momxHo
COOTBETCTBOBATh OJTHOMY M3 CIICAYIONIHX 3HAYCHUIA:

01 — ocHOBHO# HICHTU(DUKATOP TAINCHTA,;

02 — HOMep 3amucy CHeUalIncTa;

03 — HOMeD 3anmucy MEAULIMHCKOTO YUPEXKICHUS;
04 — HOMEp oOcIIeTOBaHUS

3HayeHne pexBusnTa "Kox Bospactroit rpynmsr” (hesdo
:AgeGroupCode) 10KHO COOTBETCTBOBATH OJJHOMY M3
CIEAYIOMMNX 3HAYECHUI:

00 — o,

01 — HOBOPOKICHHBIIA;

02 — miagenerr;

03 — pebeHok;

04 — mogpocTok;

05 — B3pOCIHBIif;

06 — moxwmmon

3HayeHue pekBu3uTa "Koja mpu3Haka MpoaoiKeHUs

CONMYTCTBYIOIIETO COCTOAHUA HIIN 3a00JIeBaHMs Ha
MOMCHT NpeaACTaBJICHUSA I/IH(I)OpMaIII/II/I o
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HexenatenbHOM peakiuu"  (hesdo:ContinuingCode)
JIOJDKHO COOTBETCTBOBATH OJHOMY W3 CIIEIYOLIHX
3HAYEHUH:

01 — na;

02 — mer

3HaueHuWe pekBusuTa "Kox mpu3zHaka NpoBEACHUS
ayrorncun"

(hcsdo:AutopsyCode) HOMKHO COOTBETCTBOBATh
OJTHOMY M3 CJICAYIOIINX 3HAYCHUIH:

01 — na;

02 — mer

3HaueHue pexBusutra "Koxg Tuma TepmuHa
HEeKeJaTeIbHOM peaKIiy, yKa3aHHOTO oTmpaBuTeneM" (
hesdo:TermKindHighlightedCode) JOJDKHO
COOTBETCTBOBATH OJHOMY U3 CJICAYIOIINX 3HAYCHHN:

01 — na, BBIZIETICH IEPBUYHBIM HCTOYHUKOM, PEAKLIUs HE
cepbe3Has;

02 — HeT, HE BBIJENECH NEPBUYHBIM HCTOYHHKOM,
peaxiys He cephe3Has;

03 — na, BeIAENIEH NEPBUYHBIM UCTOYHHUKOM, peaKLus
cepbe3Has;

04 — Her, He BBIJECJIEH IMEPBUYHBIM HCTOYHUKOM,
peaxius cepbe3Has

3HaueHne peksm3uTa "Kox KputTepus cepbe3sHOCTH
HeXelaTelbHON peakmuu" (hesdo:
EventLevelSeriousnessCriteriaCode) JIOJDKHO
COOTBETCTBOBATh OJJHOMY M3 CJICAYIOIINX 3HAYCHUMH:

01 — npuMeHeHue JIeKapCTBEHHOTO Mpernapara MpUBENIo
K CMEpTH;

02 — mpuMeHeHue JeKapCTBEHHOTO Ipernapara BhI3BaJIO
yTpo3y KU3HH;

03 — morpeboBasiach TOCHHTAIN3ALUS/TIPOITICHHE
TOCTIHUTATH3AUH;

04 — npuMeHeHue JIeKapCTBEHHOTO MpenapaTa MpUBeIio
K  BBIPQKCHHOW  HETPYIOCHOCOOHOCTH  WIIU
WHBAIUTHOCTH;

05 — npuMeHeHue JIeKapCTBEHHOTO MpernapaTa MpUuBeIio
K BPOXKICHHOI aHOMAaJIMU MM IOPOKaM Pa3BUTHS;

99 — npyrue 3HaYUMBIE TIOCIIEICTBHS

3HaueHue pexBu3uta "Koa ucxona HexenarenabHON
peakuun"

(hcsdo:OutcomeReactionCode) JIOTKHO
COOTBETCTBOBATH OJJHOMY W3 CIICAYIOIINX 3HAUCHHIA:

1 — BEI3HOpOBIICHUE O3 TIOCIICCTBHA;

2 — yAyYIICHHE COCTOSHUS;

3 — cocrosiHre O€3 U3MEHEHNI;

4 — BBI3JIOPOBJICHHE C ITOCIICICTBUSIMU;

5 — cMepTs;

0 — HEen3BeCTHO

ectn pekBu3uT "KonrtakTHBI pexBm3uT" (ccdo:
CommunicationDetails) umu pexBm3ut "KOHTaKTHBIH
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pexBu3ut" (hccdo:CommunicationV2Details) 3amomaen
, TO B €r0 COCTaBe JIOJKEH OBITh 3aroJIHEeH PEKBU3UT "
Kon Bunma cBs3u” (csdo:CommunicationChannelCode)
nnn  "HammenoBanme Buma  cBs3u" (csdo:
CommunicationChannelName)

ecmu  pexBu3ut "Kox Bmma cBsa3u"  (csdo:
CommunicationChannelCode) 3amomHeH, TO ero
3HaYCHHE JOJDKHO COOTBETCTBOBATH OJHOMY W3
CIIEyIOLIMX 3HAYEHUI:

AO — "agnpec caiita B cetn aTEepHET";

TE — "tenedon";

EM — "smexTpoHHas moyta";

FX — "renedaxc"

3HaueHHe pekBusnuTa "Kox pesynpraTa BBINOIHEHUS
1a00paTOPHBIX M MHCTPYMCHTAJIBHBIX HCCIeIOBaHUI" (
hcsdo:InvestigationCode) JOMKHO COOTBETCTBOBATH
OTHOMY W3 CIICIYIOIINX 3HAUCHIIA:

1 — MONOKUTENBHBIN;

2 — OTpULATEIbHBI;

3 — MOrpaHUYHBIH;

4 — HeyOeuTeNbHBINH

3HadeHne pekBm3uTa "Kom ponmm JexapCTBEHHOTO
mpenapaTta B COOOIIEHNH O HEeXKeNaTeIbHOU peakuu" (
hcsdo:DrugRoleCode) momKkHO COOTBETCTBOBATh
OJTHOMY M3 CJICAYIOIINX 3HAYCHUIH:

01 — mono3peBaeMoe;

02 — conyTcTBYyIOIIEE;

03 — B3auMoIeliCTBYIOIIIEE;

04 — nmpenapat He BBOJUIICS

3HayeHue pekBusuTa "Koa (yHKIMM WHTpeIUeHTa B
coctaBe JekapctBeHHoro mpemaparta"  (hcsdo:
DrugSubstanceRoleCode) momKHO COOTBETCTBOBATH
OJHOMY W3 CJICAYIOIINX 3HAYCHHUMH:

01 — meficTBytOIIICE BEIIECTRO;

02 — BCIIOMOraTeIbHOE BEIIECTBO;

03 — peareHT

3HaueHue pekBusuta "Konm Buma geictBus,
HOPEANPUHATOTO B OTHOIICHHWH JICKAPCTBEHHOTO
mpemapata B pe3yJibTaTe BO3HUKHOBCHUS
HEXeNaTeJlbHON peakmuu"” (hcsdo:
ActionTakenDrugCode) mOKHO COOTBETCTBOBAThH
OJTHOMY W3 CIIEIYIOUINX 3HAUCHHNA:

01 — mpekpameHo TpUMEHEHHE JEKapCTBEHHOTO
npernapara;

02 — ymeHbI1IeHa 71034,

03 — yBenmueHa 1o03a;

04 — 1o3a HE U3MEHEHA,

00 — HEM3BECTHO;

09 — He ycTaHOBIICHO

3HaueHue pekBuszuta "Koja mnpu3Haka MOBTOPHOTO
Ha3HAaYEHUS JICKAPCTBEHHOT'O MpernapaTa U MOBTOPEHHUS
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HEXeNaTelbHOH peaknuu" (hesdo:
EffectRechallengeCode) nomkHO COOTBETCTBOBATH
OJTHOMY M3 CIIEIYIOIIHNX 3HAYCHH:

01 — nexapcTBeHHBII penapar NOBTOPHO Ha3Havajcs,
He)XeJaTeIbHast PeaKLust HIOBTOPHIIACH;

02 — nexapCTBEHHBIH IpenapaT MOBTOPHO Ha3HAYAICS,
HeXeNaTeNnbHasl peakiys He IOBTOPUIIAach;

03 — nexapCTBEHHBIN IpenapaT MOBTOPHO Ha3HAYAICH,
pe3yJbTaT HEeN3BECTEH;

04 — nexkapCTBEHHBIM TIpemapaT MOBTOPHO HeE
Ha3Havajcs

3HaueHue pekBusuta "Kox IOmoJHUTEIBHOU
nHopManmu o nekapcTBeHHOM mpenapate” (hcesdo:
DrugAdditionallnformationCode) JOJDKHO
COOTBETCTBOBaTh OJTHOMY M3 CIIEAYIOIIMX 3HAYCHUIA:
01 — JexkapCTBEHHBIH TMpemapaTr sBISETCA
KOHTpa(aKTHBIM;

02 — mepeo103upoOBKa;

03 — nexapcTBeHHBIH Tpenapar MPUHUMAJICS OTIIOM;

04 — mpuHAT NEKapCTBEHHBIN MpemapaT ¢ MCTEKIINM
CPOKOM T'OJIHOCTH;

05 — cepust mpoBepeHa U HaiiieHa B crieiu(UKaIuy,

06 — cepust MPOBEPEHA M HE HAWCHA B CIICIIU(HKALINH;
07 — MeJUIMHCKAsT OIINOKa;

08 — HeTIpaBMIIFHOE MCIIOIF30BAHHE;

09 — 3n0ymoTpebneHME;

10 — mpou3BOACTBEHHOE 3a00JIEBAHNE;

11 — ucronp30BaHNe HEOJOOPEHHOTO JIEKAPCTBEHHOTO
mperapara

ecyu pekBu3uT "KoJ THIa cooOieHus 0 0e300acHOCTH
nexapctBeHHoro mnpemnapara” (hcsdo:ReportCode)
MpUHUMAeT 3HaueHWe "oTdeT 00 wWcciaenoBaHUAX'
pexBusutr "Konm TtHma wuccienoBaHHS, B KOTOPOM
HaOmrogamace HexenatenbHas peaknus' —(hesdo:
StudyEventKindObservedCode) momkeH  OBITH
3aIoJIHCH

ecin pekBusuT "HpeHTHduKaTOp JIEKapCTBEHHOTO
cpenctBa" (hcsdo:MedicinalProductld) 3amonHen, To
pexBu3uT "M nenTudukarop iekapcTBEHHOTO IpenapaTa
" (hcsdo:PharmaceuticalProductld) e 3anonusiercs

ecnu pekBU3UT "VIeHTHHUKATOP JIE€KapCTBEHHOTO
mpemapara” (hcsdo:PharmaceuticalProductld) 3amomHen
, TO pekBu3nuT "WaeHTHPHUKATOp JIEKapCTBEHHOTO
cpeactea” (hesdo:MedicinalProductld) ve 3amomHsieTcst

ecnn pexkBu3uT "Koj TepMHHA HUXHEro YpOBHS
HeXeNnaTeabHOU peakuuun”
(hcsdo:EventLowestLevelTermCode) B cocraBe
CIIO)KHOTO pekBU3uTa "CBEICHUS O B3aUMOCBSI3H MEKIY
MpUeMOM  JIEKapCTBEHHOTO  Ipemapata H
HeXeaaTeIbHO’ peakiuein" (hccedo:
DrugReactionDetails) 3amoyiHeH, TO €ro 3Ha4YcHHE
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JIOJDKHO COOTBETCTBOBATb OJHOMY W3 3allOJIHEHHBIX
3HaueHUi pexBusuTa "KoJ TepMHHAa HUXKHETrO YpOBHS
HEeXeIaTeIbHOU peakmouu" (hesdo:
EventLowestLevelTermCode) B cocraBe CI0XKHOTO

pekBu3uTa "CBeneHHs 0 HexenaTeabHOH peakiuu” (
hcedo:ReactionDetails)

ecin  pekBu3uT "Kox Buaa nyTu BBeIeHUs
nexapcTBeHHOTO Tipenapata” (hesdo:IntendedSiteCode)
B COCTaBE CIIO)KHOTO pekBu3uTa "CBemeHus 0 MyTH
BBeleHHUs JekapcTtBenHoro mpemapara"  (hccdo:
AdministrationRouteDetails) nnn "CBenenust o nmyTtu
BBEJICHHUS JIEKAPCTBEHHOrO Npenaparta pomuTeno” (
hcedo:ParentAdministrationRouteDetails) 3amonueH, To
€ro 3Ha4eHHE JOJDKHO COOTBETCTBOBATh 3HAUCHHIO U3
Knaccu(uKaTopa MyTeH BBEINCHUS JIEKapCTBEHHBIX
CpPeACTB B OpraHW3M, a 3HauyeHWe arpubyra "
Wnentudukarop crnpaBounuka (kiaccuduraropa)” (
aTpuOyT codeListld) B ero cocraBe TOMKHO CoAepKATh
KO/I0BOE 00O3HaueHHE KiacCU(HKATOpa, yKa3aHHOE B
pasmene  VII IlpaBun  wHQOpPMAHOHHOTO
B3aUMOJENCTBUSA

3HaveHue pekBu3uTa "Ko enquHUIBI HHTEpBaja npueMa
JEKapCTBEHHOTO cpencrtBa” (hesdo:
DrugDosinglntervalCode) m0mkHO COOTBETCTBOBATH
OJTHOMY M3 CIIEIYIOIIHNX 3HAYCHHM:

01 — muHyTa;

02 —ygac;

03 — neHb;

04 — mHenens;

05 — mecs;

06 —ron

3HaueHue peksuszuta "Kox wuHTepBajma mpuema
JIeKapCTBEHHOTO cpenctra” (hesdo:
DrugDosingAdministrationCode) JOJDKHO

COOTBETCTBOBATH OJTHOMY U3 CIECAYIOIINUX 3HAUCHUMN:
91 — UKIIMYECKUIL;

92 — o Mepe HeOOXOUMOCTH;

93 — oOuui

pexBusut "[Ipu3HaK KCCIIEAOBaHUS MPOYKTA CIEMBIM
metogoM" (hcsdo:BlindInvestigationalProductIndicator)
JOJDKEH OBITH 3aIlOJIHEH TOJBKO eciu pekBm3uT "Kox
THUIIA HUCCIENOBaHMsI, B KOTOpPOM HaOII0Janach
HeXenaTelbHasl peakiusa" (hcsdo:
StudyEventKindObservedCode) npunnmaeT 3HaucHuE "
o1"

pexBu3uT "Kox npuunaer orcyterBus ceenenuii” (hesdo
:NullFlavorCode) B cocraBe J1000r0 CI0KHOTO
PEKBU3HUTa MOXET NPHUHHUMATh TOJIBKO CIEIYIOLIHE
3HAYCHUSL:

NI - xakast-mn6o nHPOpMaIHs OTCYTCTBYET;
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MSK - nHdpopMmanus 06 ITOM dJIEeMEHTE UMEETCsl, HO He
MpeAoCTaBlIeHa OTIpaBUTEIEM [0 HpHYHHE
6e301macHOCTH, KOHPUACHIIMATBHOCTH U T.JI.;

UNK - mpaBuinbHOE 3HAu€HHE HMEETCS, HO OHO
Hem3BecTHO NA — B JaHHOM KOHTEKCTE ITPaBUIIBHOTO
3HAYEHHS HE CYIIECTBYET;

ASKU - wuHpOpManmus 3ampoimieHa, HO OTBET HE
TIOJIy4€H;

NASK - 3Ta napopManus He 3arpaninBaiach;

NINF - orprumatensHas 0ECKOHEYHOCTD YHCEIT,;

PINF - nonoxwurenpHas 6ECKOHEYHOCTD YHCENT

B COCTaBe CJI0XHOT0 pekBu3nTa "CBeIeHHs O IPU3HAKe
COOTBETCTBUS COOOIIEHHUSI O HEXEJaTeNbHON peaKkiuu
MECTHBIM KpuTepusMm cpounoro otdera” (hccdo:
LocalRequirementIndicatorDetails) momkeH OBITH
3amoyiHeH pekBu3uT "[IpM3HAK COOTBETCTBHUA
COOOIIEHHS O HEXKeNaTeIbHOW pEeakIHH MECTHBIM
KPHUTEPUIM CpPOYHOTO oTuera" (hesdo:
LocalRequirementIndicator) nu6o "Kox npuuuHBI
orcyrctBus ceneHnil” (hcsdo:NullFlavorCode) mpu
9TOM pekBH3HT "KoJl IPHUYMHEI OTCYTCTBHUS CBEIECHUH" (
hcsdo:NullFlavorCode) MokeT NTpUHHUMATH TONBKO
3HaveHune "NI"

B COCTaBe CIIOKHOTO pekpu3uTa "CBefieHUs 00 uMeHH"
(hcedo:FirstNameDetails) nomken ObITH 3amosHeH
pexBusut "Nms" (csdo:FirstName) mi6o "Kox mpuauHeD
orcyrctBusa cBepenuit” (hcsdo:NullFlavorCode) mpu
3TOM pekBH3UT "KoI IpUYHHBEI OTCYTCTBUS CBeIEeHUH" (
hesdo:NullFlavorCode) Moxer npuHUMATh TOJIBKO
3Hauenus "MSK", "ASKU", "NASK"

B COCTaBe CIOXHOTO pekBm3uTa "CBemeHus 00

otuectBe" (hccdo:MiddleNameDetails) momkeH ObITH
samonHeH pekBu3uT "OtuectBo" (csdo:MiddleName)
mu6o "Kon mpuumubl otcyrcTtBusi cBepenuit” (hcsdo:
NullFlavorCode) npu stom pexBusut "Kon mpuduHsl
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
NpUHUMAaTh TOJbKO 3Hauenus "MSK", "ASKU", "
NASK"

B COCTaBe CJIOKHOTO pekBu3uTa "CBesieHus o haMuimu
" (hccdo:LastNameDetails) momkeH OBITH 3amlOTHCH

pexBusnT "®ammima" (csdo:LastName) mmbo "Kon

TPUYHHBI OTCYTCTBUSA cBeaeHMit" (hcsdo:
NullFlavorCode) npu stom pexkBm3ut "Kox mpuauHEI

orcyrctBus ceenenuit” (hesdo:NullFlavorCode) moxer
MpUHMMATh TOJNbKO 3HaueHuss "MSK", "ASKU", "
NASK"

B COCTaBe CIIOKHOTO pekBu3uTa "CBemeHus o
HaWMEHOBAaHMU Xo3sgicTBylomero cyowrekra" (hcedo:
BusinessEntityNameDetails) go/mkeH ObITH 3amoJiHEH
pexkBu3uT "HanMeHnoBaHue X03siicTByIOIEro cyonekra”
(csdo:BusinessEntityName) nu6o "Kox mpuyuHb
orcyrctBusa ceneHnil" (hcsdo:NullFlavorCode) mpu
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5TOM pekBU3UT "KoJ Npu4nHEl OTCYTCTBUS CBeAeHUH" (
hesdo:NullFlavorCode) Moxer mpuHHUMATh TOJBKO
3naveHns "MSK", "ASKU", "NASK"

B COCTaBe CJOXHOTO pekBu3zuta "CBeJeHHus o

HaWMCHOBAHUHU noapasneneHus" (hcedo:
DepartmentNameDetails) momkeH ObITH 3amoiHeH

pexsm3uT "HammenoBanme monpazgeneHus” (hesdo:
DepartmentName) mu6o "Koa mpuyamHBI OTCYTCTBHS
ceepenunit" (hesdo:NullFlavorCode) pu 3TOM peKBH3HT
"Kon mnpuumsbl orcytcrtBus cBengeHuit" (hcesdo:
NullFlavorCode) MoxeT nmpuHAMATh TOJIBKO 3HAUeHHS "

MSK", "ASKU", "NASK"

B COCTaBE CIIOKHOTO pekBu3uTa "Anpec cyobekra" (
hcedo:SubjectAddressV2Details) momxken  ObITh
3amoJHCH PEKBH3UT "Anpec" (ccdo:
SubjectAddressDetails) nu6o "Kox mnpudmHb
orcyrctBusa ceneHnil" (hcsdo:NullFlavorCode) mpu
9TOM pekBH3UT "KoI MpUYIHHBEI OTCYTCTBHUS CBeICHUH" (
hcsdo:NullFlavorCode) MokeT NTpUHHUMATH TOIBKO
3navenus "MSK", "UNK", "ASKU", "NASK"

B COCTaBe CIOXHOro pekBu3uta "KoOHTaKTHBIN

pexBu3ut" (hcecdo:CommunicationV2Details) momxen
OBITH 3amoiHEeH pekBU3HUT "Unentuduxarop kaHama
cBs3n" (csdo:CommunicationChannelld) nmu6o "Kox
NPUYUHBI OTCYTCTBUSA cBeaeHu" (hesdo:
NullFlavorCode) npu stom pexBusut "Kox npuduHsi
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
NpUHUMAaTh TOJbKO 3Hauenus "MSK", "ASKU", "
NASK"

B COCTaBE CJOXXHOTO pekBuzuTa "CBeIeHHS O BHIE
KBaJTU(UKAIUN MEPBUYHOTO HCTOYHHKA,
MPEeJOCTaBUBIIETO MH(OPMAIMIO O HEXKENaTelbHOU
peakuun" (hcedo:PrimarySourceKindDetails) nomxen
ObITh 3amonHeH pekBm3uT "Kop BHOa KBamupuKaun
MEPBUYHOTO  HCTOYHHMKA, MPEJOCTABUBIIETO
uHpopMaiuio o HexenatenpHoi peaknuu" (hesdo:
PrimarySourceKindCode) nmu6o "HaumenoBanue Buja
KBaJTU(UKAIUU MEPBUYHOTO HNCTOYHUKA,
MIPEeJOCTaBUBIIETO MH(OPMAIMIO O HEXKENaTeNbHON
peakuun" (hcsdo:PrimarySourceKindName) "Kog
TIPUYHHBI OTCYTCTBUSA cBeneHMit" (hcsdo:
NullFlavorCode) npu stom pexBuzut "Kom mpuunHbI
orcyrctBus ceeaenuit" (hesdo:NullFlavorCode) moxer
IMPUHUMATh TOJbKO 3HayeHue "UNK"

B COCTaBe CIOXKHOTO pekBusuta "CBemeHHus O
JUTEPATypPHOM HMCTOYHHUKE, OMHCHIBAIOLIEM CIIy4au
BO3HHKHOBEHHUs HexenaTenbHoil peakuuu" (hccdo:
LiteratureReferenceDetails) momkeH OBITH 3amOJHCH
pexBusut "HaumenoBanue noxkymenta" (csdo:DocName
) ;6o "Kox npuunHbl orcyrcrBus cBenenuit” (hesdo:
NullFlavorCode) nmpu sTom pexBusut "Kox mpudauHs!
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
MPUHUMATH ToJbKO 3HadeHus "ASKU", "NASK"
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ecnu pekBm3uT "HammeHnoBanue mokymeHta" (csdo:
DocName) B coctaBe c0xKHOTO pekBu3uTa "CBeIcHUS
0 JUTEpPaTypHOM HCTOYHHKE, OMMCHIBAIOIIEM CIydal
BO3HHKHOBEHH HexemarenbHoH peakmuu" (heedo:
LiteratureReferenceDetails) He 3amosHeH, TO peKBU3UT
"JlokymeHT B  OunapHoM ¢opmare"  (csdo:
DocBinaryText) B cocTaBe CJIOXHOTO PEKBH3UTA
CBeieHHS O TUTEPATYPHOM HCTOYHHUKE, OMMUCHIBAIOIIICM
ClIy4aW BO3HHKHOBCHHS HEXKeIaTeIbHOU peakiuu” (
hccdo:LiteratureReferenceDetails) He 3amomHseTcst

B COCTaBe CIIOKHOTO pekBu3uTa "CBeneHus o HoMepe
MPOBEJICHHOT'O  HCCJIEJIOBAHUS  JIEKApPCTBEHHOTO
mpenapara”  (hcedo:StudyldentificationldDetails)
JOJDKEH ObITh 3amojHeH pekBu3uT "Homep
MPOBEJICHHOI'0  UCCJICJIOBAHUS  JIEKAPCTBEHHOTO
npenapara” (hesdo:Studyldentificationld) nu6o "Koa
NPUYHHBI OTCYTCTBUS cBeneHui" (hesdo:
NullFlavorCode) npu stom pexBusut "Kox npudnHsl
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
npuHUMaTh Tosbko 3HaueHus "ASKU", "NASK"

B COCTaBE CIOXKHOTO pekBu3uTa "CBEeACHHUS O KOJe

ctpanbl” (hcedo:UnifiedCountryCodeDetails) nomken

O0biTh 3amosiHneH pekBusuT "Kox crpamer" (csdo:
UnifiedCountryCode) mu60 "Kox npuyuHBEI OTCYyTCTBHA
ceepenuit" (hesdo:NullFlavorCode) mpu 3ToM pekBH3HUT
"Kox mnpuumasr otcyrcTBus cBegeHuit" (hcsdo:
NullFlavorCode) MoeT mpruHAMATh TOJLKO 3HAYCHHS "
ASKU", "NASK"

B COCTaBe€ CJIO0XHOTro pexkBuzuta "CBeleHHS O
HaNMEHOBAaHUN ncciegoBanus” (hccedo:
StudyNameDetails) nomxeH ObITh 3aTI0THEH PEKBHU3UT "
HaumenoBanue wuccinenosanus” (hcesdo:StudyName)
mu6o "Kon mpuumubl otcytcTBusi cBepenuit” (hcsdo:
NullFlavorCode) npu stom pexBusut "Kox mpuduns!
orcytctBus cBeneHuit" (hesdo:NullFlavorCode) moxer
puHUMATH ToibKo 3HadeHns "ASKU", "NASK"

B COCTaBe CIIOKHOTO pekBu3uTa "CBeneHus 0 HoMepe
croHcopa kinMHHUYeckoro wuccinepoBanus” (hccedo:
SponsorStudyldDetails) momkeH OBITh 3amOJIHEH

pexBu3ut "Homep cmoHcopa KIMHUYECKOIO

nccnenoarus” (hesdo:SponsorStudyld) mmu6o "Kon
IPUYNHBI OTCYTCTBUSA cBeaeHmi" (hcsdo:
NullFlavorCode) npu stom pexBusut "Kox mpuduHsi
orcytctBus ceenenuit" (hesdo:NullFlavorCode) moxer

NIpUHUMATH ToJbKO 3HadeHus "ASKU", "NASK"

B cocTaBe clIokHOro pekBu3uTa "Ceaenus o ®UO nm
uannuanax" (hcedo:QualifiedFullNameDetails) momken
ObITh 3anosHeH pekBu3UT "®UO nnm nnummans" (ccdo
:FullNameDetails) nmu6o "Kox nmpu4uHBI OTCYTCTBHS

ceenennit” (hcsdo:NullFlavorCode) mpu 3ToM pekBU3HT

"Kox mnpuumasr otcyrcTBus cBegeHuit" (hcsdo:
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NullFlavorCode) MoxeT nmpHHAMATH TOJIBKO 3HAUeHUS "
MSK", "UNK", "ASKU", "NASK"

B COCTaBe CJO0XXHOTO pekBu3uta "CBeneHus 00
UACHTH(QUKATOPE TMalHeHTa B MEJUIIUHCKOM
yupexaenun” (hcedo:PatientClinicalRecordldDetails)
JOJDKEH OBITH 3alloyIHeH pekBU3UT "MneHTndukarop
manueHTa B MexunuHCKoM yupexaeHun" (hcsdo:
PatientClinicalRecordld) mm6o "Kox npuauHBI
orcyrctBus cenenuil”" (hesdo:NullFlavorCode) mpu
3TOM pekBHU3UT "KoJ IpUYHUHBEI OTCYTCTBUS CBeeHUH" (
hcsdo:NullFlavorCode) Moxer npHHUMATh TOJBKO
3HaueHue "MSK"

B COCTaBe CIIOKHOTO pekBm3uTa "CBeAeHHS O jJare
poxaenus”" (hccdo:BirthDateDetails) B cocraBe
CJIOKHOTO pekBH3HTa "MeauuuHckas uHpopManus o
nanuente" (hcedo:PatientCharacteristicDetails) nomken
ObITh 3amonHeH pekBm3UT "Jlata poxaenus" (csdo:
BirthDate) mm60 "Komx nmpu4nHEI OTCYTCTBHS CBEACHUMN"
(hcsdo:NullFlavorCode) mpu stom pexBusut "Kop
TPUIUHBI OTCYTCTBUSA cBeneHuit" (hcsdo:
NullFlavorCode) MoxeT npUHAMATh TOJIBKO 3HaYeHHE "
MSK"

B COCTaBE CJIOXKHOI0 pekBH3UTa "CBEICHUS 0 KOAE 1oja
" (hccdo:UnifiedSexCodeDetails) momxeH ObITh
sanoiHeH pekBu3uT "Ilon" (csdo:UnifiedSexCode)
mu6o "Kon mpuumubl otcytcTtBusi cBeaenuit” (hesdo:
NullFlavorCode) npu stom pexBusut "Kox npuduHsl
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
npuHUMaTh Toabko 3HaveHnsa "MSK", "UNK", "ASKU"
, "NASK"

B COCTaBe CJIOXKHOro pekBu3uTa "CBeneHus o narte
Havajlia  TOCJeIaHeH MeHCTpyaruu" (hccedo:
LastMenstrualDateDetails) B cocraBe CcI0XHOTO
pexBm3uTa "MenumnuHckas HHQopManus o mamuerte" (
hcedo:PatientCharacteristicDetails) momkeH OBITH
3amojHeH pekBu3uT "Jlara Hadama mociemaHen
menctpyaun” (hesdo:LastMenstrualDate) nu6o "Kon
HPUYHHBI OTCYTCTBUS cBeneHuit" (hesdo:
NullFlavorCode) nmpu stom pexBusut "Kox mpuduHs!
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
MIPUHAMATH TOJBKO 3HaueHus "MSK"

B COCTaBe CJIOXHOTo pekBu3zuta "CBeJeHHUS O

HavanbpHOM gare" (hccdo:StartDateDetails) momxen

ObITh 3amonHeH pekBw3uT "Hauanbnas mara" (csdo:
StartDate) mi6o "Kox mpu9IuHbBI OTCYTCTBUS CBEACHUH"
(hesdo:NullFlavorCode) mpu stom pexsBusut "Kop

TMPUIUHBI OTCYTCTBUSI cBeneHuit" (hcsdo:
NullFlavorCode) MoxeT npHHAMATh TOJILKO 3HAaUYeHHS "
MSK", "ASKU", "NASK"

B COCTaBe CIIOXHOTO pekBu3nta "CBemeHUs O
MNPOJOJDKEHUH COMYTCTBYIOUIETO COCTOSIHHSI HWJIH
3a00JIeBaHMs HA MOMEHT IPEJCTaBlIeHHUs HH(POPMAIN
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0 HeXXeJaTeNbHOH peakuun" (hcedo:
ContinuingCodeDetails) momkeHn ObITh 3amoyHEH
pexsusutr "Konm  mpu3HakKa  MPOIOIKEHHS
COIYTCTBYIOLIETO COCTOSHHUA WJIM 3a00JNeBaHHA Ha
MOMEHT  TpPEACTaBICHUS  HHPOpPMALUH O
HexxenatenpHoi peaknuu" (hesdo:ContinuingCode)
mu6o "Kon mpuumebl otcyTtcTBusi cBepenuit” (hcsdo:
NullFlavorCode) npu stom pexBusut "Kox mpuauns!
orcytctBus cBeneHuit" (hesdo:NullFlavorCode) moxer
npuHUMAaTh ToipKo 3Hadenns "MSK", "UNK", "ASKU"
, "NASK"

B COCTaBe CJIIOXHOro pekBu3uTa "CBeIeHUs 0 KOHEUHOM
nate" (hcecdo:EndDateDetails) gomkeH OBITh 3amOIHEH

pexBmsut "Koneunas gara" (csdo:EndDate) mu6o "Kox
IPUYNHBI OTCYTCTBUSA cBeaeHmi" (hcsdo:
NullFlavorCode) npu 3tom pexBusut "Kox mpuduHsi

orcytctBus ceenenuit" (hesdo:NullFlavorCode) moxer
NpUHUMaTh TOJbKO 3Hauenus "MSK", "ASKU", "
NASK"

B COCTaBe CJIOXHOTO pekBu3uta "CBeJAeHHS O
npumedanun” (hccdo:NoteTextDetails) momken ObITh
3armonHeH pekBu3uT "[lpumedanue” (csdo:NoteText)
m6o "Kon mpuumubel otcyrcTtBusi cBepenuit” (hesdo:
NullFlavorCode) npu stom pexBusut "Kox nmpuauns!
orcytctBus cBeneHuit" (hesdo:NullFlavorCode) moxer
npuHUMAaTh ToibKo 3Hadenns "MSK", "UNK" "ASKU",
"NASK"

B COCTaBe CIIOKHOTO pekBu3uTa "CBEJeHNsI O TOPrOBOM
HAaUMEHOBaHUM JekapcTBeHHoro mpemapara" (hcedo:
DrugTradeNameDetails) momkeH OBITH 3amoJIHEH
pekBu3uT "ToproBoe HaMMEHOBAHKE JEKAPCTBEHHOTO
npemnaparta" (hcsdo:DrugTradeName) nu6o "Koa
IPUYHHBI OTCYTCTBUS cBeneHuit" (hesdo:
NullFlavorCode) npu stom pexBusut "Kox mpuanns!
orcytctBus cBeneHuit" (hesdo:NullFlavorCode) moxer
MpUHUMaTh ToNbko 3Hawenms "MSK", "ASKU", "
NASK"

B COCTaBe CIOXHOro pexkBuzuta "CBeneHus o narte
cmeptu” (hcedo:DeathDateDetails) momkeH OBITH

3amonHeH pekBm3uT "[lara cmeptu” (hesdo:DeathDate)
m6o "Kon mpuumubel otcyrctBus cBemeHuit”" (hcsdo:
NullFlavorCode) npu stom pexBuzut "Kom mpuunHbI
orcyrctBus ceeaenuit" (hesdo:NullFlavorCode) moxer
MpUHUMATh TOJbKO 3HaueHus "MSK", "ASKU", "
NASK"

B COCTaBe CIIOKHOTO pekBm3nuTa "CBelleHHs O IPI3HaKe
npoBeaenus aytorcuu" (hccdo:AutopsyCodeDetails)
JoJKeH ObITh 3amoiiHeH pekBu3uT "Koa mpusHaka
nposeacuus aytorncuu" (hesdo:AutopsyCode) nubo
Kon mpuumnsl orcyrerBust cBenenuit”  (hesdo:
NullFlavorCode) nmpu sTom pexBusut "Kox mpudauHs!

"
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orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer
npuHUMaTh ToJeko 3Hauenus "UNK", "ASKU", "
NASK"

B COCTaBe CIIOKHOTO pekBusuta "CBeleHusl O JaTe
poxaenns" (hccdo:BirthDateDetails) B cocraBe
CJIOKHOTO peKBH3MTa "MeauuuHckas uHpopManus o
pomutene maruenta” (hccdo:ParentCharacteristicDetails
) moimkeH OBITH 3amonHeH pekBm3uT "Jlata poxxaerns” (
csdo:BirthDate) nu6o "Koa mnpu4mHBI OTCYTCTBHUS
ceenennil" (hcsdo:NullFlavorCode) mpu 3ToM pekBU3HUT
"Kon mnpuumsbl otcytcrBus cBegeHuit" (hcesdo:
NullFlavorCode) MoxeT npHHAMATH TOJIBKO 3HaYeHHE "
MSK", "ASKU", "NASK"

B COCTaBe CIIOHOTO pekBusuta "CBeleHHsl O JaTe
Hayaja  MOCJeaHeH MeHCcTpyaruu" (hccedo:
LastMenstrualDateDetails) B cocTaBe CII0XKHOTO
pexBusuTa "MenunHackas HHGOpMaIM O POANTENe
manuenTa" (hccdo:ParentCharacteristicDetails) momkeH
OBITH 3amoiHeH pekBu3WT "Jlata Hawama mociemHen
menctpyaun” (hesdo:LastMenstrualDate) nu6o "Kon
IPUYHHBI OTCYTCTBUS cBeneHui" (hesdo:
NullFlavorCode) npu stom pexBusut "Kox nmpuduHs
orcyrctBus ceenenuit” (hcsdo:NullFlavorCode) moxer
NpUHUMaTh TOJbKO 3Hauenus "MSK", "ASKU", "
NASK"

ecnu pekBu3uT "IIpU3HAK CEPHE3HOCTH COOOIICHHUS O
HeXeJNaTelbHOU peakiuu" (hesdo:
EventLevelSeriousnessCriterialndicator) B cocraBe

CIOXXHOTO pekBu3uTa "CBEIEHHS O CEPbE3HOCTH

coobmennst o HexemarenbHoil peaknun" (hecdo:
EventLevelSeriousnessCriteriaDetails) npuaumaer

3HaueHne "true", TO JOMKEH OBITH 3allOJHEH XOTS OBl
onuH u3 pekusuToB "Kon kputepus cepbe3HOCTH
HEXeNaTelbHOH peaknuu" (hesdo:
EventLevelSeriousnessCriteriaCode) 6o "
HanmMeHoBaHue KpuTepUs CEPbE3HOCTH HEXKENATENbHON
peaxmun” (hesdo:EventLevelSeriousnessCriteriaName)

ecnu pekBU3HT "IIpU3HAK CEPHE3HOCTH COOOIICHUS O
HeXelaTelbHOH peaknuu" (hesdo:
EventLevelSeriousnessCriterialndicator) B cocraBe

CIOXHOTO pekBu3uTa "CBENEHHS O CEePbEe3HOCTH
coobmennss o HexenatenbHoi peaknuu” (hccdo:
EventLevelSeriousnessCriteriaDetails) npuaumaer

3nauenue '"false", To pexBuzur "Kox mnpuUMHBI

orcyrctBus cBeneHui"  (hcsdo:NullFlavorCode)

JIOJDKEH OBITh 3aMOJIHEH U MOXET MPHUHUMATh TOJBKO
3rayenne "NI"

B COCTaBe CIIOKHOTO pekBusuta "CBeleHusl O JaTe
coobiTust" (hccdo:EventDateDetails) momxen ObITh
3amoaeH pekBm3ut "Jlata" (csdo:EventDate) mubo
Kon mpuumasr otcyrctBus cBegeHuit" (hesdo:

"
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NullFlavorCode) npu stom pexBusut "Kox mpuauns!
orcytctBus cBeneHuit" (hesdo:NullFlavorCode) moxer
MIPHHAMATH TONBKO 3HadeHne "UNK"

B COCTaB€ CIIOXKHOTO pexkBu3uTa "PesymbTar
BBINOJIHEHHST JIAOOPAaTOPHBIX M HHCTPYMEHTAIBHBIX
nccnenoanuit” (hcedo:InvestigationMeasureDetails)
MOIDKEH OBITh 3aloNHeH peKBU3HT "Pesynbprar
BEIITOJIHEHHUS J1Ta0OPaTOPHBIX M HHCTPYMEHTAJIBHBIX
ucciegosanuii”" (hcsdo:InvestigationMeasure) mubo
Kox mpuumubl otcyrcrBus cBenenuit” (hesdo:
NullFlavorCode) npu stom pexBusut "Kox mpudnns
orcytctBus cBenenuit" (hesdo:NullFlavorCode) moxer

npuHUMaTh Tosbko 3HaueHus: "NINF", "PINF"

n

B COCTaBe CJIOXHOTO pekBu3uta "CBeJAeHHS O

nekapctBeHHO hopme” (hcedo:DosageFormV2Details)
JIOJDKEH OBITh 3amoyiHeH pekBu3uT "Koj nexapcTBeHHOM
¢opme"  (hcsdo:DosageFormCode)  mmbo "
HanvenoBanne nexapcrBeHHoi ¢opmber"  (hesdo:
DosageFormName) mu6o "Kox nmpu4mHBI 0TCYyTCTBUS
ceepenuit" (hesdo:NullFlavorCode) pu 3TOM peKBH3HT
"Kon mnpuumsbl orcytctBus cBengeHuit" (hcesdo:
NullFlavorCode) MoxeT nmpuHAMATh TOJIBKO 3HAUeHHS "

UNK", "ASKU", "NASK"

B COCTaBe CIOXHOTO pekBm3uta "CBemeHus 00
OTIHMCaHWH ITyTH BBEJCHHUS JIEKAPCTBEHHOTO Mpemnapara’
(hccdo:IntendedSiteTextDetails) nmomxen  ObITh
3anojiHeH pekBU3UT "OmucaHWe NyTH BBEJCHUSA
nexapctBenHoro npenapara" (hcsdo:IntendedSiteText)
m6o "Kon mpuumubl otcyrctBus cBemeHuit" (hcsdo:
NullFlavorCode) npu sTom pexBm3ut "Kox mpuamuHbEI
orcyrctBus ceenenuit” (hesdo:NullFlavorCode) moxer
NpuHUMaTh Toibko 3Hauenuss "UNK", "ASKU", "
NASK"

B COCTaBe CIOXHOTO pekBm3uTa "CBemeHus 00

ommcaHun TmokasaHuit k mnpumeneHuio" (hccdo:
IndicationTextDetails) momkeH OBITH 3aOJHEH

pekBusuT "OmnucaHue TMOKa3aHUW K mpuMeHeHuio" (
hesdo:IndicationText) 6o "Koj npuuuHbEL OTCYTCTBHSA
ceenennit” (hcsdo:NullFlavorCode) mpu 3ToM pekBU3HT
"Kox mnpuumasr otcyrcTBus cBegeHuit" (hcsdo:
NullFlavorCode) MoxeT mpuHAMATh TOJIBKO 3HaYCHUS "

UNK", "ASKU", "NASK"

B COCTaBe CJIOKHOTO pekBu3uTa "CBENEeHUS O TOPrOBOM
HaMEHOBaHUM JekapcTBeHHoro mpemnapara" (hcedo:
DrugTradeNameDetails) B cocTraBe CIOXHOTO

pexBu3uTa "CBeCHHS O JIEKAPCTBEHHOM IIpemapare,
MIPUMEHSIBIIEMCsI 10 Havala HeKelaTelIbHON peakiun"
(hcedo:RelevantPastDrugHistoryDetails) B cocTase

CJIOKHOTO pekBHu3nTa "CBEJEeHHUS O POJUTEIIE MAlUEeHTa
B Cllyyae HEXEJIaTeJIbHOW peakuuu y peOeHKa HIIN
IUIOJa, CBS3AHHOW C NPHMEHEHHEM JIEKapCTBEHHOTO



npenapara poauteneM” (hccdo:ParentDetails) pexBusur
"Kox mnpuuymasl otcyrcTBus cBegeHuit" (hcsdo:
NullFlavorCode) He 3amonHseTCs

23. TpeboBaHUs K 3alOJIHEHUIO PEKBU3UTOB AJIEKTPOHHBIX JTOKYMEHTOB (cBeAeHUM) "
CBenieHUs O BBISBICHHBIX HEXKEIATCIBHBIX PEAKIUAX Ha JIEKapCTBEHHBIE Mpemnapathl’ (
R.HC.MM.04.001), nepenaBaembIx B coobOmeHnu "CBeieHUS 0 HEXeTaTeIbHON PeaKINK I
cooO1enre 0 Hed(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA JJIsl U3MEHEHUS B €IMHOU 0aze

nanHbpx" (P.MM.04.MSG.002), npuBenens! B Tadmumie 12.
Ta6muma 12

Tpe©oBaHAA K 3aMOHEHUIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHi) "CBeIeHHA O
BEIIBIICHHEIX HE)KEJIaTeIHHBIX Peakiuiax Ha jJekapcTBeHHbIe npenapati” (R.HC.MM.04.001),
mepefaBaeMbIX B cooO0meHnn "CBeZleHrs 0 HeXXeTaTeIbHON peaKkiyy WM coo0menne o
Hed(PEKTHBHOCTH JIEKapCTBEHHOTO CPEICTBA I M3MEHEHHA B eiuHO# 6a3e manusx" (P.MM.04.
MSG.002)

Kon TpeboBanms dopmynupoBka TpeOOBaHUS

B AJIGKTPOHHOM COOOIICHUH OJDKEH
mepemaBatbcs | pexBuzuUT "
CBezmeHHsT O HEXeJaTelbHOMH
peakuuu UIu COOOIIEHUH O
HEAPPEKTUBHOCTH JICKAPCTBEHHOTO

cpencrea’ (hccdo:
IndividualCaseSafetyReportsRecord
Details)

pexBu3uT "HauanpHasg mata v BpeMs
2 " (csdo:StartDateTime) momkeH
OBITH 3aIOJTHEH

pexBusut "Koneunas mata u Bpems"
3 (csdo:EndDateTime) HE
3aI0JIHSAETCS

B €IUMHON 0a3e JaHHBIX HE JTOJDKHBI
COIIEPKATHCS CBEICHUS C TAKIMH

7K€ 3HAUYCHHUAMU PCKBU3UTOB:

"Kon cTpaHb" (csdo:
UnifiedCountryCode);
"UnenTuduxatop oT4YeTa IO
6e3omacHOCTH" (hcsdo:
SafetyReportld)

"

B COCTaBE CIIOKHOTO PEKBH3HMTA
CBeneHHss O HEXeNaTeJIbHOM
4 peakuuu MWIH CcOOOUIeHUH O
Hea(D(HEKTUBHOCTH JIEKAPCTBEHHOTO
cpexncrea”
(hccdo:
IndividualCaseSafetyReportsRecord
Details), B KOTOpBIX peKBH3UT "
Koneunass mara u Bpems" (csdo:
EndDateTime) He 3amoyiHeH, a



Tak)ke€ MEHBIIMM 3Ha4YE€HHEM
pexBusura "HayanpHas nata u
Bpems" (csdo:StartDateTime)

COOTBETCTBYIOT TpeboBaHUIM 5-112
tabmunel 11 HacTosmero
Permamenra (3HaueHHs KOJIOB
TpeboBanuii B Tabmume 11 wm
Tabmune 12 coBnanaioT) TpeboBaHUSA
K 3alOJIHCHHI0 PEKBHU3UTOB

5-112 NPUMEHAIOTCA K  KaXIOMY
pexBu3zuty  "CBemeHus o
HEXeJIaTeIbHOW peakuuu WIn
coobmennn o0 HedheKkTHBHOCTH
nexapctBeHHOTO cpenctBa” (hecdo:
IndividualCaseSafetyReportsRecord
Details)

"

3. PernameHT MHGOPMALIMOHHOTO B3aUMOICUCTBUS MEXAY YIIOJTHOMOUYEHHBIMU OpraHaMu
rocyJapcTB — 4WiIeHOB EBpa3niiCKOro 3KOHOMHUYECKOT0 CO03a MPHU PEAIM3alUU CPEeICTBAMU
MHTETrPUPOBAHHON MH(GOPMAIMOHHON CHUCTEMbl BHEIIHEW M B3aUMHON TOPTOBIM OOILETO
nporecca "®opMupoBaHHE, BEICHHUE M HCIIOJIb30BAaHHE CSIMHOW WH(POPMAIMOHHOW Oa3bl
JaHHBIX IO BBISIBJICHHBIM HEXKEJIATEIbHBIM PEaKIUsAM (AEHCTBUSAM) Ha JIEKapCTBEHHBIE
CpPEeACTBa, BKIIOUAOLIEH cO0O0ImEeHuss O HEedIP(EKTUBHOCTH JEKApCTBEHHBIX CPEICTB",

YTBep}K,HeHHBIﬁ YKa3aHHbIM PCHICHI/IGM, HN3JI0KHUTH B CJIGI[YI-OHIGﬁ pCaAaKIu:

"VTBEPXXJIEH
Pemenunem Komeruun
EBpa3zuiickoil 3KOHOMUYECKOM KOMUCCUU
ot 25 okTsa0ps 2016 . Ne 125
(B penakumu Pemenns Komnerun

EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 21 despamns 2023 r. Ne 18)

Pernament
AH(OPMAMOHHOTO B3aMMOAEHCTBHA

MEX[y YIOIHOMOYECHHEIMH OpraHaMy rOCyAapCTB — WICHOB EBpa3uiickoro SkOHOMHYECKOTrO
COI03a TIPH PeaTH3alliy CPEACTBAMH HHTETPHPOBAHHOH HHPOPMAMMOHHONH CHCTEMEI
EBpa3uiickoro SJKOHOMHYIECKOTO COI03a 06mero nponecca "@opMupoBaHue, BeACHHE U
HCIOJIb30BaHAE €UHON HH()OPMALMOHHOH 6a3kl JaHHKIX ITO BHISABJICHHBIM HEXETATSIbHEIM
peakaM (IefCTBHAM) Ha JICKApCTBEHHEIE CPEACTBa, BKIIOYAIONIEH COOOmEHus 0

He3 () (HPeKTHBHOCTH JIEKApCTBEHHBIX CPEJCTB"

I. O6mme momoxeHus

1. Hacrosmmuii PermameHT pa3paboTaH B COOTBETCTBHH CO CIEIYIOIIUMH
MEXIYHApPOJAHBIMU JOTOBOpaMHM M aKTaMH, COCTaBJIAIOIMIMMHM TIpaBo EBpasuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):



HoroBop o EBpasuiickom skoHOMUYECKOM coro3¢e oT 29 mas 2014 rona;

CornaiieHye 0 eIMHbIX MPUHIUIIAX U MPaBHIIaxX 00palleHUs JIEKaPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro sSKOHOMHYECKOTO coro3a oT 23 aekadps 2014 rona;

Pemenue Komnerun EBpazuiickoii s5koHoMuyeckoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEXHOJIOTMYECKUX JOKYMEHTAX, PErIaAMEHTHPYIOIMX UH(OPMAIIMOHHOE B3aUMOJEHCTBIE
Opy peaau3alii CPe/ICTBAMU MHTEIPUPOBAHHONM MHMOPMAIMOHHON CUCTEMBbI BHEIIHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Konmnernn EBpasuiickoil 3xoHoMUuuYeckoit komuccuu oT 27 stuapsa 2015 r. Ne 5
"OO yrtBepxaeHuun I[IpaBun »1IEKTPOHHOrO oOOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOM CHCTEME BHEIITHEH ¥ B3aUMHON TOPTroOBJIN';

Pemenne Komnernn EBpazuniickoit s5koOHOMHUYECKON Komuccuu oT 14 ampens 2015 r. Ne 29
"O nepedHe 00IIKX IPOLECCOB B paMKax EBpa3niickoro 3KOHOMUYECKOIO COK03a U BHECEHUU
n3MeHenus B Pemenue Komnernn EBpaszuiickoid 5KOHOMUYECKON KoMUccuU OT 19 aBrycra
2014 r. Ne 132";

Pemenne Komnerun EBpa3zuiickoii sSkoHOMUYEeCKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3ALMH, TAPMOHU3ALMKA U OMUCAHUS OOIIMX MPOLECCOB B
paMkax EBpa3uiickoro SKOHOMHUYECKOIo coro3a';

Pemenue Konneruu EBpasuiickoit 3xoHoMHueckoit komuccuu ot 28 ceHtsiops 2015 r. Ne
125 "O6 ytBepxaenun I[lonoxxkeHus o0 oOMEHE SIEKTPOHHBIMU JIOKYMEHTAMHU IIpU
TPAHCTPAaHUYHOM B3aMMOJIEVCTBUH OPTraHOB TOCYJAapPCTBEHHOW BJIACTH IOCYAapCTB — YJICHOB
EBpasuiickoro sKOHOMHYECKOTO COI03a MEXAy co0oil m ¢ EBpasuiickoil SKOHOMHYECKOM
KoMHuccHen'";

Pemenne Komnerun EBpazuiickoil skoHOMU4eckoil komuccuu ot 22 nexadps 2015 r. Ne
172 "HomeHnkiatypa JeKkapcTBEHHbBIX Gopm".

II. O6nacTs MpUMEHEHUA

2. Hacrosimuii PermamenTt paspabotan B 1eisx obOecneyeHHs eauHO0Opa3HOTo
MIPUMEHEHUSI YYaCTHUKAMH OOIIIEeTo MpoIlecca MopsiKa U YCIOBUM BBITIOJIHEHUS TPaH3aKIUH
obmero mporecca "®opMupoBaHUE, BEACHUE W MCIOJB30BAHUE €IUHON MH(POPMAIMOHHON
0a3bl JaHHBIX MO BBISIBICHHBIM HEXKEJIATENbHBIM PeaKlusaM (IeHCTBUSIM) Ha J€KapCTBEHHbIE
CpeACTBa, BKJIIOUAOIIei cooliienust 0 Her(hPEeKTUBHOCTHU JIEKAPCTBEHHBIX CpeACTB" (naee —
oO1Iuif mporiecc).

3. Hacrosimuii PernamenT onpenensieT TpeOOBaHUS K MOPSIIKY U YCIOBUSM BBITOTHEHUS
omepanuii 0oO0IIero mpolecca, HEMOCPEACTBEHHO HAIpaBJICHHBIX Ha peaau3aluio
MH(POPMAIIMOHHOTO B3aUMOJEHCTBHS MEXy YU4aCTHUKAMU OOIIETO MpoIiiecca.

4. Hacrostimuii PermaMeHT mpuMeHsIeTCsl y9aCTHUKaMU OOIIETo Mmporiecca Mpu KOHTPOJIe
3a TIOPSIIKOM BBITIOJIHEHUS MPOLIETYP U OIepaluii B paMKax OOIIEro mpolecca, a Takxke Mpu
MPOCKTUPOBAHNH, pa3paboTke W J0pabOTKe KOMIOHEHTOB WH(OPMAIIMOHHBIX CHCTEM,
00ecCIeynBaloIIuX pean3aliio TOro 00IIEero mporecca.



III. OcHOBHEIE OHATHSA

5. Jlns nenei Hacrosimiero PeriameHnTa MCIOIB3YIOTCS MOHATHS, KOTOPBIE 03HAYAIOT
cleayIolIee:

"ayTeHTU(dUKAIUA" — TPOBEPKA MPUHAIICKHOCTH CYOBEKTY JOCTYTA MPEAbIBICHHOTO
UM UJIeHTH(UKATOPA, TOATBEPKACHUE TTOTMHHOCTH;

"pEKBU3UT 3JIEKTPOHHOTO JIOKYMEHTa (CBEAEHUN)" — €IMHUIA JAHHBIX 3JIEKTPOHHOTO
JIOKyMEHTa (CBEJICHUH ), KOTOpasi B OTMPEICICHHOM KOHTEKCTE CUMTACTCS Hepa3IeIMMON.

[Tousituss "wnunmartop", "MHULMUpYIOWAs onepanus”, "mpuHUMaromas onepamus',
pecniongeHt", '"cooOmeHue oOmero mporecca" u "TpaH3akums o0OIero mpoiecca',

"

HCIIOJIb3yEMBIE B HACTOSIIEM PernaMeHTe, MPUMEHSIOTCA B 3HAYCHMSAX, ONPENCIECHHBIX
MeTonukoil aHanm3a, ONTUMU3AINH, TAPMOHHU3AIMU U OTIMCAHMS OOIIUX MPOIIECCOB B paMKax
EBpa3uiickoro 3k0HOMHUYECKOTO CO03a, YTBepkAeHHON Pemennem Komnernn EBpazniickon
AKOHOMHYECKOI koMuccuu ot 9 utons 2015 r. Ne 63.

WHble MOHATHUSA, UCTIOJIB3YEMbIE B HAcTOsIIeM PernamenTe, NpUMEHSIOTCS B 3HAUCHUSIX,
onpezaeneHHbIX B nmyHKTe 4 IlpaBun nH(OPMAIMOHHOTO B3aWMOACUCTBUS MPU peaslu3aliu
CpelICTBAMH MHTETPUPOBAaHHOM MH(POPMAIIMOHHOMN cUCTEMBbI EBpa3uiickoro 3KOHOMUYECKOTr0
coro3za ob0mero mnpouecca "dopMUpOBaHUE, BEACHHE M MCIOJb30BAHUE E€IUHOU
UHGOPMAITMOHHOW 0a3bl TaHHBIX 1O BBISIBIEHHBIM HEXKENATEIbHBIM PEAKIUAM (JICHCTBUSIM)
Ha JIEKapCTBEHHBIE CpEJACTBA, BKJIIOYaOIIed coolueHuss o HedPEeKTUBHOCTH
JEKapCTBEHHBIX cpeAcTB", yTBepxkAeHHbIX Pemenuem Komnernn EBpa3suiickoit
PKOHOMHUYECKONW Komuccuu oT 25 okTabps 2016 r. Ne 125 (manee — IlpaBuia
MH(GOPMAIIMOHHOTO B3aUMOICHCTBHUSA).

IV. OcHOBHEIE cBeAeHMA 00 HH(POPMAIMOHHOM B3aHMOACHCTBIY B paMKax 00mmiero mpomecca
1. YuacTarKHM HHPOPMAMOHHOTO B3aUMO/IEHCTBUS

6. [lepeuens poiieil y4aCTHUKOB MH(GOPMAIIMOHHOTO B3aUMOJIEHCTBHS B paMKaxX OOIIETo

npoliecca npuBeaeH B Tadbauue 1.
Tabmuma 1

ITepegens poneii ygacTHUKOB HH(POPMAIMOHHOTO B3aHMOAEHCTBHA

HaumenoBanue ponu Onucanue poau Y4acTHHK, BBITOJHSAIOMUN POIb
1 2 3

yBEAOMISIET npyrue

YIOJIHOMOYEHHBIE OpraHbl YIIOJITHOMOYEHHBI  Opran —
Bnanenen qaHHbIxX rocymapctB — uwieHoB Coro3a o oTmpaButens ceneHuit (P.MM.04.

nepenade ceeneHnit st ooroBneHnss ACT.002)
eHOM 0a3bl JaHHBIX



[MoTpeburens ceneHuii [OJTy4aeT yBEJAOMJIEHHE O Nepefade YNOJIHOMOYEHHbBIH  Opran —
CBEJICHHUU 111 OOHOBIICHUS €IUHON moyydarensb cBeneHuit (P.MM.04.
0a3sl TaHHBIX ACT.003)

2. CrpykTypa HHQOPMAIMOHHOI'0 B3aMMOAEHCTBAA

7. UHpopManmoHHOE B3aUMOJEHCTBHE B paMKax OOIIEro MpOLEcca OCYLIECTBIISIETCS
MEKy YIOJHOMOYEHHBIMU OPTaHAMU I'OCYapCTB — WIEHOB EBpPa3uMCcKOro 3KOHOMUYECKOTO
COl03a B COOTBETCTBHM C Ipouenypoil obmero mnpouecca "HHpopmannoHHOE
B3aMMOJICUCTBHE MPYU MOJIYYECHUH CBEACHUIN U3 €AMHON Oa3bl JaHHBIX .

Crpykrypa nH(GOPMaLMOHHOTO B3aUMOEHCTBUS MEXAY YIOJIHOMOUYEHHBIMU OpraHaMU
roCyAapCTB-YICHOB NIPEACTaBICHA HA PUCYHKE 1.

«YuactHe» //—\ «YuacTien " r
Ia T — 1"" H{I}ﬂ]]:\ldllliﬂ“l]l‘lﬂ B3AH MO, 1&]-1:‘1:. TBHE I I{fl ]FJ'.‘.EH'C] b
e MPH MOTYUEHHH CBEIeHUiT R Al
o W3 eAMHOMN Da3bl AAHHBIX

Puc. 1. CtpykTypa nHGOPMAIMOHHOTO B3aMMOJICUCTBUS MEXIY YIMOJTHOMOYEHHBIMU
opraHamMu ToCyAapCTB-YJICHOB

8. MudopmanmoHHoe B3aMMOAECHCTBHE MEXAY YMOJHOMOYEHHBIMU OpraHaMu
rocyJapcTB-4JICHOB pealiu3yercsa B pamkax odiero npoiecca. CTpykTypa o01iero mpoiecca
onpenenena B [IpaBunax nHGOPMAIIMOHHOTO B3aUMOIEUCTBUS.

9. UndopmarnmonHoe B3aMOJICHCTBUE OMPEEseT MOPSIOK BBIIOJIHEHUS TPAH3aKIIUN
o011ero npoiecca, Kakaasi U3 KOTOPBIX MPECTaBIsIET cO00M 0OMEH COOOIEHUSIMU B TEAX
CUHXPOHHU3AIMU COCTOSIHUN HH(POPMALIMOHHOTO O0BEKTa OOIIEro Mpolecca MeEXIy
y4acTHUKaMu oOiero mporecca. g Kaxaoro MHGOPMALMOHHOTO B3aWMOJEUCTBUS
OMpEe/eNICHbl B3aUMOCBS3U MEXK]y OMEpalUsIMU U COOTBETCTBYIOIIMMHU TaKUM OMEpalUSIM
TpaH3aKIUsIMHU 00IEro Mpoiiecca.

10. IIpu BBHINOJHEHUM TpaH3aKIMKU OOIIETO Mpollecca WHUIMATOP B paMKax
OCYILECTBIIIEMON UM omnepanuu (MHUIUUPYIOLEH ONepalri) HampaBisieT PECOHIEHTY
cOOOIIEHHE-3alIpOC, B OTBET Ha KOTOPOE PECHOHJIECHT B paMKax OCYLIECTBISIEMONM UM
omepanuu (MPUHUMAIONIEH oOMepalnru) MOXKET HalmpaBUTh WJIM HE HAINPaBUTh
COOOIIEHNE-0TBET B 3aBUCMMOCTH OT IIa0JOHA TpaH3akUuu obuiero mpouecca. CTpyKTypa
JaHHBIX B COCTaBE COOOIIEHMSI JODKHA COOTBETCTBOBAaTh OnucaHuio popmMaToB U CTPYKTYp
ANEKTPOHHBIX JOKYMEHTOB U CBEJIEHMH, HCIOJb3yeMBIX ISl pealu3alliu CpelcTBaMu
WHTETPUPOBAHHON HHGOPMAIMOHHON cHCTeMbl EBpa3suiicKOTO 3KOHOMHUYECKOTO CO03a
oOmrero nporiecca "dopmupoBaHue, BeJCHUE U UCIIOJIb30BAHUE €IMHON MH(OPMAIMOHHOM



0a3bl TaHHBIX MO BBIABICHHBIM HEXENATEIbHBIM peakUusM (JIeHCTBUSAM) Ha JIEKAPCTBEHHBIE
CpeACTBa, BKIIOUarOUEeld cooOueHus o Hed((HEKTUBHOCTH JEKapCTBEHHBIX CPEICTB",
yTBepxkaeHHOMY Pemenuem Komnernu EBpasuiickoli SKOHOMHUYECKOW KOMHUCCHHM OT 25
okTsiOpst 2016 r. Ne 125 (manee — Omnwucanue (popMaToB U CTPYKTYP DIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUN).

11. Tpan3akuuu oOIIEro Mpouecca BBIIOIHSAIOTCS B COOTBETCTBUU C 3aJaHHBIMU
napameTpaMM TpaH3aKUUK 00ILero mpouecca, Kak 3To OnpeesaeHo HacToamuM Pernmamentom

V. HadopManroHHOE B3aUMOICHCTBHE B paMKaX I'PYIII IPOLEAyP
1. TadpopManmoHHOE B3aMMOJIEHCTBHE IIPH ITOyICHAN CBEACHUH U3 €WHOM 6a3bl JaHHKIX

12. Cxema BBINOJHEHUSI TPAH3aKIUK OOIIEro mpolecca npu MOJTyUYeHUU CBEJACHUN U3
equHOl 0a3bl JAaHHBIX TMpEJCTaBieHa Ha pucyHke 2. (s xaxmoit mporemypsl oOImero
mpoiiecca B Tabnuie 2 NpuBeJeHA CBA3b MEXIY OINEpalusMH, MPOMEKYTOUHBIMU H
PE3YJIBTUPYIONIUMHU COCTOSIHUSIMA HH(POPMALIMOHHBIX OOBEKTOB OO0IIEro Mmpoiecca u
TpaH3aKIUsIMHU 00IIIEro MpoIiiecca.

:Bnaneneun ceenenmii JdloTpebuTent creacnumii

l

opt |

[BRIABNIEHA HeenaTeIbHAA PEAKIIHA HA NEKAPCTBEHHOE
CpeacTro|

|
|
|
|

Y EeJOMJICHHE O BRIARICHHH HEXKEIATeILHOH
peakuun (P.MM.04, TRN.006)

Puc. 2. Cxema BBITIOJTHEHHUS TpaH3aKIMK OOIIETo Mpolecca Mpu MOJyYeHUH CBEJICHUHN 13

€IUHOU 0a3bl JaHHBIX
Tabmuma 2

Ilepedgens TpaH3akuuii 0OIMeEro mponecca Npy NOIYIeHAN CBEICHUN U3 €TUHON 0a3hl JaHHBIX

[TpomexyTounoe PesynbpTHpytomee
Onepanus, COCTOSIHHE Omnepanus, COCTOSIHHE T
aH3aKIus
Ne m/mt BRITIOTHSAEMAas  MH(QOPMANMOHHO BBIONHsAEeMas  WHPOPMAIMOHHO P
o01iero mporecca
HHUIIHATOPOM ro oObekTa PECTIOHIIEHTOM ro oObekTa
o0riero mporecca o01ero nporecca
1 2 3 4 5 6

1 YBenomiieHue o BBISBICHUHU HexenaTensHoi peakimn (P.MM.04.PRC.006)



Hanpasnenue MOJNIYYCHUC M enppag  Gasa YBEIOMJICHHE O

YBENOMIICHHA O obpabdoTka naHaelx  (P.MM BHISIBIEHUU
1.1 BBIABJICHUH - YBEIOMICHHA O 04 BEN.00O1):  HexenaTenbHOI
HexeNaTelbHON BBHIABJIEHUU yBemomnenwe  peakumn (P.MM
peakuu  (P.MM HEeXeJlaTeJIbHOI HaIpABIEHO .04. TRN.006)
.04.0PR.016) peakuun (P.MM
.04.0PR.017)

VI. Omicarwne coobmerui 06mero mpomnecca

13. Tlepeuenp cooOmeHuit oOmero mpoiecca, NepeJaBaeMblX B paMKax
MH(POPMALIMOHHOTO B3aWMOJICHCTBUS MpPU pealu3aluu o0uero mnpolecca, MPUBEICH B
tabnuie 3. CTpyKTypa JaHHBIX B COCTABE COOOIICHUS JOJIKHA COOTBETCTBOBAaTh ONUCAHUIO
dbopmMaToB U CTPYKTYp DOJEKTPOHHBIX JIOKYMEHTOB U cBejeHuil. Cchlika Ha
COOTBETCTBYIOIIYIO CTPYKTypy B Omnucanum ¢GopMaToB U CTPYKTYpP DIEKTPOHHBIX

JOKYMEHTOB U CBEJICHUW yCTaHABIMBAETCS MO 3HAYEHUIO Ipadsl 3 Tabnuis 3.
Tabauna 3

ITepegens coobmenmit o6mero mpomecca

CtpykTypa 3JIEKTPOHHOI'O
JIOKyMEHTa (CBE/ICHHI)

1 2 3

Konosoe o6o3Hauenme HanmenoBanue

CBCACHUSA (6] BEBISIBJICHHBIX

BCIAOMIICHHUC (0] BBIABJICHUU HECIKCJIATCIIBbHBIX CaKOUusax Ha
P.MM.04.MSG.012 Y § P
HCKCIIAaTCIIbHOU peaKLII/II/I HeKapCTBCHHBIe r[pel'[ap aTbl (

R.HC.MM.04.001)
VII. Onmcanue Tpan3akimii 00mero mpomecca

1. Tpansaxmus o6mero nporecca "YBeJOMIIEHHE O BRIIBICHIHH HexXeJIaTenbHo#H peakmm” (P.MM
.04.TRN.006)

14. Tpanzakuusi obuero npouecca "YBeJoMIIEHUE O BBISBICHUU HEXKENaTEIbHOU
peakiuu" (P.MM.04.TRN.006) BbInOJIHSIETCS 711 HAMPABJICHUSI UHUIIUATOPOM PECTIOH/ICHTY
YBEJOMJICHUSI O BBISIBJICHUM HEXKeJlaTelIbHOW peakiuu. CxeMa BBIMOJHEHUS YKa3aHHOU
TpaH3aKIKHU OOIIETO Mpoliecca MpecTaBiieHa Ha pucynke 3. [lapameTpsl TpaH3akuuu o0IIeTo
npoliecca mpuBeAeHbI B Tabnuile 4.
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Chuudea [ v
NYBCAOMNCHHY O BEhRIABJICHHHK : i =
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Puc. 3. Cxema BBINIOTHEHUS TPaH3aKIUK 001ero npoiecca "YBeIoMIIEHUE O BBISIBICHUU
HexxenatenpHol peakuuun” (P.MM.04. TRN.006)

Tabmnuna 4

Ommcanue Tpar3akmuu o6mero nponecca "YBeIOMICHHE O BHABICHAH HE)KENATeIHHOM peakyn”
(P.MM.04.TRN.006)

Ne i/t O0s13aTeNbHBIA DIIEMEHT Omnucanue

1 2 3

1 Konosoe o603Hauenme P.MM.04. TRN.006

) HammenoBanme TpaH3aKIW{ OOIIErO YBeAOMIJICHHE O  BBISBICHUU
npoiiecca HeXellaTeTbHON peaKInu
[[TabmoH TpaH3akKIUU OOIIETO

3 OITOBEIICHIE
mporiecca

4 Wuunuupytomias poib WHUITAATOP

HanpaBJICHUC YBCAOMIJICHUA O

5 Wuunuupyrorias onepaus BBISIBICHUH  HEXKeJIaTeNbHOM
peakiuu
6 Pearupytomias posb PECTIOHIEHT

moinydyeHue W oOpaboTka
7 [MpuHNMaromas oneparms YBEIOMJICHUS O BBISBICHUU
HEeXeJaTenbHOM peakuu

enuHas 0Oa3a nanHeiXx (P.MM.04.
Pe3ym>TaT BBIITOJTHCHUA TpaHSaKLII/II/I

8 BEN.001): yBEJOMIIEHUE
o01iero mporiecca
HAIpPaBJICHO
9 IMapameTpsl TpaH3aKIHH OOGIIETO
nporecca:
BpeMsi Ui TOJTBEPIKICHUS
P 5 ATBEPIA 244

TIOJTY4YCHU S

BpeMsl TIOATBEPIKACHUS IPUHATHS B
00paboTKy

BpEMsI O)KUJaHUSA OTBETA —



MIPU3HAK aBTOPHU3ALIH Ja
KOJIMYECTBO ITOBTOPOB 3

10 Coo0IieHnsT TpaH3aKIUU OOIIEro

mporecca:
YBEIOMJICHHE O BBIABICHUHU
HHUIMHPYIOIIee COOOIIeHNE HeXxenaTenbHoH peakiun (P.MM.04.
MSG.012)
OTBETHOE COOOIIEHHE HeT
1 [TapameTpbl cOOOIIEHUI TpaH3aKINH
o01ero mpouecca:
npuzHak DT HET

nepenaya 3JIeKTPOHHOTO JOKyMEHTa
¢ HekoppekTHoi DITT

VIII. Ilopsaaok AeHCTBHM B HEIITATHRIX CATYAIAsIX

15. [Ipu uHPOPMAIIMOHHOM B3aMMOJICHCTBUU B paMKax OOIIETO MpoIlecca BEPOSTHHI
HEIlITaTHbIE CUTYyallUH, KOrjga o0padoTKa JaHHBIX HE MOXKET ObITh MPOU3BEACHA B OOBIYHOM
pexkume. HemratHple cuTyanuu BOZHUKAIOT MPU TEXHUYECKUX COOAX, UCTCUCHUH BPEMEHU
OKUJIaHWUSI U B HUHBIX clydasx. i moiaydeHus y4YacTHUKOM OOIIEro Ipoliiecca
KOMMEHTApUEB O MPUYMHAX BO3HUKHOBEHUS! HELITATHOW CUTYallMM M PEKOMEHIAINN 10 €€
pa3pelieHuI0 IPeayCMOTpeHa BO3MOXKHOCTh HAMpaBiIE€HUs COOTBETCTBYIOIIETO 3ampoca B
cnykOy TOAACPKKH WHTETPUPOBAHHONW WH(POPMAIMOHHONW CHCTEMBI Epa3uiickoro
HKOHOMHUYECKOTo coro3a. OO0mme peKoMeHalud MO Pa3pelieHUI0 HEIITaTHOW CHUTYalluH
MIPUBEIEHBI B TAOIMIIE 5.

16. YoTHOMOYEHHBIN OpraH rocyJapcTBa-4ieHa MPOBOJUT MPOBEPKY COOOIIEHUS, B
CBSI3M C KOTOPBHIM MOJIYY€HO YyBeIOMJIEHHE 00 olmOKke, Ha cooTBeTcTBUE OmHCaHUIO
dbopMaTOB U CTPYKTYpP IJIEKTPOHHBIX JOKYMEHTOB U CBeleHUN. B ciydae eciu BBISIBICHO
HECOOTBETCTBHE YKa3aHHBIM TPEeOOBAaHUSIM, YMOJHOMOUYCHHBIM OpraH rocyaapcTBa-djicHa
MPUHUMAET BCE HEOOXOAMMBIC MEPHI JIJIsl YCTPAHSHUS BBIABICHHON OmMOKU. B ciydae ecnu
HECOOTBETCTBUM HE BBIABJIEHO, YIOJHOMOYEHHBIM OpraH rocyAapcTBa-yj€Ha HANpaBiseT
COOOIIEHHE C ONHWCAaHMEM JTOW HEWTAaTHOM CHTyalMd B CIYyXOy MOJIIEpPKKH

PIHTGFpHpOBaHHOP'I HH(i)OpMaHPIOHHOfI CHUCTCMBEI EpaSHP'ICKOFO SKOHOMMWYECCKOT'O COI03a.
Tabmuma 5

JlelicTBHA B HEINTATHBIX CATYaIlMAX

Onucanue JeHCTBHI

. Onucanme IIpuuuub
Kon wHemraTHOM . N IIPU BO3HUKHOBEHUU
HEMTAaTHOH HEITAaTHOHU .
CUTYyaIuu HEIITAaTHOH
CUTYyalLUH CHUTYaIlH
CUTyaluH
1 2 3 4
UHULHUATOPY

TpaH3aKIMK 00IIero



npomecca
HEOOXOIUMO
CUHXPOHHU3HPOBATH
UCIIOJIb3yeMbIe
CIIPAaBOYHHUKH H
KJIACCU(PUKATOPBI

Il OOHOBUTH
CHHXPOHM3HMPOBAHBI X ML -cXeMBbI
HHUIMATOP CIIPABOYHHUKH H

H (S

3IEKTPOHHBIX
TPaH3aKIHK OOIIET0 KIacCHpUKaTOPHI JOKYMCHTOB (
PEXC.004 mponecca MOMYYUN MM HE OGHOBICHB  cpeicnyif). "
ysegomnenne 06 XML-cxemsr Eciiu CpaBOYHHUKH H
ommoOKe SIIEKTPOHHBIX KIaccupUKATOPHI
AOKYMCHTOB ( CHUHXPOHM3UPOBAHbI,
CBE/ICHHH) XML-cxeMBbl
SIIEKTPOHHBIX
JIOKYMEHTOB (
CBEJICHUM)
0OHOBJEHBI,
HE0OX0AUMO

HAIPaBUTh 3aMPOC B
ciyxk0y TMOANEPKKH
MPUHUMAOIIETO
y4aCTHHKA

4. Onucanuve (HopMaTOB U CTPYKTYP BJIEKTPOHHBIX JOKYMEHTOB M CBEICHU,
UCIIOJIB3YEMBIX JUISl pEAJIM3alMK CPEICTBAMH UHTETPUPOBAHHOW HH(POPMALIMOHHON CUCTEMBI
BHEIIHEH H B3aMMHOW ToproBiu obOmero mpoiecca "dopmupoBaHue, BeIeHHUE U
UCIIOJIb30BaHNE €IMHONW MH(POPMAIIMOHHON 0a3bl JaHHBIX MO BBISIBJICHHBIM HEXEIaTeIbHbIM
peakuusM (AeHCTBUSIM) Ha JIEKapCTBEHHBIE CPENCTBA, BKIIOYAIOIIEH COOOIIEHUs O
HEed(PPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB", YTBEPKACHHOE YKazaHHbIM PemieHuewm,

HN3JI0KHUTH B CJ'ICILYIOH_[eﬁ pCaAaKnum:
"VTBEPKAEHO
Pemennem Komnernn

€Bpa3uiiCKON S3KOHOMUYECKOW KOMUCCUU

oT 25 okTs16pst 2016 . Ne 125

(B penaxumu Pemenns Komnernn

EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI

ot 21 ¢espans 2023 r. Ne 18)

Omacanue

($OpMaTOB U CTPYKTYP DJIEKTPOHHBIX JOKYMEHTOB H CBEACHMIA, HCIIONB3YEMBIX IS peaIn3aui
CpeICTBaMH HHTETPHPOBAHHOH HH(POPMAMOHHOH CHCTEMBI EBpa3uiickoro SkOHOMHUIECKOTO
coro3a obmero mpouecca "®opMrApoBaHHE, BeICHHE H HCIOI30BaHAE €HHON HH()OPMALMOHHOH
6a3sl TaHHEIX IO BEIABICHHEIM HEXeJIaTeIbHEIM PEaKIuaM (IeHCTBHIM) Ha JIEKAPCTBEHHEIE
CpeICTBa, BKIIOYaomel coo0meHnns 0 He3(p(PeKTHBHOCTH JIeKapCTBEHHBIX CPEACTB"

I. O6mme momoxeHus



1. Hacrosimee Omnucanue pa3paboTaHO B COOTBETCTBUU CO CIEAYIOUIUMHU
MEXJIYHapOJHbIMU JOTOBOpaMHM M aKTaMM, COCTaBISIOIIMMHU MpaBo EBpaszuiickoro
AKOHOMHUYECKOTO coro3a (janee — Coro3):

Jorosop o EBpa3uiickoM 3KOHOMHUYECKOM coro3€e oT 29 mas 2014 rona;

Cornaiienre o eIMHbIX MPUHIMUIIAX U MMPaBHIIaX 0OpaIEHUs JIEKaPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro s5KOHOMHYECKOTO coro3a oT 23 aekadps 2014 rona;

Pewmenune Komnerun EBpazuiickoil s5koHOMUYecKkoi komuccuu ot 6 Hosiops 2014 r. Ne 200
"O TEeXHOJOIMYECKUX JOKYMEHTaX, periiaMeHTUPYIOUINX UHPOPMAIIMOHHOE B3aUMOIEHCTBHE
MpU peanu3aluu CpelcTBaMU UHTEIPUPOBAHHOW MH(OPMALIMOHHONW CUCTEMBbI BHELIHEH U
B3aMMHOM TOPTOBIU OOITUX MPOIIECCOB";

Pemenne Konnernn EBpasuiickoil 5xoHOMUYecKo koMuccuu oT 27 ssuBapsa 2015 r. Ne 5
"O6 yrtBepxaeHun I[IpaBun »IEKTPOHHOTO OOMEHA JAaHHBIMHM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOMN cHCcTeME BHEIIHENW U B3aUMHOM TOprosin';

Pemrenne Komnernn EBpasniickoit s5koHOMHUYECKON KoMuccuu oT 14 anpens 2015 r. Ne 29
"O nepeyHe o0LIMX MPOLIECCOB B paMKaxX EBpa3suilckoro 3KOHOMHUECKOI0 CO103a U BHECEHUU
n3meHeHus B Pemenne Komnernn EBpasuiickoil SDKOHOMHYECKOW Komuccuu oT 19 aBrycra
2014 r. Ne 132",

Pemenne Kosernn EBpa3zuniickoit s3koHOMUYECKON Komuccuu oT 9 urons 2015 r. Ne 63 "
O Meronuke aHaiau3a, ONTUMHU3ALMH, TAPMOHU3ALUNA U OMHUCAHUS OOUIMX MPOIECCOB B
pamkax EBpa3nuiickoro 3JKOHOMHYECKOIo coro3a';

Pemenne Komnerun EBpasuiickoii skoHOMHUYECKO# Komuccuu oT 28 ceHtsaopst 2015 r. Ne
125 "OO6 ytBepxaenuu I[lonoxxkeHus o0 oOMeHE SJIEKTPOHHBIMU JIOKYMEHTAMH IpU
TPAaHCTPAaHUYHOM B3aUMOJIECTBUU OPraHOB rOCYJJapCTBEHHOM BJIACTU FOCYJapCTB — YWICHOB
EBpa3uiickoro 3KOHOMHYECKOT'0 COr03a MEXIy coboil um ¢ EBpasuiickoii SKOHOMHUYECKOM
KOMHCCHER".

II. O6nacTe npUMEHEHUS

2. Hacrosimee Omnucanue omnpenensieT TpeboBaHus K (opMaraM U CTPYKTypam
ANEKTPOHHBIX JIOKYMEHTOB U CBEJIEHHI, HCHOJb3YEeMbIX MpH HHPOPMALMOHHOM
B3aMMOJIEUCTBUU B paMKax obmiero npouecca "dopmupoBanue, BeCHUE U UCIIOIb30BAHUE
eAMHON MHQPOPMAMOHHON 0a3bl JAaHHBIX IO BBISBICHHBIM HEKEJIATEIbHBIM pPEaKUUIM (
JEHUCTBUSIM) Ha JIEKAPCTBEHHBIE CPEJICTBA, BKIIIOYAIONIEH cooliieHus o HeahHEeKTUBHOCTU
JIEKapCTBEHHBIX CpelIcTB" (anee — oOmIuil mpoiiecc).

3. Hacrosimee Onucanue nNpuMeHsieTCsl IpU MPOEKTUPOBAHUY, Pa3pabOTKe U JopaboTKe
KOMIIOHEHTOB MH(OPMAIIMOHHBIX CHUCTEM NpPHU pealu3aluu Mpoleayp OOIIero mpouecca
CpelICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHOMN CUCTEMBI EBpa3uiickoro 3KOHOMUYECKOTO
coro3a (fajiee — MHTETPUPOBAHHAS CCTEMA).



4. Onucanue GopmMaToB U CTPYKTYP DJIEKTPOHHBIX JIOKYMEHTOB U CBEJICHHUM MPUBOIUTCS
B TaONM4YHOW (opMeE C yKa3aHMEM MOJHOTO PEKBU3UTHOTO COCTaBa C y4YETOM YpOBHEH
MepapXyu BIUIOTh J0 MPOCTHIX (ATOMAPHBIX) PEKBU3UTOB.

5. B Tabnuue onuckeiBaeTcs OAHO3HAYHOE COOTBETCTBHE PEKBU3UTOB 3JIEKTPOHHBIX

JIOKYMEHTOB (CBeICHUH) (J1ajiee — PEKBU3UTHI) U JJIEMEHTOB MOJIEIH TaHHBIX.

6. B Tabnuie ¢popmupyroTcs ciaeayroniue mos (rpadsl):

"HepapXu4eCKuii HOMep' — NOPSAIKOBBI HOMEDP PEKBU3UTA;

"M peKBU3UTA" — YCTOSABIIEECS WM OPUITMATHHOE CIOBECHOE 0003HAUCHHE PEKBU3UTA;

"onucaHue peKBU3UTA" — TEKCT, MOACHSIOIINI CMBICT (CEMaHTHKY) PEKBU3UTA;

"unentudukaTtop" — HASHTUPUKATOP dJIEMEHTa JaHHBIX B MOJICIHM JTaHHBIX,

COOTBETCTBYIOILIETO PEKBU3UTY;

"00s1acTh 3HAUYECHUI" — CJIOBECHOE OMMCAHNUE BO3MOXKHBIX 3HAUYEHUN PEKBU3UTA;
" — MHOXECTBEHHOCTh PEKBU3UTOB: 00S3aTEIBHOCTH (OMIIMOHATBHOCTD) H
KOJIMYECTBO BO3MOKHBIX MOBTOPEHUN PEKBU3UTA.

7. Jlns ykazaHUsS MHOKECTBEHHOCTH PEKBU3UTOB HCMOJIB3YIOTCA CIETYIONIHE

0003HAYEHUS:

1 — pekBU3HUT 00s13aTeNeH, MOBTOPEHUS HE JIOMTYCKAIOTCS;

N — PEKBU3UT 00sI3aTeNeH, JOJDKEH MOBTOPATHCS h pa3 (n > 1);

1..* — pekBU3UT 00sA3aTEIICH, MOKET IMMOBTOPSITHCS O€3 OTPAaHUYCHMUIA,

n..* — pekBU3UT 00s13aTENICH, TOJKEH OBTOPATHCS HE MEHEe N pa3
(n> 1)

N..Mm — PEKBU3UT 00s13aTeJICH, I0JDKEH MOBTOPSTHCS HE MEHEE n pa3
1 He OoJsiee m pa3 (n > 1, m > n);

0..1 — peKBU3UT ONIMOHAJIEH, HOBTOPEHUS HE JOITYCKAIOTCS;

0..* — peKBU3UT OINLIMOHAIEH, MOXET MOBTOPATHCA 0€3 OrpaHUYECHUN;

0..m — pEeKBU3UT ONMIIMOHAJIEH, MOXET IOBTOPSITHCS HE Oosiee m pas3
(m>1).

III. OcHOBHEIE TOHATHSA

8. na uenei Hactosmero OnucaHUs UCMOJIB3YIOTCS MOHATHUS, KOTOPbIE O3HAYAIOT
i (14% 011 (SSK
"rocy1apcTBO-wieH" — rocy1apcTBo, sABIsAronieecs wieHoM Coro3a;
"pekBU3UT" — €IMHUIIA JTAHHBIX DJICKTPOHHOTO JOKYMEHTa (CBEJCHHI), KOTopas B
ONPEAEICHHOM KOHTEKCTE CUMTAETCSl HEPa3AeIMMOM.
[Tonsarus "6a3ucHas MojeNb JaHHBIX", ""MO/IeNIb TaHHBIX", "MOJI€Ib TAaHHBIX MTPEIMETHON
obmactu", "mpeameTrHas o0nacTe" W "peecTp CTPYKTYp DJICKTPOHHBIX JOKYMEHTOB H
cBelieHHI", Hcmoib3yeMble B HacTtosiieM OnucaHuu, NPUMEHSIOTCS B 3HAYCHMSX,



OTIpe/IeNIeHHbIX MeTOoANKON aHanu3a, ONTHUMU3ALUN, TApMOHHU3ALMU U OMUCaHUS OOLIUX
IIPOLECCOB B paMKax EBpa3uilCKOro SKOHOMHYECKOTO CO03a, YTBEPKACHHOM Pemennem
Komnerun EBpazuiickoii s5koHoMHuueckoil komuccuu ot 9 utonst 2015 r. Ne 63.

WHble nOHSTHS, UCIONb3yeMble B HacTosiieM OnucaHuu, TPUMEHSIOTCS B 3HAYEHUSX,
onpezaeneHHbIX B nmyHKTe 4 IlpaBun nH(pOpPMAaIMOHHOTO B3aWMOACHCTBUS MPU pealld3alliu
CpelICTBAMH MHTETPUPOBAHHOM HH(POPMAIIMOHHOM cUCTEMbI EBpa3niickoro 3kOHOMUYECKOTr0
coro3a obmero mnpouecca "dopMUpOBaHUE, BEACHHUE M MCIOJb30BAHUE E€IUHOU
MH(GOpMaLlMOHHON 0a3bl JAHHBIX MO BBISBJICHHBIM HEXXEJATEJIbHBIM peaklusaM (IeHCTBUAM)
Ha JIEKapCTBEHHBIE CpEJACTBA, BKJIOYAIOIIEd cooOueHuss o Hed)PEeKTUBHOCTH
JEKapCTBEHHBIX cpeAcTB", yTBepxkAeHHbIX Pemenuem Komnerun EBpa3zuiickoit
PKOHOMMYECKON KOMUCCHH OT 25 okTsA0pst 2016 1. No 125.

B Tabmunax 4, 7, 10 Hacrosmero Onucanus oy Permamentamu nHGOPMAIMOHHOTO
B3aUMOJICHCTBUSI MOHUMAIOTCA PeriamMeHT MHPOPMAIMOHHOTO B3aUMOJEHUCTBUS MEXIY
YIIOJITHOMOYEHHBIMHU OPTraHaMH I'OCYIapCTB — WICHOB EBpPa3zuiCKOro "’KOHOMHYECKOTO COK03a
IpU peasiu3alii CpeCTBaMU UHTETPUPOBAHHON MH(POPMAIIMOHHOM crucTteMbl EBpasuiickoro
SKOHOMHUYECKOr0 coro3a obuiero mpouecca "dopMupoBaHue, BEAECHUE U HCIOJIb30BAHUE
eAMHOW MHGOPMAIMOHHON 0a3bl JAHHBIX IO BBIABICHHBIM HEXENATeIbHBIM peakuusM (
JNEUCTBUSIM) Ha JIEKAPCTBEHHBIE CPEJICTBA, BKIIIOUArOUIeH cooliieHus o HeahHEeKTUBHOCTU
JEKapCTBEHHBIX cpencTB", u PernameHT MHGOPMAIMOHHOTO B3aUMOJEHUCTBHS MEXIY
YIOJIHOMOYEHHBIMH OpPraHaMH T'OCYJapCTB — YWIEHOB EBpa3HilcCKOro SKOHOMHUYECKOTO COK3a
1 EBpa3niickoi SJKOHOMHYECKON KOMHUCCUEN NPH PEATU3ALUNA CPEICTBAMU UHTETPUPOBAHHON
MH(OPMAIIMOHHON cUCTeMbl EBpa3uilcKOro SKOHOMHYECKOTO COl03a OOIIEro mpoiiecca
®opMHpOBaHKE, BEJICHUE M HCIOJIb30BaHUE €AMHON MHPOPMAIMOHHOW 0a3bl JAaHHBIX IO

"

BBISIBJICHHBIM HEXeJNaTeJIbHbIM peakiusM (IeHCTBUAM) Ha JIEKapCTBEHHBIE CpPEACTBa,
BKJIIOYAroUien cooOieHnust o Hea((PEeKTUBHOCTHU JIEKAPCTBEHHBIX CPEJCTB", YTBEPKICHHbBIC
Pemenuem Komnernn EBpazuiickoit s5koHOMUYECKON KoMuccuu OT 25 okTsi0ps 2016 . Ne 125

IV. CtpykTypHl 3€KTPOHHBIX JOKYMEHTOB M CBEICHMI

9. HepequL CTPYKTYP 2JICKTPOHHBIX JOKYMCHTOB 1 CBG,Z[CHI/Iﬁ IIPHUBCICH B Ta6J]I/III€ 1.
Tabmuma 1

ITepegeHs CTPYKTYp 3JIEKTPOHHEIX JOKYMEHTOB M CBEICHUIHA

Ne n/n Unentuduxarop Nms [IpocTpancTBO NMEH
1 2 3 4
1 CTpYKTypHI 2JIEKTPOHHBIX JOKYMEHTOB U CBEIEHHUI B Oa3MCHOM MoIenn

urn:EEC:R:
ProcessingResultDetails:
vY.Y.Y

YBEIOMJICHHE O pe3yJIbTaTe

1.1 R.006
00paboTKU



1.2 R.O07 COCTOsIHME aKTyanu3alud urn:EE C:R:

o0mero pecypca ResourceStatusDetails:
vY.Y.Y
) CTpYKTYpBI 3JIEKTPOHHBIX JOKYMEHTOB U CBEICHHIA
B IIPEMETHON 00JIaCTH
S M4
2.1 R.HC.MM.04.001 peakh MedicinelndividualCaseSa

e SKADETICHINS g RaporsDetalsv] 10

CumBonsl "Y.Y.Y" B mpoCcTpaHCTBAaX MMEH CTPYKTYP DJIECKTPOHHBIX TOKYMEHTOB M
CBEJICHUI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO IOKYMEHTA (CBEJICHHUI),
OMpEeeIIEMOl B COOTBETCTBUM C HACTOSIIUM ONHUCAaHUEM TEXHUYECKON CXEMBbI CTPYKTYPHI

AIEKTPOHHOTO JOKYMEHTA (CBEACHUM), MOoAIexKalel BKIIOUEHUIO B PEECTP CTPYKTYP.
1. CTpyKTypHI 3JIEKTPOHHEIX JOKYMEHTOB ¥ CBEJIeHHH B Oa3UCHOM MOJeIH

10. Onucanue CTPYKTYpbl JIIEKTPOHHOTO JOKYMEHTa (CBeleHUi) "YBeroMieHue o

pesyabrare oopadotku" (R.006) npuBeneHo B Tabdauie 2.
Tab6muma 2

Ommcanne CTPYKTYPHI JIIEKTPOHHOTO JOKYMEHTA (CBeIeHHiA) "YBEHOMIICHHE O PE3yIIbTaTe
o6paborku" (R.006)

Ne n/n O0o3HaueHMe 37eMeHTa Onucanue
1 2 3
| i YBEIOMJIEHHE O pe3yJbTare
00paboTKH
2 Wnentnduxarop R.006
3 Bepcus Y.YY
4 Onpesenente CBEJIEHHS O pe3yJibTare 00paboTKH
3ampoca pecroHASHTOM
5 Hcnons3oBanue -
6 Unentnpukarop mnpocrpanctBa  urn:EEC:R:ProcessingResultDetails:
HMEH vY.Y.Y
K 7 . .
7 OpHEBOH daeMent ProcessingResultDetails
XML-nokymeHnTa
EEC R P ingResultDetail
8 Nwms daitna XML-cxemsl C_R_ProcessingResultDetails_v

Y.Y.Y.xsd

CumBonsl "Y.Y.Y" B mpocTpaHCTBaxX MMEH CTPYKTYP DJIECKTPOHHBIX JTOKYMEHTOB U
CBEJICHHI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO JIOKYMEHTA (CBEJICHMI),
ONpeNeIsIEMOl B COOTBETCTBUM C HAacTOSIUM ONHcCaHuEM TEXHUYECKON CXEMbl CTPYKTYPhI
AJIEKTPOHHOTO JOKYMEHTA (CBEACHUM), MOoAIeXKalel BKIIOUEHUIO B PEECTP CTPYKTYP.

11. UmMnopTupyemble IpOCTPAHCTBA UMEH MPUBEACHBI B Ta0IUIIE 3.
Tabmmma 3



NMmopTrpyeMEle IPOCTPaHCTBAa UMEH

Wnentndukarop mnpocrpaHcTBa

Ne i/ IT
/i - pedurc
1 2 3
) urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2 VX.X.X esdo

CumBonsl "X.X. X" B HMIIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
BepcUM O0a3MCHOW MOJIENHU JAaHHBIX, UCIIOJIb30BAHHOM MpHU pa3pabOTKe B COOTBETCTBUU C
HacToAIKUM OnNUCaHUEM TEXHUYECKON CXEMbI CTPYKTYPhl 3JIEKTPOHHOTO JOKyMEHTa (
CBEJICHHMI), MOJjIeXKAalleil BKIFOYEHUIO B PEECTP CTPYKTYP.

12. PexBU3UTHBIA COCTaB CTPYKTYpbl JJIEKTPOHHOTO JOKyMeHTa (cBeaeHwuii) "

YBenomienne o pesynbrare oopadotku” (R.006) npusenen B Tabdmure 4.
Tab6muna 4

PexBU3UTHEI COCTaB CTPYKTYPHI AIEKTPOHHOTO JOKYMEHTa (CBEJCHUIT) "YBEZOMIICHHE O
pe3ynsTare o6paboTku” (R.006)

(0]
Nms pexBusuTa frucarnme Unentnpukatop Tum maHHBIX MHn.
pEeKBU3UTA
ccdo: EDoc
COBOKYIIHOCTD Header Type (
1. 3aroNoBOK  SMEKTPOHHOLO TEXHOJIOTHYECKUX M.CDT.90001)
JIOKyMEHTa (CBEIICHU) PCKBH3HTOB M.CDE.90001 Onpenensercs 1
(cedo: EDoc Header) 3IIEKTPOHHOTO obyacTsaMu
) JOKYMEHTa ( 3HaYeHUH
CBCJICHUI) BJI0OKEHHEIX
3JIEMEHTOB
csdo: Inf
Envelope Code
Type (M.SDT
.90004)
1.1. Kog O 1OBOG 3HaueHue Kojaa B
K B
co00ImEeHus o 653 SR COOTBETCTBUH C
HA4YCHU
o01ero mpomuecca 0B eI M.SDE.90010 Pernamentom 1
(csdo:  Inf o6 e?(l) HboLecca MH()OPMAIIMOHHO
Envelope Code) B pott r o
B3aUMOJICHCTBHS.
[[Ta6non: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}
csdo: EDoc Code
Type (M.SDT
KOJOBOE 90001)
0003HaueHHE '
3HaueHnEe KOJa B
AJIEKTPOHHOTO
1.2. Kon COOTBETCTBHHU C
JOKyMEHTa (

3JIEKTPOHHOTO peecTpoMm



JIOKyMEHTa (
CBEJICHUIN)

(csdo: EDoc
Code)

1.3.
Unentudukarop
3JIEKTPOHHOT'O
JIOKYMEHTa (
CBEJICHUH)

(csdo: EDoc 1d)

1.4.
Unentudukarop
HCXOJAHOTO
3IEKTPOHHOTO
JIOKYMEHTa (
CBeZIeHHiN)

(csdo: EDoc Ref
Id)

1.5. Hata wu
BpeMs
3IEKTPOHHOTO
JTOKyMEHTa (
CBeZIeHUiN)

(csdo: EDoc Date
Time)

1.6. Kop si3p1ka
(csdo: Language
Code)

CBEJCHUN) B
COOTBETCTBHH C

M.SDE.90001

peecTtpom
CTPYKTYD
BIIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHHI

CTPOKa CHMBOJIOB
, OJHO3HAYHO
uAeHTHGUIUPYIO
o a A
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHUS)

M.SDE.90007

UACHTHU(PHUKATOP
3JIEKTPOHHOTO
JOKyMEHTa (
CBEJICHUH), B
OTBET
KOTOPBIH OBLI
chopMupoBaH
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (
CBEZICHU)

Ha

M.SDE.90008

JaTa W BpeMms
CO3MaHUs
3IEKTPOHHOTO
JOKYMEHTa (
CBeZICHUIN)

M.SDE.90002

KOJIOBOE
o0o3HaueHune M.SDE.00051

SA3bIKaA

CTPYKTYDp
QJICKTPOHHBIX

JIOKyMEHTOB U
CBEJCHUM.
[Ta6mon: R(O\.[
A-Z]{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

csdo: Universally
Unique Id Type (
M.SDT.90003)
3HaucHUE
HACHTU(DHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8.
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo: Universally
Unique Id Type (
M.SDT.90003)
3HadeHUE
naeHTHUKATOpa
B COOTBETCTBUHU C
ISO/IEC 9834-8.
[Ta6mon: [0-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

bdt: Date Time
Type (M.BDT
.00006)
O0o3HaueHHE
JIaThl U BPEMEHU
B COOTBETCTBHHU C

ISO 8601

csdo: Language
Code Type (
M.SDT.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBUU C
ISO 639-1.
[la6mon: [a-z]{2
}

1

0..1

1

0..1



2. Nata u Bpems
(csdo: Event Date Time)

3. Kox pesynbrata 00paboTKH
(csdo: Processing Result V2 Code)

4. Onucanue
(csdo: Description Text)

Aata W BpCEMA
OKOHYaHUA
06paboTKH M.SDE.00132

CBEJICHUN

KOJOBOE
o0003HaueHNE
pe3ynbTara
o0paboTku
MOJIyIECHHOTO
AIIEKTPOHHOTO
JOKYMEHTa (
CBEJICHUN)
“H(POPMAITIOHHO
i cucreMon

M.SDE.90014

y4acTHHKA
o011ero mporecca

OTMCaHUE
pe3ynbTarta
00paboTku
CBEJIIEHUII B
MIPOU3BOJILHOM

bopme

M.SDE.00002

bdt: Date Time
Type (M.BDT
.00006) 1
O0o3HaueHue
JIaTBl ¥ BPEMEHH

B COOTBETCTBHH C
ISO 8601

csdo: Processing
Result Code V2
Type (M.SDT
.90006)
3HayeHne KoJa B
COOTBETCTBHH €O
CIIPaBOYHUKOM
pe3yIbTaToB
00paboTku
3JEKTPOHHBIX
JIOKyMEHTOB U
CBEJCHUN

csdo: Text4000
Type (M.SDT
.00088)

Crtpoka
CHMBOJIOB.

0..1

MuH. gnuna: 1.
Makec.
4000

JUIMHA:

13. Onucanue CTPYKTyphl 2JIEKTPOHHOrO JokKyMmeHTa (cBenenuii) "CoctosiHue
aktyanuzaiuu oomiero pecypca" (R.007) npuBeneHo B Tadnuiie 5.

Tabmuma 5

Ommcanue CTPYKTYpPHI JIEKTPOHHOI'O JOKyMeHTa (cBezeHmit) "CoCcTosHIe aKTyaIn3alyd 00mero

pecypea” (R.007)

Ne i/t
1

O0o3HayeHne dJIEMEHTA

2
Nmsa

Unentudukarop

Bepcus

Omnpenenenne

Wcnoap3oBanue

Onmcanne

3

COCTOSIHUE aKTyalu3aluu OO0IIero
pecypca

R.007

Y.YY

CBCACHUA JJIsL
ob1ero pecypca

aKTyalu3amnuu

UCIIOJIB3YETCs VISl 3alpoca OaThl U
BpEMEHH OOHOBJEHHUS O00IIero
pecypca M OTBETa Ha 3TOT 3aIpoc, a
TaKkKe IS 3a1poca aKTyalbHbBIX WU
MOJIHBIX (M3MEHEHHBIX,
O0OHOBIJIEHHBIX) CBEJCHUIT M3 00IIEeTo

pecypca



6 Wnentnpukarop mnpocrpanctea  urn:EEC:R:ResourceStatusDetails:
UMEH vY.YY

Kopuesoit 3JIEMEHT
XML-nokymeHnTa

ResourceStatusDetails

EEC R ResourceStatusDetails vY.
Y.Y .xsd

8 Nwms daitna XML-cxemsl
CumBonbl "Y.Y.Y" B mpocTpaHCTBAX MMEH CTPYKTYP DPJIECKTPOHHBIX TOKYMEHTOB U
CBEJICHUI COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYPHI AJIEKTPOHHOTO JIOKYMEHTA (CBEJICHMUI),
ONpeeIsIEMONl B COOTBETCTBUM C HAacTOSIUM ONHcaHuEeM TEXHUYECKON CXEMbl CTPYKTYPhI
AJIEKTPOHHOTO JOKYMEHTA (CBEACHUM), MOoAIexKalel BKIIOUEHUIO B PEECTP CTPYKTYP.

14. UmnopTupyemble IpOCTPAHCTBA UMEH MPUBEACHBI B TabuIIe 6.
Tabmuma 6

HMmopTapyeMeie IpOCTPaHCTBAa HMEH

Wnentudukarop mpocTpaHCTBA

0 II
Ne n/m e pedukc
1 2 3
| urn:EEC:M:ComplexDataObjects: cedo
vX.X.X
urn:EEC:M:SimpleDataObjects:
2
VXXX esdo

CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
BepcuM 0a3MCHOM MOJIeNM JAaHHBIX, UCIIOIB30BAHHOM MpU pa3pabOTKe B COOTBETCTBUU C
HacToAIMM ONUCaHUEM TEXHUYECKON CXEMBI CTPYKTYPhI 3JIEKTPOHHOIO JOKYMEHTa (
CBEACHUN), MOJIeKAILEH BKIIIOUEHHUIO B PEECTP CTPYKTYP.

15. PexkBU3UTHBIN COCTAaB CTPYKTYpPBI 3JEKTPOHHOIO TOKyMeHTa (cBeneHuit) "CocTosiHue

aktyanuzaiuu oomero pecypca" (R.007) mpuBenex B Tabnuiie 7.
Tabmuma 7

PeKkBH3UTHEIH COCTaB CTPYKTYPHI 2JIEKTPOHHOT'O TOKyMeHTa (cBeneHmit) "CocrosHue
axkTyaym3anuu obmero pecypca” (R.007)

Onucanue

Mms pexBusnTa Wnentudukatop Tum gaHHBIX Ms=.
peKBU3HTA
ccdo: EDoc
COBOKYITHOCTh Header Type (
TEXHOJIOTHYECKUX M.CDT.90001)
1. 3aromoBok  3JIEKTPOHHOTO 0
. €KBU3UTOB npenensieTcs
JIOKyMeHTa (CBEICHUIA) P M.CDE.90001 6p A 1
3JIEKTPOHHOTO obnmacTamu
(ccdo: EDoc Header) P N
JOKyMEHTa ( 3HaYCHU U
CBEICHUI) BJIOKEHHBIX
3JIEMEHTOB
csdo: Inf

Envelope Code



1.1. Kon
CcOOOMICHUS
o0irero mporecca
(csdo:  Inf
Envelope Code)

1.2. Kon
3IEKTPOHHOTO
JOKyMEHTa (
CBeJICHUT)

(csdo: EDoc
Code)

1.3.
Wnentudukarop
3JEKTPOHHOTO
JOKyMEHTa (
CBEJICHUIN)

(csdo: EDoc Id)

1.4.
Wnentudukarop
HUCXOJHOTO
AJIEKTPOHHOTO
JIOKYMEHTa (
CBEJICHUH)

(csdo: EDoc Ref
Id)

KOJOBOE
o0Oo3HaueHKe
co00IeHns

M.SDE.90010
o0rmero mporecca

KOJOBOE
o0o03HaUEeHHE

3JEKTPOHHOTO

JOKYMEHTa (

CBeIEeHUM) B

coorBercTBuu ¢  M.SDE.90001
peecTpom

CTPYKTYD

3JIEKTPOHHBIX

TOKYMEHTOB |

CBEJICHUM

CTPOKa CHMBOJIOB
, OJHO3HAYHO
AICHTHDUITUPYIO

o a o M.SDE.90007
3JIEKTPOHHBIN

JOKYMEHT (

CBEZICHUA)

HICHTH(YHUKATOD
3JIEKTPOHHOTO
JOKYMEHTa (
CBeJeHUil), B
OTBET  Ha
kotopsii  Obtm  M.SDE.90008
copmupoBan
JaHHBI I
3JIEKTPOHHBIN
JOKYMEHT (
CBEJICHH)

Type (M.SDT
.90004)
3HadeHue KOJa B
COOTBETCTBUHU C 1
Pernamentom
“H()OPMAITMOHHO
r o
B3aMMOJCHCTBHA.
abnon: P\.[A-Z
1{23\.[0-9]{2}\.
MSG\.[0-9]{3}
csdo: EDoc Code
Type (M.SDT
.90001)
3HayeHue Kojaa B
COOTBETCTBHH C
peecTpom
CTPYKTYp
AIEKTPOHHBIX
JOKYMEHTOB H
CBEJICHUM.
Ma6mon: R(\.[
A-Z1{2}\.[A-Z]{
21\.[0-9]{2})?\.[0
9143}

csdo: Universally
Unique Id Type (
M.SDT.90003)
3HayeHUE
UACHTU(DHUKATOPA
B COOTBETCTBHHU C
ISO/IEC 9834-8. 1
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}

csdo: Universally
Unique Id Type (
M.SDT.90003)
3HaueHue
UACHTU(DHUKATOPA
B COOTBETCTBHH C
ISO/IEC 9834-8. 0..1
[Ta6mon: [O-
9a-fA-F]{8}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{4}-[0-
9a-fA-F]{12}



1.5. Jlara wu
BpeMs
AIEKTPOHHOTO
JIOKyMEHTa
CBEJICHUT)

JaTta ¥ BpeMms
CO30aHHA
3IEKTPOHHOTO

( IOKyMeHTa (
CBEJICHUIN)

M.SDE.90002

(csdo: EDoc Date

Time)

1.6. Kox s361Ka
(csdo: Language
Code)

2. larta u BpeMs OOHOBIICHUS
(csdo: Update Date Time)

3. Koz ctpansl
(csdo: Unified Country Code)

a)
AIaEeHTU(DUKATOP
CIIpaBOYHHUKA

KOIOBOE
o0o3Hauenne M.SDE.00051

S3bIKa

JaTta W BpeMms
0OHOBIEHUSA

obmiero pecypca ( M.SDE.00079
peectpa, mepeyHs

, 0a3bl TaHHBIX)

KOJAO0BOE
o0o3HaueHne
CTpaHBHI,
NpeACTaBUBIIEH
CBEJICHUS B
obmmuit pecypc (
peectp, mepeueHb
, 0a3y IaHHBIX)

M.SDE.00162

o0o3HaucHUE
crnpaBoyHUKa  (
( xmaccudukaTopa)

K1accuukaTopa) , B COOTBETCTBHH

(atpubyt code
List Id)

C  KOTOPBIM
yKa3aH KOJl

bdt: Date Time
Type (M.BDT
.00006)
O0o3HaueHue
JIAThl U BPEMEHHU

B COOTBETCTBHH C
ISO 8601

csdo: Language
Code Type (
M.SDT.00051)
JIByXOyKBEHHBIN
KOJ s3bIKa B
COOTBETCTBUU C
ISO 639-1.
[[Ta6maon: [a-z]{2
H

bdt: Date Time
Type (M.BDT
.00006)
O0o3HauecHHE
JaThl ¥ BPEMEHHU
B COOTBETCTBHUU C

ISO 8601

csdo: Unified
Country Code
Type (M.SDT
.00112)
3Ha4yeHUe
JBYXOyKBEHHOTO
KOoZa CTpaHbl B
COOTBETCTBUH CO
CIIPaBOYHUKOM  (

KJIACCH(PHUKATOPO
M)
uaeHTU(GUKATOP
KOTOpOTO
ompejeneH B
aTpudbyre "
Wnentudukarop

CIIpaBOYHUKA  (
kiaccudukaropa)
[a6mon: [A-Z]{
2}

csdo: Reference
Data Id Type (
M.SDT.00091)
HopmanuzoBanna
S CTpoOKa
CHUMBOJIOB.

Mumn. quna: 1.
Makc. anuna: 20

1

0..1

0..1

0.*



4. Uneatuduxarop
uH(pOpMaIMOHHOTO 00BEKTa 00ILEro
npoiecca

(csdo: Information Resource 1d)

CTPOKa CHMBOJIOB
uAeHTHGUIUpYIO
mas oO0mui
pecype (peectp,
mepedeHs, 0azy
JTAHHBIX )

M.SDE.00326

csdo: Information
Resource Id Type
(M.SDT.00330)
HopmanmsoBanna (). 1
i CTpOKa
CHMBOJIOB.

Mun. gmuHa: 1.
Make. mmna: 20

2. CTpyKTypHI NEKTPOHHEIX JOKYMEHTOB U CBEICHHI B IPeIMETHO#H 06IacTi

16. Onucanune CTPYKTYphl 3JIEKTPOHHOTO JOKyMeHTa (cBeneHuid) "CBeaeHHs O
BBISIBJICHHBIX HEXKEJIATEJIbHBIX peakIusax Ha jekapcTBeHHble mpenapathl” (R.HC.MM.04.001)

MPUBEAEHO B TabiuIe 8.

Tabnuma 8

Ommcanre CTPYKTYpHI JIEKTPOHHOI'O TOKyMeHTa (cBezieHmit) "CBeleHHus O BEIBIIEHHBEIX
He)KeaTeJIbHBIX PeakuixX Ha iekapcTBeHHbIe mpenapatsl” (R.HC.MM.04.001)

Ne i/t
1

O0o3HayeHne dJIEMEHTA

2

Nmsa

Unentudukarop

Bepcus

Omnpenenenne

Hcnonr3oBanue

Wnentndukarop mnpocrpaHcTBa
UMEH

Kopuesoit
XML-gokymeHTa

QJIIEMCHT

Nwms daitna XML-cxembl

Omnucanue
3

CBCACHUA (0] BEBISABJIICHHBIX
HEXEIIATCJIIBPHBIX pPEaKIUAX Ha

JIeKapCTBEHHBIE MTPEnapaTsl
R.HC.MM.04.001

urn:EEC:R:HC:MM:04:
MedicinelndividualCaseSafetyRepor
tsDetails:v1.1.0

CBCACHUA (6] BEISIBJICHHBIX
HEXEIIATCJIIBPHBIX pEaKIUAX Ha

JIEKapCTBEHHBIE TIPETapaTh

urn:EEC:R:HC:MM:04:
MedicinelndividualCaseSafetyRepor
tsDetails:v1.1.0

MedicinelndividualCaseSafetyRepor
tsDetails

EEC_R_HC_MM 04_
MedicinelndividualCaseSafetyRepor
tsDetails_v1.1.0.xsd

17. UmnopTupyemble IpOCTPAHCTBA UMEH MPUBEACHBI B Ta0IUIIE 9.

HMmopTrpyeMEie IpOCTPaHCTBA HMEH

Ne i/t

1

Wnentndukarop mpocTpaHcTBa
HUMEH

2

Tabiuma 9

[Mpeduxc

3



1 urn:EEC:M:ComplexDataObjects:  ccdo
vX.X.X

) urn:EEC:M:HC: heed
. ccdo
ComplexDataObjects:vX.X. X

urn:EEC:M:HC:SimpleDataObjects:

3 VXXX hesdo
urn:EEC:M:SimpleDataObjects:
4 VX.X.X esdo

CumBonbl "X.X. X" B UMIOPTUPYEMBIX NPOCTPAHCTBAX UMEH COOTBETCTBYIOT HOMEPY
Bepcuu 0a3ucHOM MOJENH JaHHBIX M MOJENU JaHHBIX MpeIMeTHONH o0nacTH,
MCIIOJIb30BAaHHBIX MTPU pa3pabOTKE B COOTBETCTBHM € HACTOSIIIUM ONHUCAHMEM TEXHUYECKON
CXEMBI CTPYKTYPhI 3JIEKTPOHHOTO JIOKYMEHTa (CBEICHMI), MOJUIeKAalle BKIIOUYECHHUIO B
PEECTp CTPYKTYP.

18. PekBU3UTHBIN COCTAaB CTPYKTYPHI AIEKTPOHHOTO JOKyMeHTa (cBeaeHui) "CBeneHus o
BBISIBJICHHBIX HEXKENaTeIbHBIX peaklusix Ha JiekapcTBeHHbIe npemnapaThl” (R.HC.MM.04.001)
npuBezieH B Tabmuie 10.

Ta6muma 10

PexBU3UTHEL COCTaB CTPYKTYPHI SIEKTPOHHOTO JOKyMeHTa (CBeAcHMi) "CBeeHn 0
BHIBIICHHEIX HEXEJIaTEIHHBIX PeakmuiaX Ha JekapcTBeHHbIe penapatsr” (R.HC.MM.04.001)

Onucan
Nnentu
U e 15011
WNwms pexBusnTa (ukaro H.
PEKBU3U JIaHHBIX
Ta
ccdo:
EDoc
COBOKY Header
[MHOCTH
TEXHOJIO Type (
M.CDT
THYECKHU 90001)
X
€KBU3H Onpene
1. 3arosoBOK 3JEKTPOHHOTO TOKyMEHTA (CBEICHMIA) p M.CDE nsercs 1
TOB
(ccdo: EDoc Header) 90001 obmacts
JNEKTPO
MU
HHOI'O
3HAYEHH
JIOKyMe -
U
HTa (
BJIOJKEH
CBEIECHHU
. HBIX
i)
DJIEMEHT
0B
csdo:
Inf
Envelop
e Code
Type (
M.SDT

.90004)



1.1. Kox coobrienus oomiero mporecca
(csdo: Inf Envelope Code)

1.2. Kon 3eKTpOHHOTO JOKYMEHTa (CBEICHHUI)
(csdo: EDoc Code)

KOZIOBOE
0003HaY
eHue
coo01re
HU A
o01ero
mporiecc
a

KOJZIOBOE
0003HaY
eHue
3JEKTPO
HHOTO
JIOKyMe
HTa (
CBEJICHU
) B
COOTBET
CTBHH C
peectpo
M
CTPYKTY
p
AJIEKTPO
HHBIX
JIOKyMe
HTOB U
CBEJICHU

nu

M.SDE
.90010

M.SDE
.90001

3HaueH
He Kojaa
B
COOTBET
CTBHH C
Permam
€HTOM
nHpOpM
alMOHH
oTo
B3aHUMO
IEUCTBU
s.
[Ia6mo
H: P\
A-Z1{2
1\.[0-9]
{2}\.
MSG\.[
0-9]{3}

csdo:
EDoc
Code
Type (
M.SDT
.90001)
3HaueH
re Kozaa
B
COOTBET
CTBHH C
peectpo
M
CTPYKTY

JIIEKTPO
HHBIX
JIOKyMe
HTOB U
CBEEHU
.
JUEGRH ()
H: R(\.[
A-Z1{2
W[A-Z]
{2}\.]0-
91{2H N
.[0-9]143
§

csdo:
Univers
ally
Unique



CTpOKa
CHMBOJT
0B,
OJIHO3HA
4HO
HJICHTHU

1.3. UpeHTnukatop 5S1eKTPOHHOrO HOKyMeHTa ( urupy

CBEJICHUH)
(csdo: EDoc 1d)

1.4. Vneatupukatop MCXOIHOTO
JIOKyMeHTa (CBEIICHU)
(csdo: EDoc Ref 1d)

SJICKTPOHHOT'O

onas
3JIEKTPO
HHBIH
JIOKyMe
HT (
CBEJICHHU

)

HUJIEHTH
(uxaTo
p
3JIEKTPO
HHOTO
JIOKyMe
HTa  (
CBeJICHU
), B
OTBET
H a
KOTOPBI
i ObLI
chopmu
poBaH
JaHHBIA
3JIEKTPO
HHBIH
JIOKyMe
HT (
CBeJICHU

1)

M.SDE
.90007

M.SDE
.90008

Id Type
(M.SDT
.90003)
3HaueH
e
HIEHTH
¢dukaTo
pa B
COOTBET
CTBHH C
I1SO/
IEC
9834-8.
[Ia6mo
H: [O-
9a-fA-F
148}-[0-
9a-fA-F
1{4}-[0-
9a-fA-F
1{4}-[0-
9a-fA-F
1{4}-[0-
9a-fA-F
1{12}

csdo:
Univers
ally
Unique
Id Type
(M.SDT
.90003)
3HaueH
ue
HICHTU
¢dukaTo
pa B
COOTBET
CTBHH C
1SO/
IEC
9834-8.
JUEGRH ()
H: [0-
9a-fA-F
148}-[0-
9a-fA-F
1{4}-[0-
9a-fA-F
144}-[0-
9a-fA-F

0..1



1{4}-[0-

9a-fA-F
{12}
bdt:
Date
Time
Jara u
BpEMSI Type (
P M.BDT
cosAamH 00006)
1.5. Jlata u BpeMs DJJIEKTPOHHOTO JOKyMeHTa ( & 0O603Ha
N anektpo M.SDE
CBEJICHUM) yenue 1
) HHOTO .90002
(csdo: EDoc Date Time) JaThl U
JIOKyMe
nta BpEMEH
u B
CBEJICHH
. COOTBET
if)
CTBHH C
ISO
8601
csdo:
Langua
ge Code
Type (
M.SDT
.00051)
0
KOJIOBOE f:y};z;
1.6. Kogp s13p1ka o6oznau M.SDE © 0.1
i Ko .
(csdo: Language Code) eaue .00051 8
SI3bIKA B
SI3bIKA
COOTBET
CTBHHU C
ISO 639
-1.
[Ta6mo
H: [a-z]{
2}
CBCICHU hcedo:
a0 Individu
HeXela al Case
TENbHOMN Safety
peakuu Reports
U Ha Record
JICKapCT Details
BEHHBIH Type (
npemnapa M.HC.
2. CBefleHHs O HeXeNaTeNbHOH peakuun wim coobmennu o T WM N ygc, CDT
HedP(PEKTUBHOCTH JIEKAPCTBEHHOIO CPECTBA coobme cpp 00042) | «
(hcedo: Individual Case Safety Reports Record Details) HUI 0 0048 Omnpene
Heabde JseTcs
KTUBHOC obnacts
TH M U
JeKapcT 3HAYEHH
i

BJIOKCH



2.1. Kox ctpansl
(csdo: Unified Country Code)

BEHHOI'O
npenapa
Ta

KOJI0BOE
0003124
eHue

CTPaHBl,
M

MpeaocT
aBMBIIIE
171
CBEJIEHU

s

00o03Hau
cHHE

CrpaBoY
HuKka (
KJIACCH
¢ukaro

.SDE
.00162

HBIX
OJICMCHT
OB

csdo:
Unified
Country
Code
Type (
M.SDT
.00112)
3HayeH
ue
IBYXO0Y
KBCHHOT
0 KoJa
CTpaHbl
B
COOTBET
CTBUU
co
CrpaBo4
HUKOM (
KJIACCH
¢bukaTo
pom),
UJICHTU
¢ukaro
p
KOTOpOT
0
ompene
JICH B
aTpulyT
e "
WUnentn
bukaTo
p
CIIPaBOY
HuKa (
KJIACCH
¢dukaro
pa)".
[Ta6mo0
H: [A-Z]
{2}
csdo:
Referen
ce Data
Id Type
(M.SDT
.00091)
Hopman
H30BaHH



a) wuaeHtudukarop cmpaBoyHuka ( pa), B — as

KiaccuukaTopa) COOTBET CTpOKa
(arpubyT code List Id) CTBHH C CHMBOJI
KOTOPBI OB.
M MusH.
yKa3aH JUTHHA!
KOJ, 1.
Makec.
JUIMHA!
20
HPU3HAK
Heabde bdt:
KTUBHOT Indicato
0 r Type (
JeKapceT M.BDT
BEHHOTO .00013)
2.2. Ilpusnak Hed(ddexTuBHOTO sNekapcTBeHHOro Inpenapa M.HC.S Opno
npenapara Ta: DE A3 ABYX
(hesdo: Non Effective Indicator) I - .00099 s3Hauenu
Heabde i: "true"
KTUBHBI (uctuHa
H; ) umm "
0 - false" (
spdext TIOKB)
WBHBII
heedo:
Identific
ation
Case
CBEJCHH Safety
A 00 Report
faeHTH Details
iﬁ;ﬁy Type (
M.HC.
2.3. Ceemenus 00 HACHTHOUIUPYIOMHX Xapaxte M.HC. CDT
XapaKTEPUCTHKAX COOOIICHUS pueTHia CDE .00020)
(hcedo: Identification Case Safety Report Details) Zoo Sue .00023  Ompene
HHd o nsiercs
HesKena o0macTs
TEIbHOU M
3HAUYCHU
peakun -
" i
BJIOXKEH
HBIX
JIIEMEHT
OB
hcsdo:
1d100
Type (
HoMep M.HC.S
oTyeTa DT
o .00052)

Oe3omac



2.3.1. Homep otueTa mo 6e30macHOCTH
(hesdo: Safety Report 1d)

2.3.2. lata u Bpems
(csdo: Event Date Time)

2.3.3. Kog tuma cooOiienus o 6€301acHOCTH
JICKApCTBEHHOTO Mperapara
(hcsdo: eport Code)

2.3.4. HaumenoBaHnue THIIa COOOILIEHHS O
0e30IacHOCTH JIEKapCTBEHHOTO TIperapaTa
(hcsdo: Report Name)

HOCTH
JICKApPCT
BCHHOT'O

M.HC.S
DE

npertapa -00084

Ta,
npejcra
BIICHHBI
i
OTIIpaBH

TCIIEM

maTta u
BpeMs
nepenay
51
coo00111E
HUSA O
HeXela
TEeNbHOU
peakuu
H Ha
JIeKapcT
BEHHBIN
npemapa
T

KOJIOBOE
0003HaY
eHue
TUIIA
cooO1e
HHUSA O
Oe3omac
HOCTH
JICKapCT
BCHHOI'O
npemnapa
Ta

HauMeH
OoBaHHUE
TUIa

coo01re
HHUA O
Oe3omac
HOCTH

JeKapcT
BEHHOI'0

M.SDE
.00132

M.HC.S
DE
.00085

M.HC.S
DE
.00764

Hopman
HW30BaHH
as 1
CTpOKa
CUMBOJI
OB.

MuH.
JUTHHA:

1.

Makc.

JUIMHA:
100

bdt:
Date
Time
Type (
M.BDT
.00006)
O003Ha
yenne 1
JaThl U
BpEMEH
i B
COOTBET
CTBHH C
ISO
8601

csdo:
Code2
Type (
M.SDT
.00170)
Hopman
n30BaHH |
as
CTpOKa
CHMBOJI
OB.

Jlnuna:
2

csdo:
Name50
0 Type (
M.SDT
.00134)
Hopman
M30BaHH
as
CTpOKa
CHMBOJI ()]
OB.



2.3.5. Jarta oTmpaBicHHS COOOMICHUSA O

HeXXenaTeabHO!
HCTOYHUKOM

peakuuu

(hcsdo: Report Source Date)

OCHOBHBIM

npenapa
Ta

JaTa
OTIIPaBI
eHUS
coo011e
HUS O
HeXxena
TEIbHOM
peakiu
u
OCHOBH
Bl M
HCTOYH
HKOM
npu
MEePBOH
ayajabHO
%1
OTIIPaBK

coo01re
HUS O
HEXena
TEIbHOU
peaknn
U HIH
JaTa
MoJTy4e
HUS
coob1re
HUS TIPH
Tepecs
IKe
coo01re
HHS OT
JIPYTOTO
HCTOYH
nKa
HeXxena
TEIbHOMN
peakiu
u

marta
MoJTy4e
HU A
mocJie
HETOo

M.HC.S
DE
.00086

MuH.
IJUHA:

Makc
JUIHHA:
500

bdt:
Date
Type (
M.BDT
.00005)
O003Ha |
yeHue
aTel B
COOTBET
CTBHH C
ISO
8601

bdt:
Date
Type (
M.BDT
.00005)



2.3.6. Jlara momydeHUs MOCIEJHEro
COOOLICHHS O HEXXENAaTeIbHON PeaKIu
(hcsdo: Most Recent Date)

2.3.7. [Ipusnak IOCTYITHOCTH
JOIOJIHUTEIBHOTO JOKYMEHTa,
HPUI0KEHHOTO OTIPABUTENEM COOOLICHUS O
He)KeJaTeNnbHOM peakuuu

(hesdo: Addition Doc Indicator)

2.3.8. CBeneHHUs 0 NOKYMEHTE, MPHUIIOKESHHBIM
OTIIPABUTEJIEM COOOIICHUS O HEKEIATSIbHOU
peakLuy Ha JIEKApCTBEHHBII IIpenapar

(hcedo: Addition Doc Details)

coobmie M.HC.S O6o3na 1

HUS O
HeXxena

TEIbHOU
peakiu

nu

MIPHU3HAK
)
ompene
JISTFOLIH
71
JIOCTYTI
HOCTb
JIOTIOJIH
HUTEIBHO
ro
JIOKyMe
HTa,
TIPHIIOK
€HHOTO
OTIIPaBH
TeaeM
coo01e
HUS O
HEXena
TEIbHOU
peakun
u:

1 -
JIOCTyTIC
H;

0 — He
JIOCTYTIC
H

CBEICHHI
L )
JIOKyMe
HTE,
MIPUIIOK
CHHBIM
OTIpaBU
TeIIeM
coo0I111e
HUSA O
HeXela
TEeNbHOU
peakuu
U Ha
JIeKapcT
BEHHBIN
npemapa
T

DE
.00197

M.HC.S
DE
.00198

M.HC.
CDE
.01132

YyeHHue
aThel B
COOTBET
CTBHH C
ISO
8601

bdt:
Indicato
r Type (
M.BDT
.00013)
OpHo
U3 IByX
3HAYCHU
i: "true"
(ucTuna
) wm "
false" (
JIOKb)

hccdo:
Additio
n Doc
Details
Type (
M.HC.
CDT
.01132)
Ompene
TIIETCS
obmacTs
M U
3HAYEHU
i
BIIOJKEH
HBIX
3JIEMEHT
OB

1

0.*



* 1. HauMeHOBaHWE JOKYMECHTAa,
MPUIOKEHHOTO  OTIPAaBUTEIEM
COOOIIeHus O HEeXeIaTelbHOMI
peakiuu

(hesdo: Addition Doc Name)

*2. JlokymMeHT B OWHapHOM
¢dopmare
(csdo: Doc Binary Text)

a) Kol hopMaTa TaHHBIX
(atpubyT media Type Code
)

HauMEH
OBaHHE
TIOKyMe
HTa,
MIPHIIOXK
€HHOI'0
OTIpaBu
TeIIEM
coo011e
HUS O
HeXxena
TEILHOMN
peakiu
U Ha
JeKapeT
BCHHBII
npemnapa
T

JIOKyMe
HT,
TIPHIIOK
CHHBII
OTIIpaBH
TeJaeM
cooO1e
HUS O
HeXxena
TEIbHOU
peakiu
h Ha
JIeKapcT
BCHHBII
mpemnapa
T

KOJIOBOE
00o3Hau
eHHue
tdhopmar
a
JaHHBIX

M.HC.S
DE
.00062

M.SDE
.00106

csdo:
Name40
00 Type
(M.SDT
.00186)
Hopwman
HN30BaHH
a s
CTpOKa
CHMBOJI
OB.
MuH.
JIMHA:
1.
Makc
JUTAHA:
4000

csdo:
Binary
Text
Type (
M.SDT
.00143)
Koneun
a s
mocJen
oBaTelb
HOCTH
JIBOUYH
Bl X
OKTETOB
(batiToB

)

csdo:
Media
Type
Code
Type (
M.SDT
.00147)
3HauecH
He Koja
B
COOTBET
CTBHH
co
CrpaBo4
HUKOM
¢dopmar
0B
JTAHHBIX

0..1

0..1



2.3.9. CBeneHust 0 MPU3HAKE COOTBETCTBUS
COOOIIeHNST O HEXeNaTeIbHOW peakuun
MECTHBIM KPUTEPHSIM CPOYHOTO OTYETa

(hcedo: Local Requirement Indicator Details)

*.1. Ilpu3HaK COOTBETCTBHUSA
COOOLICHHST O HEXKENaTeIbHOM
peakIMH MECTHBIM KPHTEPHIM
CPOYHOTO OTYEeTa

(hcsdo: Local Requirement Indicator

)

MPHU3HAK
COOTBET
CTBUS
coo0I111e
HUS O
HEXena
TENbHOU
peakiu
u
MECTHBI

KpHUTEP
UM
CPOYHOT

oT4yeTa
Unu
yKa3aHH
e
MPUYHH
BI
OTCYTCT
BUS
CBEJICHU

n

TIPU3HAK
)
ompene
JISFOLIH
71
COOTBET
CTBUE
coo0I111e
HUS O
HeXxena
TEILHOMN
peakiu
u
MECTHEI
M
KpHUTEDP
HAM
CpPOYHOC
TH:

1 -
COOTBET
CTBYET

M.HC.
CDE
.01100

M.HC.S
DE
.00199

MuH.
JUIMHA:

Makec.
JUIMHA:
255

hcedo:
Local
Require
ment
Indicato
r Details
Type (
M.HC.
CDT
.01100)
Ompene
TIETCS
obmacTs
M U
3HAYEHU
i
BIIOKEH
HBIX
9JIEMEHT
0B

bdt:
Indicato

r Type (
M.BDT
.00013)
OnpHO

u3 asyx 0..1
3HaYeHU

i: "true"
(nctuna



*2. Kox npu4YuHBI OTCYTCTBHUS
CBEIICHUI
(hcsdo: Null Flavor Code)

2.3.10. YHuUKaNbHBII HAEHTH(UKATOP CIydas
(hesdo: Unique Case 1d)

2.3.11. Kon Buza otnpaBuTens

KpUTEP
UAM
CpOYHOC
T™H;

0 — He
COOTBET
CTBYyET
KpUTEP
UM
CpOYHOC
™

KOZOBOE
0003HaY
eHue
NIPUYUH
bl
OTCYTCT
BHUS
CBEJICHU

"

YHUKAI
bHEIH
HUJIEHTH
(uxaTo
p
coo0111e
HUS O
HEXena
TENbHOU
peaxiu
"

KOZIOBOE
0003HaY
eHue
BUIA
OTIIpaBH
Tens
MepBOTro

) wim
false" (
JIOKb)

csdo:

Codel0
Type (
M.SDT
.00179)
Hopman
M30BaHH

M.HC.S a 1

DE
.02001

ctpoka 0..1
CHMBOJI

OB.

MuH.
JUIAHA:

1.

Makc

JUIMHA:
10

hcsdo:
1d100
Type (
M.HC.S
DT
.00052)
Hopman
HM30BaHH

M.HC.S
a s

DE
.01000

CTpOKa
CUMBOJI
OB.
MuH.
JUTHHA:
1.
Make.

JUIMHA:
100

csdo:
Codel
Type (
M.SDT
.00169)
Hopman
H30BaHH |



(hcsdo: Case Sender Code) oruera M.HC.S a s

o D E CTpOKa
Hexena 01001 CHUMBOI
TEIbHOU OB.
peakuu JlnuHa:
u 1
MPHU3HAK
)
ompene
JISTFOTIIA
71
HaJInuyun
e
coo01ie
HUS O
HeXxena
TEeIbHOU
peakiu
U B
paHee
mpejacTa
BJII)eHHLI bdt,:
X Indicato
oTyeTax ! Type (
M.BDT
.00013)
2.3.12. ITlpu3Hak gyOIHPYIOMETO COOOIIEHMS b= M.HC.S Onno
0 HEeXKeJaTeJIbHON peakinu coobme D E n3 mByx |
(hcsdo: Previous Transmission Indicator) E;Hecch .00202  3Hayenu
TBOBAJIO ii: "true”
B pance (uctuna
mpeacTa ) wn
BIIEHHBI false™ (
< JIOKb)
oT4yeTax
0 — He
H3BECTH
o o
MIPUCYTC
TBUU
coo01ie
HHSA B
paHee
mpeacTa
BJICHHBI
X
oTueTax
hcedo:
Previou
S
Transmi

ssions



2.3.13. CBeneHust o mpeapIIynieM cooOIeHHN
0 HeXeJaTeIbHOH peakiuu
(hcedo: Previous Transmissions Details)

*.1. HamMmeHOBaHHME HUCTOYHHKA
MPEabIAYIIEr0 COOOImMEeHus O
HEXEJIaTeNbHON PEAKIUI

(hcsdo: Previous Transmission
Source Name)

* 2. UneHtudukaTop npeapiayIiero
COOOIIEHUsI O HEXKeIaTeIbHOM
peakImu

(hcsdo: Previous Transmission Id)

CBEICHHI
1 0
TIpeabIa
yem
coo01e
HUH O
HEXena
TEIbHOU
peaxiu
u

HavMeH
OBaHMHe
HCTOYH
nKa
Mpeably
YIIETO
coo01re
HHUA O
HeXela
TEIBHOU
peakmu
nu

HUJICHTH
(uxaro
p
MPEIbI
yLIETo
coob1e
HHSA O
HeXena
TCIBLHOM
peakiu
u

M.HC.
CDE
.00073

M.HC.S
DE
.00203

M.HC.S
DE
.00204

Details
Type (
M.HC.
CDT
.00047) 0..*
Omnpene
nsercs
obmacTs
M U
3HaYEHU
i
BIIOYKEH
HBIX
3JIEMEHT
OB

csdo:
Name50
0 Type (
M.SDT
.00134)
Hopman
M30BaHH
as
cTtpoka 1
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makec.
JUIMHA:
500

hesdo:
1d100
Type (
M.HC.S
DT
.00052)
Hopman
M30BaHH
a s
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA!
100

hcsdo:
1d100

Type (



2.3.14. Homep cooOmieHMsI, OIICHHBAEMOTO
BMECTE C TEKyIIUM CcOoOmeHneM o
HeXeJaTeIbHON peakuuu

(hesdo: Addition Doc 1d)

2.3.15. Kon anHynupoBaHUs (MCHpPaBICHUS)
cOO0OIIIeHH s O HeXKEIAaTEIbHON peakiuu
(hcsdo: Report Nullification Code)

2.3.16. IlpuumHa aHHYJIMPOBAaHUS WU
UCIIPABJICHHsI COOOLICHUS O HeXelaTeIbHON
peakiuu

(hesdo: Report Nullification Reason Text)

2.4. CmexeHus O TEPBUYHOM HCTOUYHHKE,
MPEeIOCTaBUBIIEM HMH(DOPMALUI0O O HEXKEIATCIbHOM
peakiuu

HOMEP
coo01ie
HUSA,
OIEHUB
aeMoro
BMECTE
c
TEKYIIH
M
coo01re
HHUEM O
HEXela
TCILHOM
peakmu
u

KOJIOBOE
0003HaY
eHue
AHHYJIH
pOBaHU
S WA
UCIIpaB
JIEHUS
coo011e
HHUS O
HEXela
TEIbHOMN
peakiu
u

MPUYUH
a
AHHYIN
poBaHU
s WIH
HCIIpaB
JIEHHS
coo01re
HUS O
HExXena
TEIbHOU
peakun
u

CBEJICHH
1 0
nepBUY
HOM
HUCTOYH
uKe,
peaocT
ABUBIIIE

M.HC.S
DE
.00205

M.HC.S
DE
.01101

M.HC.S
DE
.00207

M.HC.S
DT
.00052)
Hopman
N30BaHH
art g
CTpOKa
CHUMBOII

OB.

MuH.
JUIMHA!

1.

Makec.
JUIMHA!

100

csdo:
Codel
Type (
M.SDT
.00169)
Hopman
n3oBanH 0..1
as
CTpOKa
CHMBOJI
OB.
JlnuHa:
1

csdo:
Text400
0 Type (
M.SDT
.00088)
Crpoka
CHMBOJI
oB. 0..1
VH.
JIMHA:
1.
Makc.
JUTAHA:
4000

hccdo:
Primary
Source
Details
Type (
M.HC.
CDT
.00021)
Ompene
TIETCS

*



(hcedo: Primary Source Details)

2.4.1. Cenenusi 00 UMEHU
(hcedo: First Name Details)

*1. Uma

(csdo: First Name)

*2. Kox npuYuHBI OTCYTCTBHUS
CBEIIEHUHI

M M.HC.
uapopm CDE
anuo o .00024
HEeXela
TEJIbHOU
peakuu

"

M
(uzmue

CKOTO

auna

UIu

ykazanu M.HC.
e CDE
nprunH 01123
BI

OTCYTCT

BU S

CBEICHU

n

AM S
¢usnue M.SDE
ckoro .00109
JUIa

KOJIOBOE
0003HaY
eHue
MPUYUH
bl

obmacts
M H
3HAaYEeHU
7}
BIIOKEH
HBIX
JJIEMEHT

OB

hcedo:
First
Name
Details
Type (
M.HC.
CDT
.01123)
Omnpene
nsercs
obmacTs
M U
3HaYEHU
i
BIIOYKEH
HBIX
3JIEMEHT
OB

csdo:
Namel2
0 Type (
M.SDT
.00055)
Hopman
M30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makec.

JUIMHA:
120

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
W30BaHH
a s

0..1

0..1

0..1



(hcsdo: Null Flavor Code) orcyrcT M.HC.S cTpoka

BU A DE CHUMBOIJI
cBeaeHu 02001 oB.
174 Mus.
JUTAHA:
1.
Makec.
JUTAHA:
10
hccdo:
Middle
OTYECTB Name
0 Details
¢dusnue Type (
CKOTO M.HC.
JIHUIa CDT
HIH MLHC. .01124)
2.4.2. Cenenus 00 oT4ECTBE YKasaHu o Omnpene 0.1
(hcedo: Middle Name Details) e 01104 UieTCA
MPUYUH obmnacts
BI M H
OTCYTCT 3HaYeHU
BU S u
CBEJICHU BITOKCH
51 HBIX
AJIEMEHT
OB
csdo:
Namel2
0 Type (
M.SDT
OT4eCTB .00055)
0 ( Hopwman
BTOpOE HM30BaHH
*.1. OT4yecTBO o M.SDE as 0.1
(csdo: Middle Name) :ﬁfﬁ;{ 00111 Z;ﬁgﬁ; h
(uzmue OB.
CKOTO MuH.
JUIa JUTHHA:
1.
Makc.
JUTAHA:
120
csdo:
Codel0
Type (
M.SDT
KOJIOBOE 00179)
0003HaY Hopmain
eHIme M30BaHH
*2. Kong mOpHYMHBI OTCYTCTBHA NPHYUH ai

CBEIEHUIT Bl CTpoka (.1



(hcsdo: Null Flavor Code)

2.4.3. Cenenus o haMuIInu
(hcedo: Last Name Details)

* 1. Gamwmnus
(csdo: Last Name)

*2. Kom mOpUYHHBI OTCYTCTBHS
CBEJICHUI

orcytcT M.HC.S cHUMBOI

BUA DE
ceenenu 02001
51

thammm
o
¢buznye
CKOTO
auia

i M.HC.

CDE
01125

NpUYUH

yKa3aHH
e

bl
OTCYTCT
BU A

CBENICHH

"

hamunm

M.SDE

busuae 0110

CKOTO
JIALA

KOJIOBOE
0003124
eHue
PHYHH
bl

OB.
Mun.
JUTUHA:
1.
Makc

JUIMHA:
10

hcedo:
Last
Name
Details
Type (
M.HC.
CDT
.01125)
Omnpene
JIAETCS
obmacTs
M H
3HAYCHU
71
BIIOXKEH
HBIX
JJIEMEHT
OB

csdo:
Namel2
0 Type (
M.SDT
.00055)
Hopman
HN30BaHH
a s
CTpOKa
CHMBOJI
OB.
MuH.
JIMHA:
1.
Makc

JUIMHA!
120

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
HM30BaHH
as

0..1

0..1

0..1



(hcsdo: Null Flavor Code) orcyrcT M.HC.S cTpoka

BUA DE CHMBOIJI
ceenenn 02001 OB.
174 MusH.
JUTHHA!
1.
Makec.
JUTHHA:
10
HAaUMEH
OBaHHE
opranu3
alnuu hccedo:
nepBUY Busines
HOTO s Entity
HCTOYH Name
HKa, Details
pegocT Type (
aBHBIIIE M.HC.
Tro CDT
2.4.4. Cpenenuss O  HaHMCHOBAaHHUH uapopm M.HC. .01126)
XO3AHCTBYIOMIETO CYOBEKTa aqmro o CDE  Ompene 0..1
(hcedo: Business Entity Name Details) Hexena 01126 maercs
TEIBHOM obnacts
peaxiu M U
n HIH 3HAUYCHU
yKa3aHu i
e BIIOKEH
MPUYUH HBIX
bI JIIEMEHT
OTCYTCT OB
BUA
CBEJICHU
i
csdo:
MOJTHOE Name30
onarte 0 Type
N M.SDT
XO3SUCT 00056)
ByHOILIET
o Hopman
cybbexT M30BaHH
a unu as
bammm CTpOKa
CHMBOJT
* 1. HauMeHnoBanue i, MM | OB.
XO3SHUCTBYIOIIETO CYyOBEKTa orsects \M.SDE Mugn. 0.1
(csdo: Business Entity Name) © 00187 JIMHA:
¢duznyue
CKOro L
auna,
BeAyIIE
ro
XO35UCT

BEHHYIO



*2. Kon npwduHBI OTCYTCTBHSA
CBEJCHUN
(hesdo: Null Flavor Code)

2.4.5. CBegenuss O  HauWMEHOBAHHU
MoJIpa3 ieeHust
(hcedo: Department Name Details)

JACATCIIb
HOCTb

KOJIOBOE
0003824
eHue
PHYHH
bl
OTCYTCT
BU A
CBEJICHU

)51

HauMCH
OBaHHUE
nojapasJ
eJICHUS
nepBUY
HOTO
HCTOYH
HKa,
peaocT
aBUBIIIE
ro
nHbopM
aluio o
HEXena
TENbHOU
peakiu
H HUIH
yKazaHU
e
MPUYUH
Bl
OTCYTCT
BH I
CBEJICHH

u

M.HC.S
DE
.02001

M.HC.
CDE
01127

Makc.

JUINHA:
300

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
HM30BaHH
as
crpoka 0..1
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Maxkc

JUIHHA:
10

hcedo:
Depart
ment
Name
Details
Type (
M.HC.
CDT
.01127)
Ompezne 0..1
JIIeTCs
obmacTs
M U
3HAYCHHU
51
BJIOJKECH
HBIX
3JIEMEHT
OB

csdo:
Name50
0 Type (
M.SDT
.00134)
Hopwman
HN30BaHH
a s



* 1. HaumenoBanue noapasneneHus gaumen M.HC.S ctpoka 0..1

(hcsdo: Department Name)

*2. Kon mnpu4mMHEI OTCYTCTBHSA
CBEJICHUN
(hcsdo: Null Flavor Code)

2.4.6. Anppec cyOpekra
(hcedo: Subject Address V2 Details)

OBAaHHUC

no/pasa
eNeHHUs

KOZIOBOE
0003HaY
eHue
NPUYHH
bl
OTCYTCT
BUS
CBEJIEHU

u

anpec
opraHu3
310797
nepBUY
HOTO
HCTOYH
UKa,
peaocT
aBUBILIEC
r o
nHpOpM
aIxIo 0
Hexelna
TENBHOMN
peaku
U HIH
yKa3aHH
e
TIPUYHH
Bl
OTCYTCT
BH s
CBEJICHH

)51

DE
.01014

M.HC.S
DE
.02001

M.HC.
CDE
.01129

CHMBOJI
OB.
MuH.
JIMHA:
1.
Makc.
JTAHA:
500

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
HM30BaHH
as
crpoka 0..1
CHMBOJI
OB.
MuH.
JJTWHA:
1.
Makc.

JUIMHA:
10

hccedo:
Subject
Address
Details
V2
Type (
M.HC.
CDT
.01129)
Ompene 0..*
nsercs
obmacTs
M H
3HaYEHU
i
BIIOKEH
HBIX
SJIEMEHT
OB

ccdo:
Subject
Address



*1. Anpec
(ccdo: Subject Address Details)

*.1.1. Kon Buma agpeca
(csdo: Address Kind Code)

agpec
CcyOBeKT

KOJIOBOE
0003124
eHue
BUA
azpeca

M.CDE
.00058

M.SDE
.00192

Details
Type (
M.CDT
.00064)
Ompene
TIETCS
obmacTs
M U
3HAYEHU
i
BIIOKEH
HBIX
JJIEMEHT
OB

csdo:
Address
Kind
Code
Type (
M.SDT
.00162)
3HaueH
ne Kozja
B
COOTBET
CTBUH
co
CIpaBOY
HUKOM
BHUIOB
anpecoB

MuH.
JUTAHA!
1.
Makec.

JUIMHA:
20

csdo:
Unified
Country
Code
Type (
M.SDT
.00112)
3HaucH
ue
JIBYX0Y
KBEHHOT
0 KoJa
CTpaHbI
B
COOTBET

0..1

0..1



CTBUH
co
CrpaBo4
HUKOM (
KJIACCH
¢dukaTo

KOOOBOC

*.1.2. Kop crpaHsr
to: Unified Count o6o3nau M.SDE
(csdo: nifie ountry €HUe .00162

Code) pom),
CTpaHbI e

¢ukaro
p
KOTOpOT
0
ompene
JIeH B
aTpudyT
e "
WUnentn
¢dukaro
p
CIpaBoOY
HuKa (
KJaccu
¢ukaro
pa)".
[Ia6mo
H: [A-Z]
12}
csdo:
Referen
ce Data
Id Type
cHue (M.SDT

chipasot .00091)
a) anka Hopman
KJIaCCH

HUACHTU(PHUKATOP N30BaHH
¢uxato

crpaBOYHUKa  ( as
pa)a B -

knaccuukaropa) CTpOKa
COOTBET

(aTpubyTt code CHUMBOJI

. CTBHH C

List Id) OB.

KOTOPBI
Mus.

M
JUIMHA:

1.

Makec.

0003524

yKa3aH
KOJl

JUIMHA:
20

csdo:

Territor
y Code
Type (
M.SDT
.00031)
Hopman
M30BaHH

KO
€IUHMI]
Bl
aJIMUHU
CTpaTHuB



*.1.3. Kon teppuropun Ho-Tepp M.SDE a a 0..1
(csdo: Territory Code) utopua .00031 cTpoka

JBHOTO CHUMBOJ
JICTICHUS OB.
Mun.
JUTHHA!
1.
Makec.
JUTHHA:
17
csdo:
Namel2
0 Type (
HAUMEH M.SDT
OBae .00055)
eIMHUIL
Hopman
bI
HM30BaHH
aJIMUHH a s
*.1.4. Pernon crpatus M.SDE
do: Resion N HooTe 00007 crpoka 0..1
(csdo: Region Name) Pp - CHMEBO
UTOpHA
OB.
JBHOTO
MuH.
JICTICHUS
JUTHHA:
MepBOro )
OBHS )
P Makxkec.
JUTHHA!
120
csdo:
Namel2
0 Type (
HaUMEH M.SDT
OBARHC .00055)
eIMHUI]
Hopman
o M30BaHH
aTMIHH a3
*.1.5. Paiton crpatue M.SDE
o ctpoka 0..1
(csdo: District Name) Ho-Tepp .00008
CHUMBOJI
uTopua
OB.
JBHOTO
Mun.
JICIICHUS
JUTHHA!
BTOPOTO )
OBHS ’
P Makec.
JUTHHA!
120
csdo:
Namel2
0 Type (
M.SDT
.00055)
Hopman
H30BaHH
a s

*.1.6. 'opon
CTpOKa



(csdo: City Name) maumeds M.SDE cumBon 0..1
osague .00009 oB.
ropoja MuHn.
JUTHHA:
1.
Makc.

JUIMHA:
120

csdo:

Namel2
0 Type (
M.SDT
.00055)

Hopman
HAUMEH H30BaHH
. OBaHUE a s
*.1.7. HaceneHHBIH MyHKT M.SDE
HaceJleH crpoka 0..1
(csdo: Settlement Name) .00057
HOTO CHMBOJI
MyHKTa OB.
Mun.
JUTHHA!
1.
Makec.
JUTHHA:

120

csdo:

Namel2

0 Type (
HauMEH M.SDT

OBaHUE 00055)
JJIEMEHT

a

Hopman
N30BaHH

a s

ctpoka 0..1
CHUMBOI

YIMYHO-
*.1.8. Yiuna nopoxa M.SDE
(csdo: Street Name) oii cern .00010

TOPOJICK

o i

nH(ppac

TPYKTYp

bl

OB.
MuH.
JIAHA!
1.
Makec.

JUIMHA:
120

csdo:
1d50
Type (
M.SDT
.00093)

0003Hau Hopman
eHUE M30BaHH
*19.H
Ol\{IeP sona AOME, -\ SDE aa
(csdo: Building Number Id kopmyca 00011 crpoka 0..1
) ' CHMBOJ

OB.



R MuH.

CTpOCHU JUIAHA:

' 1.
Makc.

JUIMHA:
50

csdo:
1d20
Type (
M.SDT
.00092)
Hopman
HN30BaHH
a s

0003Hay
CHHE
*.1.10. Homep nomemenus opuca M.SDE

(csdo: Room Number Id) unam .00012 z;ig;i 01
KBapTUp op.
. MuH.
JUTHHA!
1.
Makec.
JUTHHA:
20
csdo:
Post
Code
Type (
M.SDT
MOYTOB .00006)
Bl 1 Hopman
HHJIEKC M30BaHH
*.1.11. ITouToBslii uHAexkc mnpeanp M.SDE a s 0.1
(csdo: Post Code) usatus 00006 crpoka
MIOYTOB CUMBOJI
o OB.
CBSI3H [Ta60
H: [
A-70-9]
[A-Z0-9
-{L8}
A-70-9]
csdo:
1d20
Type (
M.SDT
HOMep .00092)
a0OHEeHT Hopman
CKOTO HU30BaHH
*.1.12. Homep AL 7
a0OHEHTCKOTO SIIIUKA na M.SDE 2;?2:1 0..1
(csdo: Post Office Box Id) npeanp 00013 oB
UATHH .

IIOYTOB



*2. Kox mnpu4uMHBI OTCYTCTBHSA
CBEIICHUI
(hcsdo: Null Flavor Code)

2.4.7. KOHTaKTHBIN PEKBU3UT
(hcedo: Communication V2 Details)

ou
CBSI3U

KOZOBOE
0003HaY
eHue
NPUYUH
bl
OTCYTCT
BHUS
CBEJICHU

"

KOHTaKT
HBI U
PEKBH3H
T ¢
yKa3aHH
eM
criocoba
)
HUICHTH
(uxaTo
pa
CpeiCTB
a (
KaHaa)
CBSI3H
unu
MPUYHH
bl
OTCYTCT
BUS
CBeJICHH
i o
UACHTU
¢ukaro
pe
CpezcTB
e (
KaHaJe)
CBSI3U

M.HC.S
DE
.02001

M.HC.
CDE
01128

MuH.
JIMHA;
1.
Makc

JUIHHA:
20

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
M30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc

IUIMHA:
10

hcedo:
Commu
nication
Details
V2
Type (
M.HC.
CDT
.01128)
Omnpene
JIAETCS
obnacTs
MU
3HaYeHU
7
BIIOKEH
HBIX
JJIEMEHT
OB

0..1

0..*



*.1. Kon Buna cBsi3u

(csdo: Communication Channel
Code)

* 2. HaunMeHnoBaHne BUIa CBA3N

(csdo: Communication Channel
Name)

* 3. WaentudukaTop KaHajga CBA3H

KOJIOBOE
0003Ha4
eHue

BUlA

CpeicTB
a (
KaHasa)
cBas3u (
tenedo
H, paxc,
JNEKTPO
HHasda

nmodura u

ap.)

HauMeH
OBaHHE
BHUa

CpezcTB
a (
KaHaja)
cBsi3u (
tenedo
H, ¢akc,
JNEKTPO
HHas

moura u

ap.)

nociesn
oBaTelb
HOCTb
CHMBOJ
0B,
HJICHTH
(uuupy
1onas
KaHal
cBa3u (
yKa3aHU

M.SDE
.00014

M.SDE
.00093

csdo:
Commu
nication
Channel
Code
V2
Type (
M.SDT
.00163)
3HaueH
He Kojaa
B
COOTBET
CTBUU
co
CIPaBOY
HUKOM
BHUJIOB
CBSI3H.
MuH.
JUTAHA:
1.
Makc.
JUTAHA:
20

csdo:
Namel2
0 Type (
M.SDT
.00055)
Hopman
HM30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUINHA:
120

csdo:
Commu
nication
Channel
Id Type
(M.SDT
.00015)
Hopman
HM30BaHH
as

0..1

0..1

0.*



(csdo: Communication Channel Id)

*4. Ko mNpUYMHBI OTCYTCTBHSA
CBEIICHUI
(hcsdo: Null Flavor Code)

2.4.8. CBeneHusi 0 BUAE KBaTU(DUKAIMH
MNEPBUYHOTO HMCTOYHHKA, MPEAOCTABHBILETO
UHOOPMALINIO O HeXKeNaTeNbHOM peakuuu
(hcedo: Primary Source Kind Details)

e M.SDE
Homepa .00015
tenedo

Ha,

(haxca,

azpeca

3JEKTPO

HHOMU

MOYTHI ¥

ap.)

KOJIOBOE
0003HaY

eHue

npuund M.HC.S
bl D E
orcyter 02001
BU A

CBEICHU

)51

CBEJICHH
s 0 BUJIE
KBaa

HKaINH

nepBUY

HOTO

HCTOYH

hKa, M.HC.
npegoct CDE
asusiie .01101
ro

nHpOpM

alyro o

HeXxena
TEIbHOU
peakiu

u

KOZOBOE
0003HaY
eHue
BHUaIa
KBaJU
HKaIliH
nepBUY

CTpOKa
CHMBOJI
OB.
MuH.
JIMHA:
1.
Makc.
JTAHA:
1000

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
HM30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA!
10

hcedo:
Primary
Source
Kind
Details
Type (
M.HC.
CDT
.01101)
Ompene
TIETCS
obmacTs
M U
3HAaYEeHU
i
BIIOKEH
HBIX
9JIEMEHT
OB

csdo:
Code2T

0..1

0..1



*1. Kom Buma kBaxuduKaimu
MEPBUIHOTO HCTOYHHKA,
MPEeIOCTaBUBIIETO HHMOOPMAITHIO O
HEXEeJIaTeNbHON PEaKIUI

(hcsdo: Primary Source Kind Code)

* 2. HamMmenoBauue BHIA
KBATH(pUKANUK  TIEPBUYHOIO
WUCTOYHHUKA, MPEIOCTABUBLIETO
HHPOPMALIMIO O HEXeNaTelbHOH
peakiuu

(hcsdo: Primary Source Kind Name)

*3. Kox mnpu4mHBI OTCYTCTBHA
CBEJICHUN
(hcsdo: Null Flavor Code)

HOTO
UCTOYH
nKa,
penocT
aBUBIIIE
ro
uHpOpM
aIyio o
Hexena
TENBHOMN
peaxuu
"

HauMeH
OBaHUE
BHUJA
KBaJU(}
WKaI1H
nepBUY
HOTO
UCTOYH
uKa,
IpenocT
aBUBIIIE
r o
uHpOpM
aIxIo 0
HeXena
TENbHOI
peakiu
"

KOZIOBOE
0003HaY
eHue
NPUYHH
bl
OTCYTCT
BUS
CBEJIEHU

u

MPHU3HAK
)
0003HaY
AFOIIHHI
q4TO
HCTOYH

M.HC.S
DE
.00315

M.HC.S
DE
.00378

M.HC.S
DE
.02001

ype (
M.SDT
.00170) 0--1
Hopman
HN30BaHH
a s
CTpOKa
CUMBOJ
OB.
JnuHa:
2

csdo:
Name50
0 Type (
M.SDT
.00134)
Hopman
HN30BaHH
a s
ctpoka 0..1
CHMBOJI
OB.
MuH.
JJIMHA:
1.
Makc.
JUTAHA:
500

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
HM30BaHH
as
crpoka 0..1
CHMBOJI
OB.
MuH.
JJTWHA:
1.
Makc.

JUIMHA:
10



2.4.9. IlpusHak NEpPBHYHOIO HCTOYHHKA,
NpPEeIOCTaBUBIIET0  HWHQOPMANHMIO O
HeXeJaTeIbHON peaKuuu

(hcsdo: Primary Source Indicator)
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2.5.4. Konx  opraHu3anioOHHO-IIPaBOBOH
thopmbl
(csdo: Business Entity Type Code)
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2.5.5. HaumeHnoBaHue
OpraHu3alHOHHO-TIPABOBON (OPMEI
(csdo: Business Entity Type Name)
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(arpuoOyT kind Id)
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*.1. Kox Buma agpeca
(csdo: Address Kind Code)
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(csdo: Unified Country Code)
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* 3. WUpentndukarop KaHama cBsI3U
(csdo: Communication Channel Id)

2.5.12. HanmeHOBaHHE MOAPa3ICICHIU
(hesdo: Department Name)

2.5.13. Kox Tuma KOppecHOHIEHTa
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*2. Kon npwduHBI OTCYTCTBHSA
CBEJCHUN
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B COOOIICHNH O HEXEJIATEIbHON peaKknu
(hesdo:DrugRoleCode)

2.11.2. Toprosoe HAaUMCHOBaHUE
JIEKapCTBEHHOTO TIperapaTa
(hcsdo:DrugTradeName)

2.11.3. CBenennss o0 HaWMMEHOBAHWUH
JIEKapCTBEHHOTO TIperapaTa (CpencTaa)
(hccdo:DrugNameDetails)

KOZIOBOE
0003HaY
eHue
poiu
JeKapcT
BEHHOT'O
npemnapa
Ta B
cooOe
HUHA O
HEXela
TEIbHOU
peaxiu
nu

TOProBO
e
HavMeH
OBaHMe
JeKapcT
BEHHOI'O
npemnapa
Ta,
cooO1e
HHOE
epBUY
HBIM
HUCTOYH
HUKOM

CBEJICHH
1 0
MEXITYH
apoaHO
M
HeMaTeH
TOBaHHO
M
HaAuMCH
OBaHUH
JeKapceT
BEHHOTO
CpeicTB
a unu
obmernp
HHATOM
(
rpyImnu
POBOYH

M.HC.S
DE
.00296

M.HC.S
DE
.00013

M.HC.
CDE
.00269

HBIX
OJICMCHT
OB

csdo:
Code2T
ype (
M.SDT
.00170)
Hopman
H30BaHH 1
as
CTpOKa
CHMBOJI
OB.
Jnuna:
2

csdo:
Name30
0Type (
M.SDT
.00056)
Hopman
HM30BaHH
as
crpoka 0..1
CHMBOJI
OB.
MuH.
JTAHA:
1.
Makc.

JUIMHA:
300

hccedo:
DrugNa
meDetai
IsType (
M.HC.
CDT
.00252)
Omnpene
asgerca 1.3
obmacTs
M U
3HaYeHU

u



*.1. Ko HaMMEeHOBaHMS aKTUBHOM
(hapMareBTHYCCKON CyOCTaHIMK
(hcsdo:DrugCode)

om),
6o
XUMHYE
CKOM
HauMEH
OBaHHUU
JIEKapCT
BEHHOT'O
npenapa
Ta

KOIOBOE
0603Hau
eHue
MEXITyH
apoJTHOT
0
HeTaTeH
TOBaHHO
ro
HauMeEH
OBaHUSA
HIIU
obmernp
HHSITOTO
)
rpyInu
pOBOYH
oro,
XUMHUYE
CKOTO
HAanMCH
OBaHUS
aKTHBHO

i
(hapman
eBTHYEC
KOW
cyOcTaH
101078

M.HC.S
DE
.00526

BJIOKCH
HBIX
OJICMCHT
OB

hesdo:
DrugCo
deType
(
M.HC.S
DT
.00211)
3HaueH
re Koja
B
COOTBET
CTBUH
co
CIpaBoY
HUKOM (
KJIaccu
¢dukaTo
pom),
HJICHTH
¢dukaro
p
KOTOpOT
0
ompene
JIeH B
aTpudyT
e "
Unentn
¢dukaTo
p
CIpaBOY
HUKa (
KJIaccu
¢dukaTo
pa)".
MuH.
JUIMHA:
1.
Makc

JUIHHA:
10

csdo:
Referen

0..1



0003824 ceDatal

eHHue dType (
CIpaBoY M.SDT
a) uaeHtudukarop HEKa  ( .00091)
CIIPaBOYHUKA ( Knaccu Hopman
KJ1accuQuKaTopa) ¢buxaro HM30BaHH
(atpubyT codeListld) pa), B _ as 1
COOTBET CTpOKa
CTBHH C CHUMBOJI
KOTOPBI OB.
M MuH.
yKasaH JUIMHA:
KOJl 1.
Makec.
JUIMHA!
20
rpymnmna csdo:
pPOBOYH Name50
oe, 0Type (
oOmmernp M.SDT
HHATOE .00134)
nuiu Hopwman
XUMHYE W30BaHH
* 2. HaumenoBanue aktuBHOI cxoe M.HC.S a s
(hapManeBTHYCCKON CyOCTaHIHH Haumer D E crpoka 0..1
(hcsdo:DrugName) osanue .00525 cuMBOX
AKTHBHO OB.
i MusH.
dapman JUTHHA!
€BTHUYEC 1.
KO# Makec.
cyberan JIAHA!
1u 500
hcsdo:
Version
1d1000
Type (
M.HC.S
DT
HACHTH .01005)
(uraro Hopman
2.11.4. NpenTnduKaTop JIEKapCTBEHHOTO P M.HC.S u3oBanH
JeKapcT
cpencTaa D E a s 0..1
(hcsdo:MedicinalProductId) BEHHOTO .01006 ctpoka
P eHCTB( CHUMBOJI
a
MPID) o8-
MuH.
JUIMHA!
1.
Makec.
JUIMHA!

1000



bdt:

DateTy

pe (

M.BDT
nara .00005)
BEpCUH  — O603na 0.1

YCHHC

a) Iara BEpCUHU
(arpubyT versionDate)

IaThl B
COOTBET
CTBHHU C
ISO
8601

csdo:
1d20Ty
pe (
M.SDT
.00092)
Hopman

HM30BaHH
HJIEHTHU

a s
0) mmeHTH(dUKATOP BEepCHH (ukaTo

ctpoka 0..1
CHUMBOJI

OB.

Mun.
JUTHHA:

1.

Makec.

(arpubyT versionld) P
BEpCHHU

UIMHA:
20

hesdo:
Version
1d1000
Type (
M.HC.S
DT

HACHTH .01005)

HUKaTO
¢ Hopman

2.11.5. UneHTHdUKATOp JIEKAPCTBEHHOTO p M.HC.S wu3oBaHH
JeKapeT
npenapara DE as 0..1
BEHHOTO
(hcsdo:PharmaceuticalProductId) .01007 ctpoka
npemapa
CHMBOJI

Ta (

PhPID) o8-

MuH.
JUTMHA:
1.
Make.

JUIMHA:
1000

bdt:

DateTy
pe (
M.BDT
.00005)



a) jaTa BEpCUH
(arpubyT versionDate)

0) uaenTudukaTop Bepcun
(arpuOyT versionld)

2.11.6. CBenenuss 00 HMHIPEIHMCHTE,
BXOJSAIIEM B COCTaB JIEKAPCTBEHHOTO
npenapara

(hcedo:DrugSubstanceDetails)

*.1. Kon ¢ynKkium mHTpenneHTa B
cocTaBe JISKapCTBEHHOI'O Mperapara
(hcsdo:DrugSubstanceRoleCode)

nara
BEPCHUH

HIEHTH

¢ukaro

p
BEpCUU

CBEIEHU
s 00
UHTpEN
HEHTE,
BXOJIAI1]
eM B
cocTaB
JIeKapCT
BEHHOI'0
npemnapa
Ta

KOJIOBOE
0003Ha4
eHHue
byHKIIH
u
UHIpEeN
UEHTa B
COCTaBe
JeKapcT

M.HC.
CDE
.00264

M.HC.S
DE
.00437

0O603Ha 0.1
YeHHe
JIaTHl B
COOTBET
CTBUH C

ISO

8601

csdo:
1d20Ty
pe (
M.SDT
.00092)
Hopman
N30BaHH
as
ctpoka 0..1
CHUMBOJI
OB.
Mus.
JUIMHA!
1.
Maxkc

JUIMHA:
20

hcedo:
DrugSu
bstance
Details
Type (
M.HC.
CDT
.00243)
Omnpene
nsercs
obmacts
M H

0..*

3HaYCHU
71
BIIOKEH
HBIX
JIIEMEHT

OB

csdo:
Codel0
Type (
M.SDT
.00179)
Hopman
W30BaHH
ad
CTpoKka (.1
CUMBOJ
OB.



BEHHOT'O MuH.

npemnapa JUTMHA:
Ta 1.
Makec.
JUTHHA!
10
csdo:
Name50
0Type (
HanMeH M.SDT
OBaHHE .00134)
(yHkum Hopwman
*2. HaumeHoBanne QyHKUMH M30BAHH
WHTpenMeHTa B cocTaBe PN M.HC.S a 5
neitaB D E crpoka 0..1

JICKapCTBCHHOT'O ITpeIiapara

coctaBe .00678 CHMBOII
(hcsdo:DrugSubstanceRoleName)

JeKapcT OB.
BEHHOTO MuH.
npenapa JUTHHA:
Ta 1.
Makec.
JUTHHA:
500
hccdo:
ActiveS
CBEJICHU ubstanc
s 00 eDetails
aKTUBHO Type (
i M.HC.
(hapman CDT
*3. CBemenust 00 aKTHUBHOM  eBTHUUEC M_HC .00730)
(hapMaleBTUYECKOH CyOCTaHIMU B K O if DE Ompene 0.1
CcOCTaBe JIEKapPCTBEHHOTO Mpemnapara  cyGcTaH 00030 UeTes h
(hcedo:ActiveSubstanceDetails) UU B obnacts
cocTraBe M U
JeKapcT 3HAYEHH
BEHHOTO 51
npenapa BJIOXKEH
Ta HBIX
JIIEMEHT
OB
hesdo:
DrugCo
deType
(
M.HC.S
DT
.00211)
3HaueH
ue Koja
B
COOTBET

CTBHUU



*3.1. Kox aktuBHOH

(apManeBTHYECKON

cyOcTaHIN

(hcsdo:

ActiveSubstanceCode)
a)
uaeHTuduKaTop
crpaBoYHUKa  (
kimaccudukaropa)
(atpubyT
codeListld)

KOJIOBOE
0003HaY
eHue
AKTHBHO
(hapmarr
€BTHYCC
KOH
cyOcTaH
012001

00o03Hay
eHue
CrpaBoY
HuKa (
KJIACCHU
¢ukaro
pa), B
COOTBET
CTBHH C
KOTOPBI
M
yKa3aH
KOJl

HauMCH
OBAaHHUC

M.HC.S

E
.00618

co
CrpaBoy
HUKOM (
KJIAcCH
¢bukaTo
pom),
UICHTH
¢dukaTo
p
KOTOpOT
0
ompene
JeH B
aTpuoyT
e "
WUnentn
¢ukaro
p
CrpaBo4
HuKa (
KJIACCH
¢ukaro
pa)".
MusH.
JUIMHA!
1.
Makc
JUIMHA!
10

csdo:
Referen
ceDatal
dType (
M.SDT
.00091)
Hopman
HW30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JUIAHA:
1.
Makc

JUIHHA:
20

csdo:

Name50
0Type (
M.SDT
.00134)

0..1



*.3.2. HaumenoBanue
AaKTHUBHOMU
(dapmaneBTHICCKON
cyOcTaHIn
(hesdo:
ActiveSubstanceName)

* 4. CBeneHns O BCIIOMOTaTeILHOM
BEIIECTBE B cocTaBe
JIEKapCTBEHHOTO TIperapara
(hcedo:AuxiliarySubstanceDetails)

*4.1. Kon

BCIIOMOT'aTCIBbHOT O

AKTUBHO

7}
(hapman
eBTHYEC
KOH
cyOcTaH
1012071

CBEZICHH
i 0
BCIIOMO
ratejbH
oM
BEIIeCT
BE B
COCTaBe
JeKapceT
BEHHOTO
npenapa
Ta

KOZIOBOE
0003HaY
eHue
BCIIOMO
raTeiabH
oro

M.HC.S
DE
.00620

M.HC.
CDE
.00040

Hopman
HW30BaHH
as
CTpOKa
CUMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA:
500

hcedo:
Auxiliar
ySubsta
nceDeta
ilsType
(
M.HC.
CDT
.00731)
Omnpene
JIIeTCs
obmacTs
M H
3HaYEHU
i
BIIOYKEH
HBI X
3JIEMEHT
OB

hesdo:
Auxiliar
ySubsta
nceCod
eType (
M.HC.S
DT
.00014)
3HayeH
ue Koja
BCIIOMO
rarejibH
oro
BElIEeCT
Ba B
COOTBET
CTBUH
co
CrpaBo4
HUKOM (
KJIACCH
¢dukaro

0..1

0..1



BemlecTBa, Bxojdumero B Bemect M.HC.S pom), (.1

COCTaB JICKAPCTBEHHOTO Ba, DE UICHTH
mperapara Bxomam .00607 ¢ukaro
(hesdo: €ro B p
AuxiliarySubstanceCode) cocraB KOTOpOT
JeKapcT 0
BEHHOTO ompene
npenapa JeH B
Ta aTpudyT
e n
Wnentu
¢dukaro
p
CIpaBoYy
HUKa (
KJIaCCH
¢ukaro
pa)H.
Mun.
JUIMHA!
1.
Makec.
JUTHHA:
10
csdo:
Referen
5 ceDatal
0003HaY dType (
enne M.SDT
CHpaBot .00091)
HHKa
a) ( Hopwman
KJIACCH
naeHTH(UKATOP HM30BaHH
¢ukaro
crpaBouyHuka  ( a s
pa)7 B - 1
kiaccudukaTopa) CTpOKa
COOTBET
(aTpudyT CHMBOJI
. CTBHUH C
codeListld) OB.
KOTOPBI
MuH.
M
JUTAHA:
yKa3aH )
KOJl ’
Makec.
JUTAHA:
20
csdo:
Name50
HaAUMCH
0Type (
OBaHNE
M.SDT
BCIIOMO
.00134)
raTesbH
* 4.2, HaumeHoBaHHUe oro Hopman
BCIIOMOTaTeIbHOTO BemecT M30BaHH
BCIIECTBA, BXOMSIICIO B g M.HC.Ss 2 4
COCTaB JieKa CTpoka
PCTBEHHOTO  pxonam D E 0..1
npenapara ero B .00044 CHMBOT

OB.
COCTaB



(hcsdo: JeKapcT MuH.
AuxiliarySubstanceName) BeHHOTO JUTHHA:
npenapa 1.
Ta Makec.
JUIAHA:
500

hcsdo:
Functio
nalPurp
oseCod
eType (
M.HC.S
DT
.00015)
3HaueH
He KoJa
GbyHKITHI
OHAJIbH
bI X
Ha3Haue
HHH
BCIIOMO
rateiabH
Bl X
BEIECT
KOJIOBOE B B
0003HaY COOTBET
eHHE CTBHH
*.4.3. Kon GbyHKIH co
(GYHKIIMOHAIBHOTO OHAJIbH crpaBo4
Ha3HAa4YCHUS oro M.HC.S HHUKOM (
BCITOMOTaTEIbHOTO HazHaue D E knaceun  (..1
BEIIECTBA HU A .00611 duxaro
(hcsdo: BCIIOMO pom),
FunctionalPurposeCode)  rarensH UICHTH
oro ¢dukaro
BEIeCT p
Ba KOTOpOT
0
ompene
JICH B
aTpudyT
e "
WUnentn
¢dukaTo
p
CIpaBoOY
HUKa (
KJIacCH
¢ukaro
pa)".
MuH.
JUTAHA:
1.



Makec.

JUTHHA:
10
csdo:
Referen
ceDatal

0003HaY dType (
enme M.SDT
EZFI’;BO‘E .00091)
a) KJIaccH Hopwar
uaeHTU(HUKATOP M30BaHH
CIIpaBOYHUKA  ( (uxcaro a s
pa)7 B - 1
KJ1accuQuKaTopa) CTpOKa
COOTBET
(aTpudyt CTBIN © CHMBOJI
codeListld) COTODLI OB.
" P Mun.
JUTHHA:
yKa3aH )
KOJI )
Makec.
JUTHHA:
20
csdo:
Name50
0Type (
HaAuMCH MSDT
Z)BZHKHZ .00134)
*.4.4. HaumeHnoBanue YHEH Hopman
(GYHKIIMOHAIBHOTO OHATIBH H30BaHH
Ha3Ha4YeHUS oro MHCS a =
BCIIOMOTaTEIbHOTO HasHate DE crpoka 0..1
BelIecTBa i .00610 cumBOI
BCIIOMO
(hesdo: aTeLH OB.
FunctionalPurposeName) oro MuH.
JUTHHA:
BEIIECT )
Ba )
Makec.
JUTHHA:
500
csdo
Name50
OType (
M.SDT
HaAUMCH 00134)
OBaHHE Hopmar
peareHT
HM30BaHH
a
’ ad
* 5. HanmeHoBaHUe peareHTa RO ll\jd.gC.S CTpOKa
ero B
h : CHMBOJT
(hesdo:ReagentName) cocran 00648
JeKapceT Mits
BCHHOI'O )
JUTHHA:
npemnapa )

Ta



*.6. Jlo3npoBKa (KOHLIEHTpALU)
(hcsdo:SubstanceMeasure)

a) Koj €JUHUIIBI
U3MEpPEHUS JTO3UPOBKH U
KOHIICHTPAIUU

KOJINYEC
TBO

BELIECT
Ba,

BBIpaXKe
HHOE B
€IMHMUII
ax

MAacChlI,
00BeMH

BIX WM 0y g
YCIIOBH

X DE
.00050
ouoior

WYECKU
x )

e IMHMUIL
ax,
6o
TOMEOII
aTUYECK
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eHue
€JIMHUIL
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crucTeMe
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KOJI-BO
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.00217)
3HaueH
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€IUHUIL
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JTIO3UPOB
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KOHIICH
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B
COOTBET
CTBUU
co
CIpaBoOY
HUKOM (
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¢ukaro 0.1
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(atpubyrT
SubstanceMeasureCode)

0) umneHTHHUKATOP
CIIpaBOYHUKA
KJaccudukaTopa)
(atpubyT codeListld)

B) HAaMMCHOBAaHHE
SAMHHLBl H3MEpeHHS
JO3UPOBKHU u
KOHIICHTPAIIHH
(atpudbyrT
SubstanceMeasureName)

JIO3UPOB
KU "
KOHIICH
Tpauuu

00o03Ha
eHue
CrpaBod
HuKa (
KJIACCH
¢ukaro
pa), B
COOTBET
CTBHH C
KOTOPBI
M
yKa3aH
KOJl

HaMEH
oBaHUE
eIMHUIL
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u3mMepe
HUA
JI03UPOB
KU "

HJICHTH
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KOTOPOT
0
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aTpuoyT
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r) Macmrab
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* 7. Onucanue IO3UPOBKH
KOHIIEHTPAIINH )
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3HaueH
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IByX0Oy
KBEHHOT
0 KoJa
CTpaHbI
B
COOTBET
CTBHH
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npemnapa P
Ta KOTOPOT
0
ompene
JeH B
aTpudyT
e "
WUnentn
¢dukaTo
p
CIpaBoY
HuKa (
KJIaCCH
¢dukaTo
pa)".
a0
H: [A-Z]
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Referen
5 ceDatal
0003Ha4
CHpaBot .00091)
aua Hopman
Kaacen W30BaHH
a) NACHTH(HUKATOP CIPAaBOYHUKA ( (UKATO a3
KIaccuukaropa) pa), B — cTpoka
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2.11.9. [Ipu3HaK WHCCIETOBAHUS IMPOIYKTA
CJICTIBIM METOJIOM
(hesdo:BlindInvestigationalProductIndicator)

2.11.10. Cenenus o nepxarese (3asBHTENE)
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS
(hcedo:RegistrationCertificateHolderDetails)

MPHU3HAK
)
003Haua
FOIITUHA,
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p
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*.2. HaummeHOBaHUE
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* 4. Kon
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HauMeEH csdo:
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0-TIpaBo .00056)
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. y), M.SDE a s
XO3SHCTBYIOLIETO CyOBbEeKTa 0..1
. . npucso .00189 cTpoka
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Xo3s1icT .00089)
* 7. YHUKaIbHBIH Byrommer Hopman
WIEHTHUKALHOHHBIH TAMOYKEHHBIH M. SDE PoBaHH
CyOBeKT as 0.1
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*.9. Ko mpU4YMHBI IOCTAaHOBKH Ha
y4er
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*.10. Anpec
(ccdo:AddressV4Details)

*.10.1. Kox Buma agpeca
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uaeHTu(HUKATOp
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*.10.3. Kox Teppuropuu
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.00055)
Hopwman
HU30BaHH

a s
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.00092)
Hopwman
H30BaHH
*.10.10. Homep erme as
ITOMEILEHNS opuca  M.SDE crpoka 0..1
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*.11. KoHTaKkTHBIN peKBH3HUT
(ccdo:CommunicationDetails)

*.11.1. Kox Bunma cBs3u
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*.11.3. Upentudukarop
KaHasa CBA3M

(csdo:
CommunicationChannelld)

2.11.11. CBenenus o TPHUHATOU [g03€
JICKQpPCTBECHHOTO CPEIICTBA
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*.1. PasoBas nmo3a mpuema
JIEKapCTBEHHOTO TIperrapara
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Hopman
KOHIIEHTPAIUH) BEJTHYHU
— n3oBaHH 0..1
(arpubyT Substance Measure Type H B a s
Code) JIO3UPOB
CTpOKa
KH (
CHMBOJI
KOHIICH
TpaLyH) o8-
P JlnuHa:
2
bdt:
Duratio
recraiu n Type (
OHHBIN M.BDT
BO3pacT .00021)
Ha 0O603Ha
) MOMEHT o o eHHE
2.11.13. I'ecTallMOHHBIH BO3pacT Hadama o nponon o 4
(hesdo: Gestation Period Duration) MPHMEH L i KHTEID h
eHus HOCTH
JeKapcT BpEMEH
BEHHOTO B
npenapa COOTBET
Ta CTBHH C
ISO
8601
hccedo:
Indicati
on
Details
CBEJEHH Type (
i o M.HC.
MoKa3aH CDT
.01018)
2.11.14. Csenmenuss 0 TOKa3aHUAX K XK M.HC. Onpee
IPUMEHEHHIO TPIMER g 0..*
o . CHHIO TAETCS
(hcedo: Indication Details) fexaper .01021 o6aCTS
M U

3HA4YCHU



BCHHOI'O u

npenapa BJIOXEH
Ta HBIX
JIIEMEHT
OB
hccedo:
Indicati
onmcan on Text
e Details
MoKa3aH
i K Type |
M.HC.
MpUMeH CDT
SHUIO
01121
*.1. Caenmenuss 00 ONHCAHUH HUIH M.HC. 0 )
[OKa3aHUN K MPUMEHEHHIO ykazanu CDE PeAe 1 1
(hcedo: Indication Text Details) e 01121 TR
obmacts
MPUYHH
M U
bI
3HAUYCHU
OTCYTCT N
i
BUS
BJIOXEH
CBEJICHH
. HBIX
i
JIIEMEHT
OB
csdo:
Text400
0 Type (
M.SDT
OmvcaH .00088)
C
*.1.1. Onucanue ne M.HC.S 1poka
. MoKa3aH CHMBOJT
MOKa3aHUH K IPUMEHEHUIO DE oB 0..1
nuia K .
(hesdo: Indication Text) .00079
IIPUMEH MusH.
EHHUIO JUTHHA:
1.
Makec.
JUIHHA!
4000
csdo:
Codel0
Type (
M.SDT
.00179)
KOZIOBO€E Hopman
0603HAY M30BaHH
eHHue a i
*1.2. Kox mnpuuussl npuuun M.HC.S CTPoka
OTCYTCTBUS CBEICHHIA bl DE CUMBOI (1
(hesdo: Null Flavor Code) orcyrer .02001 OB
BUSA MuH.
CBEJICHU JUIMHA:

i 1.



* 2. Kog mokaszaHus Kk IpUMEHEHUIO
JIEKapCTBEHHOTO CPENICTBA

(hesdo: Medicinal Product Indication
Code)

a) HOMEp BepCcUH
MEJMIIMHCKOTO CJOBaps
JUIsL  peryJIsaTopHO#
JeSTEIbHOCTH
(aTpu0byT med
DRAVersion 1d)

2.11.15. Kon Buza aeicTBus, NpeAIpUHITOrO
B OTHOUICHHWH JICKAPCTBEHHOTO TIpenapaTta B

KOJIOBOE
0003HaY
eHue
MMOKa3aH
us K
MPUMCH
CHHIO
JeKapcT
BEHHOT'O
CpeicTB
a

HOMEp
BEpCHU
MEIUIH
HCKOTO
crnoBaps
i ¥t
perysT
OpHOH
JesiTenb
HOCTH

KOJIOBOE
0003124
eHue
BH]Ia
JNEUCTBU
a,
Tmpeamnp
HHSTOIO
B
OTHOIIIE
HUH
JIeKapCT

M.HC.S
DE
.01011

Makc.

JUIMHA:
10

hcsdo:
Event
Preffere
d Term
Code
Type (
M.HC.S
DT
.00043)
Hopman
HU30BaHH |
as
CTpOKa
CHMBOJI
OB.
MuH.
JIJIMHA:
1.
Makec.
JUTAHA!
10

hesdo:
Med
DRAVe
rsion Id
Type (
M.HC.S
DT
.01006)
Hopwman 1
HN30BaHH
as
CTpOKa
CHMBOJI
OB.
[Ia6mo
H: \d{2}
\\d{1}

csdo:
Code2
Type (
M.SDT
.00170)
Hopman
H30BaHH



pe3yibTaTe BOBHMKHOBEHHS HeXenaTreabHoll BeHHOro M.HC.S a s

peakImn
(hesdo: Action Taken Drug Code)

2.11.16. CBegeHusi 0 B3aUMOCBSI3U MEXAY
MPUEMOM JICKAapCTBEHHOTO TIpermapata u
HEeXeJlaTeNbHON peakien

(hcedo: Drug Reaction Details)

*.1. Ko TepMHHa HUKHETO YPOBHS
HEeXXeJIaTeNbHON peakuuu

(hcsdo: Event Lowest Level Term
Code)

mpemnapa
Ta B
pe3yIbT
aTe
BO3HHK
HOBEHU
i
HeXxena
TEIbHOU
peakiu
nu

CBEJICHH
a1 0
B3aUMOC
BS3HU
MEXY
TIPUEMO

JIeKapCT
BCHHOI'O
npemapa
Ta #

HEXena
TEIHHOU
peaxiiue

n

KOJIOBOE
0003HaY
CHHE
TepMUH
a
HIDKHET
o
YPOBHS
HEXela
TEIbHOU
peaknu
U Ha
JIeKapCT
BEHHBIN
npemnapa
T

DE
.00302

M.HC.
CDE
.01025

M.HC.S
DE
.00087

CTpOKa
CHUMBOI
OB.

JlmHa:
2

hccdo:
Drug
Reactio
n
Details
Type (
M.HC.
CDT
.01010)
Ompene
TIETCS
obmacTs
M U
3HAaYEeHU
i
BIIOKEH
HBIX
9JIEMEHT
0B

hesdo:
Event
Preffere
d Term
Code
Type (
M.HC.S
DT
.00043)
Hopman
HM30BaHH
a s
CTpOKa
CHMBOJI
OB.
MuH.
JUTHAHA:
1.
Makc.

JUIMHA:
10

0..1

0..*

0..1



hesdo:

Med
HOMEp DRAVe
BEpPCUH rsion Id
a) HOMEp BEpCUH  MeIUlH Type (
MEIUITMHCKOTO CJOBaps HCKOTO M.HC.S
Ul peryjisaTOpHOM croBaps DT
JIeSITCILHOCTH s _ .01006) 1
(aTpubyr med perynsr Hopwman
DRAVersion Id) OpHO¥ N30BaHH
JIesITeIb a st
HOCTH CTpOKa
CHUMBOJ
OB.
[Ta6mo
H: \d{2}
\A\d{1}
hccedo:
Related
CBEJICHH
ness
1 00
Drug
OIICHKE .
H Reactio
MPUYHH n
HO-ClIIe .
A Details
CTBCHHO
*.2. Csemenms 00 oOmeHKE Type (
. i cBsI3U
MPUYUHHO-CIIEICTBEHHON CBS3U M.HC.
MEx
MEXIy MNPUEMOM JIEKapCTBEHHOTO Y M.HC. CDT
., [pHEeMOo
mpenapata M HexXelaTelabHON P CDE .00091) 0.*
. M
peaxiuen .00104 Ompene
) JeKapcT
(hcedo: Relatedness Drug Reaction BEHHOMO nseTcs
Details) obnacts
npenapa
M U
Ta ©
3HAYCHH
HeXXesa -
. i
TENbHON
BJIOXKEH
peakiue
. HBIX
i
JJIEMEHT
OB
onucaH
ue
HUCTOYH
nKa csdo:
OLCHKH Text400
o o IIPpUYNH 0 Type (
R/ BN IIUCaHHue HO-CJIEJT M.SDT
HCTOYHHKA  OLEHKH CTBEHHO 00088)
MIPUYUHHO-CIICJICTBEHHOH '
p U CBS3U MLHCS Crpoka
CBSI3U MEXKIY MPHEMOM HC.
Ay P MEXIY CUMBOJ
JIEKAPCTBEHHOT O npuemo D E oB 0..1
npenapara u M .00313 '
HEXENATEe/IbHOM Peakienl  yexapcr -
JUTHHA:
(hcsdo: Source Assessment peHHOTO |

Text) mpemnapa



*.2.2. Onucanue MeTonaa
Ol EeHKH
MIPUYMHHO-CJIEICTBEHHON
CBSI3M MEXIy HPHEMOM
JIEKapCTBEHHOT O
npemnapara u
HEeXeJaTelbHON peakiuei
(hcsdo: Method
Assessment Text)

*2.3. [Ipumeuanne
(csdo: Note Text)

* 3. MHTepBan ¢ MOMeHTa Hadaia
npueMa JIeKapCTBEHHOTO mpernapara
1 HAYaJIOM HEeXeNaTeIbHON Peakiiuu
(hcsdo: Drug Administration Start
Reaction Duration)

Ta #
HEXena
TEIBHOU
peaxiiue

n

oIucad
H e

METO1a

OILICHKH

MPUYUH

HO-CJIe]

CTBEHHO

H CBSI3U

mexay M.HC.S
npuemo D E

M .00314
JeKapCT

BEHHOTO
npemnapa

Ta ®

Hexena

TEeIbHOU
peakiue

u

pe3yibT
arT
poBeJe
HHOTO
aHaJIM3a
MPUYIHH

HO-CJIC
" M.SDE
CTBCHHO

N .00076
W CBSI3W,

BKITIOYa
s
KaTerop
U 10
B3aMOC
BS3U

UHTEPBA
1 c

MOMEHT

a

HaJama

npuema

neKapcT
sennoro M.HC.S
npenapa D E

Ta u -00300
Ha4ajio

M

Hexela

TENbHOU

Makc.

JUINHA:
4000

csdo:
Text400
0 Type (
M.SDT
.00088)
Crtpoka
CHUMBOJI
OB.

HH.
JUTHHA!

Makec.

JUIMHA:
4000

csdo:
Text400
0 Type (
M.SDT
.00088)
Crtpoka
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

UIMHA:
4000

bdt:
Duratio
n Type (
M.BDT
.00021)
O0603Ha
YeHHue
MPOJI0J
JKUTEIb
HOCTH
BpEMEH
i B
COOTBET
CTBUU C

0..1

0..1

0..1



peakuu ISO

" 8601
MHTEpBa bdt:
T Duratio
MOMEHT n Type (
a M.BDT
ororHa 00021)
*4. UHTepBanm ¢ MOMEHTa A O06o03Ha
npueMa
OKOHYAHMS TPHEMa JIEKapCTBEHHOTO YeHUe
npemnapara u Ha4aloM aekaper M.HC.S
perap N BenHoro D E MPOROI g
HEKENaTeIbHON peakuuu JKUTEITh
. . npemnapa .00323
(hcsdo: Last Drug Administration ta u HOCTH
Duration) BpeMeH
Havalo
nu B
M
COOTBET
HeXxesa
TEJIbHOU CTRIH €
eaKu IS0
P 8601
"
KOJIOBOE csdo:
0003HaY Code2
eHMe Type (
MIPU3HAK M.SDT
*5. Koxg mpusHaka IOBTOPHOTO a .00170)
Ha3HA4YeHUs  JEKAPCTBEHHOIO nosrop M.HC.S Hopman
npemnapara M4 INOBTOPEHUA Horo DE n3oBasH 0..1
HEeXeJaTeTbHON PeaKIuu HazHade .00310 a s
(hesdo: Effect Rechallenge Code) HHU S CTpOKa
JeKapcT CUMBOJ
BEHHOTO OB.
npemnapa Jnuna:
Ta 2
csdo:
’“6“‘0306 Code2
00o03Hay
eHHue Type (
M.SDT
AOTIOIH 00170)
2.11.17. Kox momonHUTENEHOW HHPOPMAIHN I:ITeHBHO M.HC.S Hopwman
0 JIEKApCTBEHHOM IIperapare " o DE n3oBanH 0..*
uHpOopM
(hesdo: Drug Additional Information Code) AL po 01017 a s
B CTpOKa
JeKapcT
CHUMBOI
BEHHOM
npenapa o8-
T Jnuna:
2
csdo:
Text400
JIOTIOJIH 0 Type (
UTEIbHA M SDT
g .00088)
HHopM Crpoka
2.11.18. JlomonHutenbHas uH(opManus o amus o p
CHUMBOJ

JICKapCTBCHHOM IIperiapare JICKapCT 0..1
OB.



(hcsdo: Addition Information Drug Text)

2.12. JIomoJIHUTENbHBIC CBEJCHUS O HEXeJaTeIbHON
peakIuK Ha JIeKapCTBeHHBIH Mpenapar
(hcedo: Narrative Case Sum Information Details)

2.12.1. Onucanue ciydas BO3HUKHOBEHHS
HEKeNaTeNbHON peaKkuu
(hesdo: Description Case Text)

BeHHoOM M.HC.S MuH.

npenapa
Te

JIOTIOJTH
HUTEIIbH
Bl €
CBEICHHI
1 0
HeXxena
TEIbHOU
peakiu
U Ha
JeKapcT
BCHHBII
mperapa
T

OTMCaH
ue
moj103pe
BaeMoOM
HEXena
TEJIbHOU
peakun
u,
BKJTIOYA
ST
JIaHHBIC
nabopar
OpPHBIX
u
JIpyrux
HCCIen0
BaHUH,
clienaHH
oc¢
OTIIPaBH
TeJIeM

KOMMEH
Tapui
TepBUY
HOTO
OTHpaBH

DE
.00564

M.HC.
CDE
.00019

M.HC.S
DE
.00076

JUIMHA:
1.
Makec.

JUIMHA:
4000

hcedo:
Narrativ
e Case
Sum
Informa
tion
Details
Type (
M.HC.
CDT
.00016) 0..1
Ompene
nsercs
obmacTs
M U
3HAYEHU
i
BIIOYKEH
HBIX
JJIEMEHT
0B

csdo:
Text400
0 Type (
M.SDT
.00088)
Crtpoka
CHMBOJI
OB.
MuH.
JUTAHA:

Makc.

JUINHA:
4000



TCIA

coo0mre csdo:

HHUS O Text400

HEeXena 0 Type (

TENbHOI M.SDT

peaxuu .00088)
2.12.2. KommeHTapuii mepBuuHoro U Ha MHC.S Crpoka
OTHpaBHUTENs COOOIIEHUs O HeXelaTelpHOM JIeKaper " = CHMBOI
peakImn BEHHBIH OB. 0..1

00325 Mug

(hesdo: Reporter Comment Text) npenapa .

T K JUTHHA:

JIMarHo3 1.

Yy Makec.

OLICHKE JUTHHA:

NpUYUH 4000

HO-CIIe]]

CTBEHHO

i CBs3U

Uiau

JOpYTHM

npobie

MaMm

KOJIOBOE hesdo:

00o3Hau Event

crue Preffere

JIMarto3 d Term

a/ Code

CHHIPO Type (

Mas M.HC.S

YKa3aHH DT

oroe 00043)

OTIIpaBA

2.12.3. Koxa TepMuUHa HHXKHEro YpPOBHS M.HC.S Hopman

N TeNeM,
HEXeJTaTeTbHON peaKiuu () n30BaHH (.. *
U (i
(hesdo: Event Lowest Level Term Code) .00087 a s
JIOTIOJTH
CTpOKa
UTCJIbHA
CHMBOJI
s
OB.
KJIaCCH
MusH.
(ukamm
JUTHHA:
§ 1
HeXxesa )
. Makec.
TCJIIbHOU
JUTHHA:
peakiu
10
u
hcsdo:
Med
DRAVe
rsion Id
HOME
BE cnpn Type
p M.HC.S
MeIUIH DT
a) HOMEp BEPCHUH MEAHIMHCKOTO HCKOTO 01006)
ciaoBaps JNd  PErylaTOpHOM  croBaps '
- Hopman 1

EeATENLHOCTH s
W30BaHH



(arpubyt med DRAVersion 1d)

2.12.4. HaumeHOBaHME TEepMHHA HIXKHETO
YPOBHSI HeXKEJIaTeIbHOIN peakuu
(hcsdo: Event Lowest Level Term Name)

2.12.5. KommeHTapu#  OTHpaBHUTENISA
coO0OIIeHHs O HeXKEIaTeIbHON peakLuu
(hesdo: Sender Comment Text)

perynsr
OpHOH
JesITeNb
HOCTH

HauMEH
OBaHHE
JINarHo3
a/
CHHIPO
Ma,
yKa3zaHH
oTo
OTIIPaBH
TeJeM,
u/unu
JIOTIOJTH
WTEIbHA
i
KJaccu
(ukamm
s
HEXena
TENbHOU
peakiu
u

KOMMEH
Tapuit
OTIIPaBH
Tels
coo011e
HUS O
HeXena
TEJIbHOU
peaxkuu
H Ha
JeKapceT
BEHHBIHN
nmpemapa
T K
JINarHo3
Yy,
OIICHKE
TMPUYNH
HO-CJIC],
CTBEHHO
U CBSI3U
Hau
IpYyTUM
mpobie
MaM

M.HC.S
DE
.00298

M.HC.S
DE
.00074

as
CTpOKa
CHMBOJI
OB.
[Ia6mo
u: \d{2}
\\d{1}

csdo:
Namel2
0 Type (
M.SDT
.00055)
Hopman
HW30BaHH
as
CTpOKa
CHMBOJI
OB.
MuH.
JIAHA:
1.
Makc

JUIMHA!
120

csdo:
Text400
0 Type (
M.SDT
.00088)
Crpoka
CHMBOJI
OB.

UH.
JUTHHA!

Makc
JUIMHA:
4000

0.*



2.12.6. Pe3roMe omnucaHus ciydas
BO3HUKHOBEHHS HEXXENATSIbHON PeaKInu
(hcsdo: Case Summary Text)

a) Ko A3bIKa
(arpubyT language Code)

2.13. Hoxymenrt B popmare PDF
(hcsdo: Pdf Binary Text)

pe3tome
OIIMCaH

U o

ciydast

po3uuk M.HC.S
Hosenu D E

s .01020
HeXxena

TEIBHOU

peakiu

u

KOZIOBOE
0003HaY
eHme
SI3BIKA

coo0rie
HHE O
HeXxena
TEIBHOU
peakiu
U Ha
JIEKapCT
BCHHBII

M.HC.S

.00326

npenapa
T B
thopmar
e PDF

hcsdo:
Localiz
ed
Text400
0 Type (
M.HC.S
DT
.01002)
Crpoka
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.
JUTAHA:
4000

csdo:
Langua
ge Code
Type (
M.SDT
.00051)
HByx0y
KBEHHBI
U KOJ
SI3bIKA B
COOTBET
CTBHHU C
ISO 639
-1.
[Ta6mo
H: [a-z]{
2}

csdo:
Binary
Text
Type (
M.SDT
.00143)
Koneun
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oBaTeNb
HOCTh
JIBOMYH
BI X
OKTETOB
(batiToB

)

csdo:
Media

Type

0..1



a) Koj (opMaTa TaHHBIX
(arpubyT media Type Code)

2.14. TexHONOTMYECKHE XapaKTepUCTUKU 3aMUCH
o0rrero pecypca
(ccdo: Resource Item Status Details)

2.14.1. Tlepuon necTBust
(ccdo: Validity Period Details)

KOJIOBOE
0003Ha4
eHue

dopmar

a
JaHHBIX

COBOKY
MTHOCTh

TEXHOJIO
THYECKU

CBEJICHU
H o
3aIUCH
o01ero

pecypca

epuo.
IEUCTBU
s
3aIIUCH
o01ero
pecypca
(
peectpa
)
MepeYHs
, 0asml

M.CDE
.00032

M.CDE
.00033

Code

Type (
M.SDT
.00147)

3HaueH
re Kozaa
B
COOTBET
CTBUU
co
crpaBo4
HUKOM
dopmar
0B
JTAHHBIX

MuH.
JUIAHA:
1.
Makc.

JUIMHA:
255

ccdo:
Resourc
e Item
Status
Details
Type (
M.CDT
.00033)
Omnpene
JIAETCS
obmacTs
M H
3HAYCHU
i
BIIOKEH
HEBIX
3JIEMEHT
OB

ccdo:
Period
Details
Type (
M.CDT
.00026)
Omnpene
nsercs
obmacTs
M U
3HAYEHU
i
BIIOJKEH

0..1

0..1



JTAHHBIX HBIX

) JIIEMEHT
0B
bdt:
Date
Time
Type (
M.BDT
.00006)
* 1. HauanpHas aTa M BpeMs HadanbH o op ObosHa
(csdo: Start Date Time) as pata o5 denne 0.1
1 BpeMst aTel U
BpEMEH
U B
COOTBET
CTBUH C
ISO
8601
bdt:
Date
Tim
Type (
M.BDT
.00006)
* KOHEYH O603Ha
.2. KoneuHnas i1ara u BpeMs M.SDE
(csdo: End Date Time) wrAata 00134 eHHC 0.1
1 BpeMs1 JaThl U
BpEMEH
U B
COOTBET
CTBHH C
ISO
8601
bdt:
Aata i Date
BgeMﬂ Time
Type
M.BDT
3aIUCH 00006)
o01ero
2.14.2. lata u Bpemsi OOHOBIICHUS pecypca M.SDE O6o3Ha .
(csdo: Update Date Time) ( 00079  YeHHMe 0..1
peectpa Aatet 1
BpEMEH
’ U B
nepeyHs
, 6asm COOTBET
CTBUH C
JAHHBIX 15O
) 8601

5. Iopsaok mpucoeauueHust k obmemy mpoieccy "dopMupoBaHue, BEACHUE U
WCITOJIB30BaHNE eIMHON MH(GOPMAITMOHHON 0a3bl JAHHBIX 1O BBISIBJICHHBIM HEXETATCIIbHBIM
peakuusM (JAeHCTBUSM) Ha JIEKApCTBEHHbIE CPEJCTBA, BKJIIOUYAIONIEH COOOIIEHUS O



Hed(PPEKTUBHOCTU JIEKAPCTBEHHBIX CPEICTB", YTBEPKICHHBIM yKa3aHHBIM PerieHuewm,

U3JI0KHUTh B CIIETYIONIEH peakiuu:

"VTBEPXXIEH
Pemenuem Komnnerun
EBpa3uiickoil 5KOHOMHUUYECKOH KOMHCCUI
ot 25 oxts16ps 2016 1. Ne 125
(B pemakumu Pemenns Komnernn

EBpazuiickoil 3KOHOMHUYECKOW KOMUCCUU
ot 21 ¢eBpans 2023 r. Ne 18)

Ilopsmox

IpucoeqUHEHA K 06meMy mponeccy "®opMupoBanue, BEICHAE U HCIIOIB30BaHUE €AUHOMN
AH(OPMAHOHHO# 6a3kl JAHHEIX IO BEIABIICHHEIM HeXXeJIaTeJIHEIM PEeakmuiaM (IelCTBHAM) Ha
JIEKapCTBEHHKIE CPEICTBA, BKIIOYAIomEei coobmenus 0 He3()(HEeKTHBHOCTH JIEKAPCTBEHHBIX
cpencrs"

I. O6ume monoxXeHus

1. Hacrosmuit Ilopsmok pa3paboTaH B COOTBETCTBHUHM CO CICAYIOMHMHU aKTaMH,
BXOJISIILIMMH B NpaBo EBpa3uiickoro 3KOHOMUYECKOro coro3a (naiee — Coro3s):

Jorosop o EBpasuiickom skoHOMHUYECKOM coto3e oT 29 mas 2014 rona;

Cornamenue o eUHBIX MPUHIIUIAX U MPaBUIaX 0OpaIleHUs JIEKAPCTBEHHBIX CPEJICTB B
paMKax EBpa3miickoro SKOHOMHYECKOTO coro3a oT 23 aekadps 2014 rona;

Pemenne Komnerun EBpazuiickoit skoHOMHUUYeckoi komuccuu ot 6 Hosiops 2014 1. Ne 200
"O TEXHOJIOrMYECKUX JOKYMEHTAX, PErIaMeHTUPYIOIUX UH(OPMAIIMOHHOE B3aUMOJEHCTBUE
IpU peanu3aliuu CpeJICTBaMU WHTETPUPOBAHHONW MH(OPMAIIMOHHONW CHUCTEMBbI BHEUTHEH U
B3aMMHOW TOPTOBJIM OOIIUX MPOIECCOB";

Pemenne Komnerun EBpasuiickoil s3xoHoMuueckoit komuccuu ot 27 ssuBaps 2015 r. Ne 5
"OO yrtBepxaeHuun IIpaBun »IEKTPOHHOrO OOMEHa JAaHHBIMM B HWHTETPUPOBAHHOU
MH(POPMAIIMOHHOW CHCTEME BHEIITHEH ¥ B3aUMHOM TOPTrOBJIN';

Pemenne Komneruu EBpazuiickoil 3koHOMUYeckoit komuccuu ot 14 anpens 2015 r. Ne 29
"O nepeuHe 0OIIMX MPOIECCOB B pamkax EBpa3zuiickoro 3KOHOMHUYECKOT0 CO03a U BHECCHUU
n3MeHeHus B Pemenue Komnerun EBpasuiickoid 5KOHOMUYECKON KoMHUCCUU OT 19 aBrycra
2014 1. No 132"

Pemenue Komerun EBpazuiickoit skoHOMUYeCKON KoMHUCCHU OT 9 nroHst 2015 r. Ne 63 "
O Meroauke aHanu3a, ONTUMHU3AIMU, TAPMOHU3AIUU U OMHCAHUS OOIIUX MPOIIECCOB B
paMkax EBpa3uiickoro 3KOHOMHU4ECKOro coro3a';

Pemenue Komnerun EBpasuiickoit 3xoHoMuueckoit komuccuu ot 28 ceHtsiops 2015 r. No
125 "O6 ytBepxaenun I[lonoxxkeHus o0 oOMEHE SIEKTPOHHBIMU JTOKYMEHTAMHU IIpU



TPAHCTPAHUYHOM B3aWMOJICMICTBUY OPTraHOB rOCYJAPCTBEHHOW BIIACTH FOCYAAPCTB — YJICHOB
EBpa3zuiickoro 3KOHOMHUYECKOT0 COr03a MEXIy coboil u ¢ EBpasuiickoii SKOHOMUYECKOM
KoMHccuen".

II. O6nacTh npMeHEHUS

2. Hactosimuit [Topsimok onpenensieT TpeOOBaHUSL K COCTABY U COJICPKAHUIO MPOLELYP
BBEJICHUS B JielicTBHE 00111ero npoiecca "dopMupoBaHne, BeIEHUE U UCIIOJIb30BAaHUE €IMHON
MH(POPMAIMOHHON 0a3bl JAHHBIX MO BBHISIBICHHBIM HEXENATEIbHBIM PEAKIUIM (ICHUCTBUSIM)
Ha JIEKapCTBEHHBIE CPEJACTBA, BKIIOYAlOIMeH coolmeHuss o Hed)PEeKTUBHOCTH
nekapcTBeHHbIX cpeAcTB" (P.MM.04) (nanee — oOuuii mpoiiecc) U NpUCOSAMHEHUS] HOBOTO
y4aCTHHKA K OOIIeMy Mpoleccy, a Takke TpeOOBaHUS K OCYIIECTBISIEMOMY MPU HX
BBITIOJITHEHUH WH(POPMAITMOHHOMY B3aMMOICHCTBHIO.

III. OcHOBHEIE MOHATHA

3. Jdua ueneir Hacrosmero [lopsaka UCHONB3yIOTCS MOHATUSA, KOTOPHIE O3HAYAIOT
() (1% 7011 (ST

" TOKyMEHTBI, TPUMEHSIEMbIE TPU oOecrieueHnr GyHKIMOHUPOBAHUSI MHTETPUPOBAHHOM
CUCTEMBI" — TEXHHYECKHE, TEXHOJOTMYECKUEe, METOAUYECKHE U OpraHH3alMOHHBIE
JOKYMEHTHI, IIPEIYyCMOTPEHHBIE MIYHKTOM 30 [IpoTokoia 00
MH()OPMATMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJIOTHSX U MH(POPMALIMOHHOM B3aUMOJEHCTBUU
B pamkax EBpasuiickoro skoHoMHueckoro coro3a (mpuioxkenue Ne 3 k Jlorosopy o
EBpa3zuiickoM 3koHOMUYECKOM coto3e oT 29 mas 2014 rona);

"TEXHOJIOTNYECKUE JTOKYMEHTHI" — JTIOKYMEHTBI, BKJIIOUECHHbIE B THUIIOBOW NEpPEYEHb
TEXHOJIOTUYECKUX JOKYMEHTOB, PErIaMeHTHPYIOIUX HHPOPMAIMOHHOE B3aWMOJICHCTBHE
NPy peann3aluy OOLIero mnpouecca, npeaycMoTpeHHbld myHkToM 1 Pemenus Komnerum
EBpasuiickoif s5koHOMUYeckoi komuccuu ot 6 HosiOpst 2014 r. Ne 200.

WNHble noHsATHS, UCTIOJIb3yeMble B HacTodleM [lopsnke, TpUMEHAIOTCS B 3HAYEHHUSIX,
OTpe/ieNICHHBIX B MyHKTOM 4 [IpaBui MHPOPMAMOHHOTO B3aUMOJICHCTBUS NIPU pealln3aluu
CpelICTBAMH MHTETPUPOBAHHOW MH(POPMALIMOHHON CUCTEMBI BHEIITHEN U B3aMMHOUM TOPTrOBIIU
obmero mporecca "®opMupoBaHue, BEACHUE W MCIOJIB30BaHUE €IMHON MH(POPMAIMOHHON
0a3bl JaHHBIX MO BBISIBICHHBIM HEKEJIATEIbHBIM PeaKiusaM (AeHCTBUSM) Ha J€KapCTBEHHbIE
CpelCTBa, BKIIOUAOIIEH COOOIIEHUs O HEeI(PPEKTUBHOCTH JIEKAPCTBEHHBIX CpeACTB',
yTBepkJIeHHbIX Pemenuem Kosuiernu EBpasuiickoli SKOHOMHYECKOW KOMHUCCHUHU OT 25
okTsA0pst 2016 1. No 125 (nanee — [IpaBuna nHGOpMAIIMOHHOTO B3aUMOJICUCTBUSA).

IV. YVaacTHuKH B3auMOOEeHCTBUS

4. Ponum y4YaCTHHUKOB B3aWMOJIEWCTBUS IPU BBINOJHEHUH HMHU HPOILEAYD,
MpeayCMOTPEHHBIX HacTosAuM [lopsankom, npuBeaeHsl B Tadnune 1.



Tabmuma 1

Posin y4aCTHUKOB B3aMMOIEMCTBUS

Y4acTHHUK, BRITTOTHSIIOITAN

Ne n/m Haumenosanue ponu Onucanue ponu
poinb
IIpucoenuustonuiics BBIMOJIHSAET MPOLEAYPHI, YIOJIHOMOYEHHBIN OpraH
1 y4acTHHK  o0Omiero MpeyCMOTPEHHBIE rocygapcrBa — dWIEHa
mporecca HactosuM [lopsiakom Coro3a
KOOPAUHHUPYET
BBIMIOJIHEHHE mpouenyp, EBpasuiickasd
2 AIMHHHACTPATO
patop NpeAyCMOTPEHHBIX 9KOHOMHUECKAs] KOMUCCHS
HactosuM [lopsiakom
OCYIIECTBIISAET
B3aUMOJECUCTBUE B
COOTBETCTBUU c
TEXHOJIOTHYECKUMHU .
YIOJHOMOYEHHBIM Oprax
JOKyMEHTAMH H y4acTBYeT
YyacTHUK ~ 00uIero rocyaapcTBa-wiena Coro3sa,
3 B TECTHPOBAHUH .
mporecca EBpasuiickas
HHPOPMALITOHHOTO

o O9KOHOMHYCCKass KOMHUCCHA
B3aUMOJCUCTBUA C

MPHUCOSAUHSIOIIUMCSI
Y4acCTHHUKOM  001Iero
mporiecca

V. Beeaenue o6mero mporecca B eHCTBHE

5. C partsel BerymiieHus B cuiny Pemennst Komnerun EBpasuilckoil SKOHOMHYECKOU
Komuccuu OT 25 oxtsa6ps 2016 1. No 125
perIaMeHTUPYIOUX HHOOPMAIMOHHOE B3aWMOJICUCTBHUE MPU pealu3aliu CpeicTBaMu

"O TEXHOJIOTMYECKUX JOKYMEHTaXx,

WHTETPUPOBAHHOW MH(GOPMAIMOHHON CHUCTEMBl BHEIIHEW M B3aUMHON TOPTOBIU OOIIETO
nporecca "dopMmupoBaHue, BEeICHUE U HUCIIOJIB30BAHUE €IWHOW WMH(OpMAIMOHHONW Oa3bl
JAHHBIX IO BBISBJICHHBIM HEXENATEIbHBIM pEaKUUsIM (ICHCTBUSIM) HA JIEKAPCTBEHHbIE
CpeACTBa, BKIIOYAIOIIEH coobOmeHuss o Hed(PGHEeKTUBHOCTH JEKapCTBEHHBIX CpPEACTB"
rocynapctBa-uiieHbl Coro3a (fanee — rocyjapcTBa-ujieHbl) npu koopauHaiuu EBpazuiickoit
PKOHOMUYECKOU KoMuccuu(nanee — Komuccusi) npucTynamT K BBITOJHEHUIO MPOIETYPhI
BBEJICHUS B JICUCTBUE 00I1IETO Ipoliecca.

6. [lns1 BBeieHus B ielicTBHE OOIIETO MpoIiecca TocyAapCTBaMU-UJIeHAMHU JTOJKHBI OBITh
BBINIOJIHEHBI HEOOXOAMMBIE MEPONPUSATHUS, ONpE/IETICHHbIE MPOUEAYPON NPUCOECTUHEHUS K
o01eMy mporieccy
B COOTBETCTBUHU C pazaenom VI Hactosmero [lopsaka.

7. Ha ocHOBaHMM PEKOMEHJAIMN KOMHUCCUHU MO IPOBEICHUIO MEKIOCYIAaPCTBEHHBIX
UCIIBITAHUN MHTErPUPOBAHHON MH(DOPMAIIMOHHONW CUCTEMBbI BHEIITHEN U B3aUMHOW TOPTOBIHU
Komnerus Komuccnn npuHuMaeTr pacnopsiKeHue 0 BBEACHUH B IEUCTBUE OOIIEro Npouecca.

8. OcHOBaHHMEM ISl MPUHATHUS PEKOMEHIAUHMU KOMHCCHUU IO MPOBEICHUIO
MEXTOCYAapCTBEHHBIX UCIIBITAHUI MHTErPUPOBAHHON MH(OPMAIIMOHHON CUCTEMbI BHEIIHEN



¥ B3aMMHOM TOPTOBJIM O TOTOBHOCTH OOIIETO MPOIEcCa K BBEICHUIO B JICUCTBUE SIBIISIOTCS
pe3yJbTaThl TECTUPOBAHUS MH()OPMAIIMOHHOTO B3aUMOICUCTBUS MEX Ty HHPOPMAITUOHHBIMU
CHUCTEMaMH OJTHOTO WMJIA HECKOJIBKUX FOCYyAapCTB-4JIeHOB U Komuccuu.

VI. Omicarne npoueayphl IPUCOCTAHCHUA

9. Ilocne BBeneHUS B ACMCTBHE OOIIEro Mpolecca K HEMy MOTYT IPUCOEIUHATHCS HOBBIE
YYaCTHUKH IMTYTEM BBITIOJIHEHUSI POIEAYPHI IPUCOSTUHEHUSI K OOIIEMY MPOIIECCY.

10. Jlns mpucoennHeHus K oOUieMy Npoueccy NpUCOEANHSIIOIUMCS YYaCTHUKOM OOLIETrO
mpolecca JOJDKHBI OBITh BBIMIOJHEHBI TPEOOBAHUS JTOKYMEHTOB, MPUMEHSEMBIX IpHU
obecrieueHUH (PYHKIUOHUPOBAHUS WHTETPUPOBAHHONW CHUCTEMBI, TEXHOJIOTHYECKUX
JTOKYMEHTOB, a TakXe TpeOOBaHUS 3aKOHOJATENIhCTBA TOCYyJapCTBa-dJieHA,
periaMeHTUpYolue HHPOPMAITMOHHOE B3aMMOICCTBHE B paMKax HAIMOHAJIBLHOI'O CETMEHTA
rocyJ1lapcTBa-ujeHa.

11. BeinosHeHue mpoieaypbl TPUCOECIUHEHHS] HOBOI'O YYaCTHHKA K OOILIEMY MPOIECCY
BKJIFOYAET B ceOs:

a) uHOpMUPOBAHUE TOCyaapcTBoM-uieHoM Komuccuu o mpucoeaMHEHWH HOBOTO
y4acTHHUKaA K 001IeMy mpoiieccy (C yKa3aHHeM yIOJIHOMOYEHHOI0 OpraHa, OTBETCTBEHHOTO 3a
obecnieueHne HH(MOPMAIIMOHHOTO B3aMMOICHCTBHS B paMKax OOIIEero mporiecca);

0) BHECEHME B HOPMATHBHBIC MPABOBBIE aKThl I'OCYJapCTBa-uJicHA W3MEHEHUH,
HEOOXOIMMBIX JJIsl BHITIOJHEHUSI TPEOOBAHUM TEXHOJIOTHYECKUX JOKYMEHTOB (B TedeHHUE 2
MECSAIIeB C JaThl Ha4aJia BHIMOIHEHUS MPOIETyPhl TPUCOSTUHEHHUS ),

B) pa3paboTKy (mopaboTKy) mpu HEOOXOIMMOCTH HHGOPMAIMOHHON CHCTEMBI
PUCOEAMHSIONIETOCS, yYacTHUKA OOIIEro mpolecca, B TOM YHUCJIE€ B YaCTU NMPUMEHEHUS
CPEICTB DJEKTPOHHOU HUPPOBONM MOANUCH (DJIEKTPOHHOU MOJIMKUCH), COBMECTUMBIX C
CEepBUCAMU JIOBEPEHHOMN TPEThel CTOPOHBI HAIMOHAIBHOTO CErMEHTa roCy/1apcTBa-4yieHa (B
TE€UEHUE 8 MECSIIEB C JJaThl Ha4YaJla BHIMOJHEHUS TIPOLIEAYPhI IPUCOCTUHECHMUS );

T') TOJIKJIFOYeHHE WH(OOPMAITMOHHOW CUCTEMBI TPUCOEIUHSIONIETOCS YYaCTHUKA O0IIEero
npoliiecca K HallMOHAJbHOMY CETMEHTY IOCY/apCTBa-4jeHa, €CIU TaKOE MOIKIIOUYEHHUE He
OBLJIO OCYIIIECTBIICHO paHee (B TeUeHUE 8 MECSIIeB C IaThl HaYaja BBIMOTHEHUS TPOIETyPhI
PUCOETUHEHUS );

1) TIOJTy4YE€HHE TTPUCOSTUHAIONTUMCS YYaCTHUKOM OOIIIETO MPOoIecca pacIpOoCTPaHIEMbIX
aIMUHUCTPATOPOM CIPABOYHMKOB M KJIAacCU(PUKATOPOB, YyKa3zaHHBIX B I[IpaBuiax
MH(POPMAIIMOHHOTO B3aUMOJICHCTBUS;

€) TecTHupoBaHWE MH(POPMALIMOHHOTO B3aMMOACHCTBUS MEXIYy HHOOPMAITMOHHBIMH
CUCTEMaMH TMPUCOCAUHSAIONIMXCS YYACTHUKOB OOIIEro Mmpolecca M Y4acTHUKOB OOIIEro
mporecca Ha COOTBETCTBHE TPEOOBAHUSM TEXHOJIOTHYECKHX JOKYMEHTOB (B TedeHue 12
MECAIIeB C JaThl HaUaJla BBHIOIHEHHUS MPOIETyPhl IPUCOSTUHEHNUS ). "
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