YTBEPXIEHO

Pemennem Komiernum

EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

ONMUNCAHUE
(opMaTOB M CTPYKTYP JIeKTPOHHBIX TOKYMEHTOB U CBeIeHHUIA,
HCII0JIb3YEeMBbIX JIJIsl peajiu3aliy CPeICTBAMH HHTErPHPOBAHHOT
MH(OPMAIHOHHOI CHCTeMbl BHEIIHEH H B3aMMHO# TOPTOBJIH
o01rero npomecca «@opMupoBanue, BeieHNEe U UCMOJIb30BAHUE €THHOTO
peecTpa 3aperucTPUPOBAHHBIX JeKAPCTBEHHBIX cpeacTB EBpa3uiickoro
IKOHOMHUYECKOT0 COI032»

|. O0uue monoxeHust

1. Hacrosimee Onucanue pa3paboTaHo B COOTBETCTBUU
CO CHEQYIOIMMH aKTaMH, BXOISAIIMMHU B TIpaBO  EBpasuuCKOro
SKOHOMHYECKOT0 coro3a (nanee — Coro3):

JoroBop 0 EBpa3uiiCkoM 3KOHOMUYECKOM coro3€ oT 29 mast 2014 rona;

Pemienne Kosmermn  EBpa3uiickol  3KOHOMHUYECKOM  KOMMCCUU
or 6 HosOps 2014 r. Ne 200 «O TEXHOJOTHMUECKUX JIOKYMEHTaX,
perJaMeHTUPYIOIUX HH(POPMAMOHHOE B3aUMOJICHCTBUE MpPHU pealn3aluu
CpEICTBAMH HMHTETPUPOBAHHON HMH(POPMAIIMOHHOW CHUCTEMBI BHEIIHEH
Y B3aMMHOM TOPTOBJIM OOIIMX MPOIIECCOBY;

Pemienne Kosermn  EBpa3uiickoi 3KOHOMHUYECKOM  KOMHMCCUU
or 14 ampens 2015 r. Ne 29 «O nepeuHe oOHIMX MPOLECCOB B paMKax
EBpa3suicKOro  3KOHOMHMYECKOTO  COK3a M  BHECEHMH  W3MCHEHUSA
B Pemenne Komternn  EBpa3uilcCkOl  3KOHOMHUYECKOM  KOMHCCHUU
ot 19 aBrycra 2014 r. No 132y;

Pemienne Kosuterun  EBpa3uiickod  3KOHOMHUYECKOM  KOMHCCUHU

oT 9 wmrwoHa 2015 r. Ne 63 «O Meroguke aHaiM3a, OINTHUMH3AIIUU,
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rapMOHU3AIMM W OMNHUCAaHMS OOIIMX MpoIEeccoB B pamkax EBpa3zuiickoro

O9KOHOMHUYCCKOI'O COO3a».

I1. OGnacTs npuMeHeHus

2. Hacrosimee Omnucanue omnpenenseT TpeOoBaHus K dopmaram
U CTPYKTypaMm OJJICKTPOHHBIX JOKYMEHTOB M CBEIEHUN, MCIOIb3YEeMbIX
npu HMHPOPMAIMOHHOM B3aWMOJCHCTBUM B paMKax oOOIIero mpoiecca
«DopMupoBaHue, BEJAEHUE W  HUCIOJL30BAHUE  E€IUHOrO  peecTpa
3aperuCTPUPOBAHHBIX JIEKapCTBEHHBIX CpEIICTB EBpazuiickoro
PKOHOMMYECKOT'O COr03a» (manee — o0 mporecc).

3. Hacrosimee Omnucanue mnpuMeHSIETCS TPU  MPOCKTUPOBAHUH,
pa3paboTke ¢ J1OpabOTKE KOMIIOHEHTOB HH(GOPMAIUOHHBIX CHUCTEM
Opy  peaJd3aluu  [poueAyp  oOmero  mpolecca  CpelcTBamMu
WHTETPUPOBAHHON HWH()POPMAIIMOHHON CHUCTEMbl BHEIIHEH W B3aUMHOMN
TOPTOBIIH (J1aJie€ — UHTETPUPOBAHHAS CUCTEMA).

4. Onucanue QOpPMATOB U CTPYKTYp DJICKTPOHHBIX JTOKYMEHTOB
U CBEICHMM NOpUBOAUTCA B TaOMM4yHOM (opmMe ¢ yKa3zaHUEM MOJHOTO
PEKBU3UTHOIO COCTaBa C YYE€TOM YpOBHEH HEpapXWUM BIUIOTH JO MPOCTHIX
(aToMapHBIX) PEKBU3UTOB.

5. B Tabnuue onuchiBaeTCA OJHO3HAYHOE COOTBETCTBUE PEKBU3UTOB
3JIEKTPOHHBIX JOKYMEHTOB (CBEJCHHH) (Ianee — PEKBH3UTHI) M 3JCMEHTOB
MOJIEHU JaHHBIX.

6. B Tabnuie hopmupyrorcs cieayromniue mnois (rpadui):

«HEPAPXUUECKUN HOMEPY» — MOPSIAKOBBIM HOMEP PEKBU3UTA;

«AMSI  PEKBU3HUTA» — yCTOSBINEECS WIH OQUIUATBEHOE CIOBECHOE
0003HaYCHNE PEKBU3HUTA;

«OIHMCAHUE PEKBU3UTA» — TEKCT, MOSICHSIIOMIMN CMBICT (CEeMaHTHUKY)

PCKBU3UTA,
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«UACHTU(DUKATOP» — UACHTU(DUKATOP IJIEMEHTAa JAaHHBIX B MOJIENHU
JTAHHBIX, COOTBETCTBYIOIIETO PEKBU3UTY;

«00JIacTh 3HAYEHMI» — CIIOBECHOE OINHMCAHME BO3MOXKHBIX 3HAYCHUU
PEKBU3HTA;

«MH.» — MHO>KECTBEHHOCTb PEKBU3UTOB: 0053aTENbHOCTD
(onIMOHAILHOCTH) U KOJMYECTBO BO3MOYKHBIX IIOBTOPCHHI PEKBH3UTA.

7. Ins  ykazaHUsT MHOXKECTBEHHOCTH PEKBHU3UTOB HCHOJIb3YIOTCS
cleayroInme 0003HauYeHUs:

1 — pekBU3HUT 00s3aTENCH, TOBTOPEHUS HE JOIMYCKAIOTCH;

N — PEeKBU3UT 00s13aTeNICH, TOJDKEH MOBTOPATHCS n pa3 (N > 1);

1..* — pexkBU3UT 00s13aTEIIEH, MOKET MOBTOPATHCA 0€3 OrpaHUYCHHUI;

N..* — peKBU3UT 00s3aTeNICH, JOJDKEH MOBTOPSATHCS HE MEHEEe n pas
(n>1);

N..M — peKBU3UT 00s3aTeNieH, JOJKEH MOBTOPSTHCS HE MEHee n pas
¥ He 6ojee m pa3 (N > 1, m > n);

0..1 — peKBU3UT OMIIMOHAJICH, TOBTOPEHUS HE JIOMYCKAIOTCS;

0..* — pEeKBU3UT OMIIMOHAJICH, MOXKET MOBTOPATHCS 0€3 OTpaHUYCHUM;

0..m — pEeKBU3HT OMIIMOHAICH, MOXXET TMOBTOPATHCS HE Oojiee m pa3

(m>1).

I11. OcHOBHBIE TTOHATHUS

8. Ins  ueneit wHacrosimero OnNUCaHUS HCHOJIB3YIOTCS  TOHSTHSA,
KOTOPbIE€ 03HAYAIOT CICIYIOLIEE:

«0Oa3ucHas MOJieNIb JaHHBIX» — YacTh MOJEIM JAaHHBIX, COJEpKaIas
TUIBI U 3JIEMEHTBHI JAHHBIX, KOTOPbIE MOTYT ITIOBTOPHO MCIIOJIb30BATHCS
Ha BCEX YPOBHSIX MOJICIIMPOBAHUS, SIBJISIOTCS CEMAHTUUECKU HEUTPATbHBIMU

N HC OTpaAXaroT cneuﬂ(bmcy MpEaAMCTHBIX O6JIaCTef/'I;
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«MOJIeTTh ~ JaHHBIX» — TMPEJACTAaBICHHE MOPHUANYECCKUX  (PaKTOB
(oOcTOATENbCTB, JACHUCTBUI WM  COOBITHM), CBA3€H MEXKIYy HUMU
U UX COCTOSHMH B BUJE Tpaduyueckoro W (WIM) CIOBECHOTO OIHMCAHUS,
MIPUTOAHOE IS TIepelaun, HHTEPIpETaui 1 00paboTKH (HopMai30BaHHBIM
o0pa3oM, OrpaHMYEHHOE paMKaMH TPEAMETHBIX O00JacTe peanu3arun
OOIIIHUX MPOIECCOB;

«MOJIeTh JAaHHBIX MPEIMETHONW 00JacTH» — YacTh MOJEIH JaHHBIX,
colepkaliasi MOBTOPHO HCIOJb3yEeMble JUISi TOCTPOCHHUS  CTPYKTYP
AJIIEKTPOHHBIX JOKYMEHTOB U CBEICHHI OOBEKTHI, OTPAKAIOIINE CHEU(UKY
OTpEeIeJICHHOW TpeaIMEeTHOH 00JIacTH, CaMU SBISIONIAECS Pe3yJIbTaTOM
MOJICIMPOBAHUS, B TOM YHCIE€ C HCIOJIb30BAHUEM OOBEKTOB Oa3UCHOMN
MOJICITA JAHHBIX;

«mpeaMeTHas  obmacte» — cdepa geaTenbHOCTH  EBpasuiickoii
YKOHOMHUYECKON KOMHUCCHH U (WJIH) YIIOJTHOMOYEHHBIX OPTaHOB TOCYAapCTB —
yienoB Coro3a WM €€ 4YacTh, B KOTOPOM pEaU3yIOTCS MMOJIHOMOYNS,
NPEIYCMOTPEHHBIE  MEXIYHAPOAHBIMH  JOTOBOPAaMH W aKTaMH,
coctapisironuMu 1paBo Coro3a, W 3aKOHOAATEIIBCTBOM TOCYAapCTB-UJICHOB
COOTBETCTBEHHO;

«peecTp CTPYKTYpP AJIEKTPOHHBIX JTOKYMEHTOB M CBEIICHUI» — PEECTp,
BKJIFOYAIONTUHA B ceOsl TONHBIA TEPEYeHb CTPYKTYP ODIEKTPOHHBIX
JOKYMEHTOB W  CBEJCHUH, UCIIOJIB3YEMBIX ~ MPU  peau3aiuu
WHOOPMAIIMOHHOTO  B3aWMOJCHCTBHS B  HMHTETPUPOBAHHOM  CHCTEME,
onpenencHubli  Pemennem Kommernn  EBpa3uiickonl  3KOHOMHYECKON
komuccur oT 30 ceHTsaops 2014 1. Ne 180;

«PEKBU3HUTY — CIUHUIIA JAHHBIX YJICKTPOHHOTO JOKYMEHTa (CBEICHHU ),
KOTOpasl B OMPE/ICICHHOM KOHTEKCTE CUNTACTCS Hepa3aeIMMOM.

WNHble  TOHATHSA, HUCHONb3yeMble B Hactosmiem  OnucaHuw,

MPUMEHSAIOTCS B 3HAUEHUSX, onpeAcieHHbIx B nyHkre 4 IlpaBuin
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UH()OPMALIMOHHOTO  B3aUMOJCHMCTBUS MpPU  peaiu3alid  CPeICcTBaMU
UHTEIPUPOBAHHON HWH(POPMALMOHHOM CHUCTEMbl BHEUIHEH U B3aUMHOMN
ToproBin obuiero npouecca «dopmMupoBaHue, BEICHHUE U HCIIONb30BAHUE
€AUHOIO  peecTpa  3aperUCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB
EBpa3uiickoro >KOHOMHYECKOTO COK3a», YTBEPKICHHBIX Pelienuem
Komnernn EBpa3uiickoil S3KOHOMHYECKOM KOMHCCHH OT 20 .
No

B Ttabmumax 4, 7, 10, 13, 16, 19 wnacrosmero Onwucanust Mox
Pernamenramu UH(OPMALIMOHHOTO B3aUMOJICUCTBUSA  ITOHUMAIOTCS
PernameHT MHGOPMAIIMOHHOTO B3aUMOJEHUCTBHS MEXY YIOJIHOMOYEHHBIMU
opranaMu U EBpa3uiicKONM 3KOHOMHYECKONM KOMHUCCHEH IpU pealn3aluu
CpEeACTBAaMM HMHTETPUPOBAHHOM HWH(POPMAIMOHHONW CHUCTEMBbI BHEIIHEU
U B3aMMHOM TOProBiau oOmiero mnporecca «@DopMuUpoOBaHUE, BEICHHUE
Y UCIIOJIB30BAaHUE EIMHOIO PEECTpa 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB  EBpasuMcKOro  S>KOHOMMYECKOIO  COK03a» W PermameHnr
MH()OPMALIMOHHOTO B3aUMOJICUCTBUS MEXKIY YINOJIHOMOYEHHBIMU OpraHamMu
rocy1apcTs  —  4Wi€HOB  EBpa3MMCKOro  3KOHOMHMYECKOTO  COKO3a
IpU peain3aluu CpeCTBAMU UHTETPUPOBAHHON MH(POPMALIMOHHON CHCTEMBbI
BHEIIHEH © B3aMMHOM TOPTOBIHM o0mero mnpomecca «DopMUpOBaHHE,
BECJICHUE W  MCIOJIb30BAHUE E€IUHOIO peecTpa 3aperucCTpUPOBAHHBIX
JIEKapCTBEHHBIX  CPEACTB  EBpasuiCKOro  ASKOHOMHUYECKOIO  COO3a»,
yTBep)kacHHble Pemennem Kosmermm EBpasuiickoi  3KOHOMHYECKOU

KOMMCCHUHU OT 20 1. No

V. CTpyKTypbl 31€KTPOHHBIX JOKYMEHTOB U CBEJICHUI

9. IlepeyeHp CTPYKTYp OJJICKTPOHHBIX JOKYMEHTOB W CBEIACHUU

npuBejieH B Tabmuie 1.



Tabnuua 1

[IepedeHb CTPYKTYp 3JAEKTPOHHBIX JOKYMEHTOB U CBEJACHUM

Ne | Unentuduxarop Nwms IIpocTtpancTBO HMEH
/11
1 2 3 4
1 CTpyKTYypBI JIEKTPOHHBIX JOKYMEHTOB M CBEJICHUI
B basucHoi Mmogenu
1.1 | R.006 YBEIOMIICHHE O PE3y/IbTaTe urn:EEC:R:ProcessingResultD
00paboTku etails:vY.Y.Y
1.2 | R.007 cocTtosiHME akTyanu3aiuu odmiero | Urn:EEC:R:ResourceStatusDet
pecypca ails:vy.Y.Y
2 CTpyKTypBI JIEKTPOHHBIX JOKYMEHTOB M CBEICHUI
B IIPEIMETHOM 00JIaCTH «3IpaBOOXPAHCHUECH
2.1 | RHC.MM.01.00 | cBenenus o perucrparuu urn:EEC:R:HC:MM:01:DrugR
1 JICKapCTBEHHOTO Mpenapara egistrationDetails:v1.0.0
2.2 | RHC.MM.01.00 | cBemeHus 0 cOriiacoBaHUM urn:EEC:R:HC:MM:01:DrugR
2 HKCIEPTHOIO OTYETA HITH egistrationExpertReportDetails
3aMEYaHUsIX B OTHOIICHUH :v1.0.0
JIOKYMEHTOB PErUCTPAIMOHHOTO
JieJa W PETUCTPAIIHOHHOTO
JIOChE Ha JIEKApCTBEHHBIH
npermapar
2.3 | RHC.MM.01.00 | cBeneHuUs perucTpaluoOHHOTO urn:EEC:R:HC:MM:01:DrugR
3 JIeJIa I PETUCTPAI[HOHHOTO egistrationDocContentDetails:v
JIOChE Ha JIEKapCTBEHHBIN 1.0.0
npemnapar
2.4 | RHC.MM.01.00 | cBenenwust 0 HOMepe urn:EEC:R:HC:MM:01:DrugR
4 PETHCTPAIIHOHHOTO egistrationNumberRequestDeta
yIIOCTOBEPEHUS Ha ils:v1.0.0

JIEKapCTBEHHBIN ITpenapar

1. CTpyKTypbl 3JIEKTPOHHBIX JOKYMEHTOB U CBEJICHUI
B ba3zucuHoit monenu

10. Onmcanue CTPYKTYpBl 3JIEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)

«YBenomiieHue o pesynbrare 0opadotkun» (R.006) mpuBeneHo B Tadnwie 2.



Tabmuna 2

OmnrcaHue CTPYKTYPBI AIEKTPOHHOTO TOKYMEHTA (CBEICHNH ) «Y BeTOMIICHUE
o pesynbrare o0padoTku» (R.006)

Ne | O6Go3nauenue >nmemeHTa Onucanue
/1
1 2 3
1 | Uma YBEJOMJICHHE O Pe3yJIbTaTe 00paboTKH
2 | Unentuduxarop R.006
3 | Bepcus Y.Y.Y
4 | Onpenenenue CBEICHUSI O pe3yibTare 00paboTKHU 3arpoca PeCIOHAEHTOM
5 | Ucnonb3oBanue —
6 | Unentudukarop urn:EEC:R:ProcessingResultDetails:vY.Y.Y
MPOCTPAHCTBA UMEH
7 | KopHeBoii 35eMeHT ProcessingResultDetails
XML-nokymenrta
8 | Ums daiima XML-cxemsr | EEC_R_ProcessingResultDetails_vY.Y.Y.xsd

CumBoubl «Y.Y.Y» B NPOCTpAaHCTBAX UMEH CTPYKTYpP SJIEKTPOHHBIX
JOKYMEHTOB M CBEIEHUUA COOTBETCTBYIOT HOMEPY BEPCUU CTPYKTYpPHI
ANEKTPOHHOIO JIOKYMEHTA W CBEJCHUMW, ONPEAEISIEMOM B COOTBETCTBHUH
C HOMEpOM BepcuH Oa3WCHOM MOJEIHM JIaHHBIX, HCIOJb30BAHHOM
opu  pa3padOTKe M YTBEPXKACHUM TEXHUYECKHMX CXEM CTPYKTYpbI
3JEKTPOHHOTO JIOKYMEHTA (cBeneHui) B COOTBETCTBUU
c nyHktoM  Pemenusa Komiernn EBpa3uiickoil 5JKOHOMHYECKON KOMHUCCUU
oT 20 1. Ne

11. UmmopTupyembie MPOCTPAaHCTBA UMEH MPUBEACHBI B TAOIHUIIE 3.



Tabnuma 3
Nmnoprupyemsbie IpOCTPAHCTBA UMEH
Ne W nentudukaTop NpocTpaHCTBa UMEH [Tpedukc
/11
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X. X ccdo
2 | urn:EEC:M:SimpleDataObjects:vX.X.X csdo

CumBonbl  «X.X.X» B HUMIOPTHPYEMBIX MPOCTPAHCTBAX HMEH
COOTBETCTBYIOT HOMEPY BepcUM 0a3MCHOU MOJIENIU JJAHHBIX, UCIIOJIb30BaHHOM
npu  pa3pabOTKe ¢ YTBEPKICHUM TEXHUUYECKHUX CXEM CTPYKTYpHI
AIEKTPOHHOIO JIOKYMEHTA (cBenmeHui) B COOTBETCTBUU
¢ nyHktoM  Pemenus Komnernun EBpa3uiickol S3KOHOMHUYECKOU KOMUCCHU
oT 20 1. Ne

12. PekBU3UTHBIA COCTaB CTPYKTYpPbl BJEKTPOHHOTO JOKYMEHTa
(cBenmeHuii) «YBegomiieHue o pesyibrate o0pabotkm» (R.006) mpusencH

B Tabnuie 4.



Tabnuua 4
PeKBU3UTHBIN COCTAB CTPYKTYPHI AJEKTPOHHOTO TOKYMEHTA (CBEICHU) «YBEIOMJIEHUE O pe3ybTaTe 00paboTKM»
(R.006)
Nwms pexBusura Onucanue pekBU3UTA Wnentudukatop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYMHOCTh TexHojornueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JOKyMEHTa (CBEICHHIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Kox coobuienus oomero Koz10Boe 0003HavyeHnue cooduienus | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca obirero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBUU C
PeriameHTOM HH()OPMAIIHOHHOTO
B3aUMOJICVCTBHS.
[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\.MSG\.[0-9]{3}
1.2. Koj 31eKTpOHHOTO JOKYMEHTa | KOJOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) ANEKTPOHHOTO TOKYMEHTa 3HaveHKe KOJ1a B COOTBETCTBHH C
(csdo:EDocCode) (cBeieHMit) B COOTBETCTBHU C PEECTPOM CTPYKTYP IJIEKTPOHHBIX
PEECTPOM CTPYKTYP IJIEKTPOHHBIX JIOKYMEHTOB M CBEJCHUM.
JIOKYMEHTOB U CBEJICHUI Ia6non: R(\.[A-Z]{2}\.[A-Z]{2}\.[O-
9{2})?\.[0-9{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UJeHTUDHUIUPYIOIAs (M.SDT.90003)
(cBeneHui) JJIEKTPOHHBINA JOKYMEHT 3HaveHue uaeHTudukaropa B
(csdo:EDocld) (cBeneHwMsI) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. UnentudukaTtop HCXOTHOTO UAEHTU(PHUKATOP HIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
AJIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBE/ICHHI1), B OTBET Ha (M.SDT.90003)
(cBeneHui) KOTOPBIH ObLT chopMupoBaH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIN JIEKTPOHHBINA JTOKYMEHT coorerctBuu ¢ ISO/IEC 9834-8.
(cBeneHwMsI) [Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. [lara u Bpemsl 2JI€KTPOHHOTO 7aTa ¥ BpeMsl CO3aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEIACHUH) 3JIEKTPOHHOTO JIOKYMEHTA OO6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBeneHMIA) coorBercTBum ¢ 'OCT MCO 8601-2001
1.6. Kox si3bika KOJIOBOE 0003HAYCHHUE SI3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1
(csdo:LanguageCode) (M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
coorercTBuM ¢ I1SO 639-1.
[Ta6mon: [a-z]{2}
2. Jlata u Bpems JaTa v BpeMsl OKOHIAHHS M.SDE.00132 bdt:DateTimeType (M.BDT.00006) 1

(csdo:EventDateTime)

00paboTKH CBEICHUM

O6o03HaueHue 1aThl U BpEMEHHU B
coorercTBum ¢ 'OCT MCO 8601-2001




11

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3. Kox pesynbrara 06paboTKH Ko0Bo€e 0bo3HaueHue pe3ynprata | M.SDE.90014 csdo:ProcessingResultCodeV2Type 1
(csdo:ProcessingResultVV2Code) 00pabOTKH MOTYIEHHOTO (M.SDT.90006)
AIIEKTPOHHOTO TOKYMEHTA 3HAYCHUE KOJ1a B COOTBETCTBUH C
(cBenenwmii) nHGOpPMAITMOHHON KJ1acCU(hUKATOPOM PE3yIbTaTOB
CHCTEMOM yJacTHHKA OOIIEro 00pabOTKH SIICKTPOHHBIX JOKYMEHTOB 1
nporiecca CBEICHUI
4. Onwucanue omnucanue pesyibrara oopadorku | M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 0.1

(csdo:DescriptionText)

CBEJICHUH B IMPOU3BOJILHOMN (hopme

CTpoka CUMBOJIOB.
Mun. puHa: 1.
Makc. mmnaa: 4000
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13. Onmcanue CTPYKTYpbl 3JEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)
«CocrossHue  aktyanm3amuu  obmero  pecypca»  (R.007) npuBeneno

B Tabnuie 5.

Tabnuua 5

Onucanue CTPYKTYpbl AJIEKTPOHHOTO TOKyMeHTa (cBenennil) «CocTosiHue
akTyamzanuu ooiero pecypca» (R.007)

No | OGo3nauenue saemMeHTa Onucanue
/T
1 2 3
1 | Ums COCTOSIHME aKTyaJlM3allui OOIIEro pecypca
2 | Unentudukarop R.007
3 | Bepcus Y.Y.Y
4 | Onpenenenue CBEJICHUS ISl aKTyaJIM3alliy 00IIero pecypca
5 | Ucnonb3oBanue WCIIONB3YETCs JAJI 3aIpoca JaThl U BPEMEHHU OOHOBJICHHS

o011Iero pecypca M OTBETa Ha 3TOT 3aIPOC, a TAKXKE JJIs
3aIrpoca aKTyaJIbHBIX MJIH MTOJIHBIX (W3MEHCHHBIX,
OOHOBJICHHBIX ) CBEICHUH U3 001IIero pecypca

6 | Unentudukarop urn:EEC:R:ResourceStatusDetails:vY.Y.Y
MMpOCTPAHCTBA UMCH

7 | KopueBotii anemeHT ResourceStatusDetails
XML-nokymenTta

8 | Ums daiima XML-cxemsr | EEC_R_ResourceStatusDetails_vY.Y.Y.xsd

CumBonbl «Y.Y.Y» B HMpPOCTPAaHCTBAX HMMEH CTPYKTYpP SJIEKTPOHHBIX
JOKYMEHTOB M CBEJACHUN COOTBETCTBYIOT HOMEPY BEPCHHM CTPYKTYpPBI
ANEKTPOHHOIO JIOKYMEHTA W CBEJCHUMW, ONPEAEISIEMOM B COOTBETCTBHUH
C HOMEpPOM Bepcuu 0a3uCHOW MOJACIM JaHHBIX, MCIIOJb30BAHHOM
npu  pa3pabOTKe ¢ YTBEPXKACHUM TEXHUYECKHMX CXEM  CTPYKTYpbI
AIEKTPOHHOTO JIOKYMEHTA (cBeneHumin) B COOTBETCTBUU
c nyHktoM  Pemenusa Komiernn EBpa3uiickoil 53KOHOMHYECKON KOMHUCCUU

oT 20 1. No
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14. UmmopTupyembie MPOCTPaHCTBA UMEH MPUBEICHBI B Ta0IHIIE 6.

Ta6mmma 6
Nmnoptupyemsbie IpOCTPAHCTBA UMEH
No Nnentudukarop nmpocTpaHcTBa UMEH [Ipeduxc
1/
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X.X ccdo
2 | urn:EEC:M:SimpleDataObjects:vX.X.X csdo

CumBosibl  «X.X.X» B HUMIOPTUPYEMBIX MPOCTPAHCTBAX HUMEH
COOTBETCTBYIOT HOMEPY BepCcUU 0a3MCHOM MOJIENIU JJAHHBIX, UCIIOJIb30BaHHOM
npu  pa3paboTKe W  YTBEPKIACHUU TEXHUYECKUX CXEM CTPYKTYpPHI
AIEKTPOHHOIO JIOKYMEHTA (cBeneHui) B COOTBETCTBUU
¢ nyHkToM  Pemenus Komnerun EBpa3uiickol S3KOHOMHUYECKOU KOMUCCHU
oT 20 1. Ne

15. PekBU3UTHBIA COCTAaB CTPYKTYpbl 3JIEKTPOHHOTO JOKYMEHTa
(cBenenuii) «CocTosiHME akTyanu3aiuu oomero pecypca» (R.007) npuseacH

B Ta0JIMIIE /.



14

Tabnuua 7
PexBu3uTHBIN coCcTaB CTPYKTYPHI SJICKTPOHHOI'O JOKYMCHTA (CBGHGHHﬁ) «CocrosHue AKTyaJIu3alluun 06HICFO pecypcar
(R.007)
Nwms pexBusura Onucanue pekBU3UTa Wnentudukatop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYMHOCTh TexHojornueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HAYCHUN
(ccdo:EDocHeader) JOKyMEHTa (CBEICHHIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Kox coobuienus oomero Koz10Boe 0003HavyeHnue cooduienus | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca obirero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBUU C
PeriameHTOM HH()OPMAIIHOHHOTO
B3aUMOJICVCTBHS.
[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\.MSG\.[0-9]{3}
1.2. Koj 31eKTpOHHOTO JOKYMEHTa | KOJOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) ANEKTPOHHOTO TOKYMEHTa 3HauYCHUE KOJIa B COOTBETCTBUH C
(csdo:EDocCode) (cBeieHMit) B COOTBETCTBHU C PEECTPOM CTPYKTYP AIIEKTPOHHBIX
PEECTPOM CTPYKTYP IJIEKTPOHHBIX JTOKYMEHTOB M CBEICHHIA.
JIOKYMEHTOB U CBEJICHUI Ia6non: R(\.[A-Z]{2}\.[A-Z]{2}\.[O-
9{2})?\.[0-9{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UJeHTUDHUIUPYIOIAs (M.SDT.90003)
(cBeneHui) JJIEKTPOHHBINA JOKYMEHT 3HaveHue uaeHTudukaropa B
(csdo:EDocld) (cBeneHwMsI) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. UnentudukaTtop HCXOTHOTO UAEHTU(PHUKATOP HIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
AJIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBE/ICHHI1), B OTBET Ha (M.SDT.90003)
(cBeneHui) KOTOPBIH ObLT chopMupoBaH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIN JIEKTPOHHBINA JTOKYMEHT coorerctBuu ¢ ISO/IEC 9834-8.
(cBeneHwMsI) [Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. [lara u Bpemsl 2JI€KTPOHHOTO 7aTa ¥ BpeMsl CO3aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEIACHUH) 3JIEKTPOHHOTO JIOKYMEHTA OO6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBeneHMIA) coorBercTBum ¢ 'OCT MCO 8601-2001
1.6. Kox si3bika KOJIOBOE 0003HAYCHHUE SI3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1
(csdo:LanguageCode) (M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
coorercTBuM ¢ I1SO 639-1.
[Ta6mon: [a-z]{2}
2. Jlata u BpeMst OOHOBJICHHS nata u Bpems ooHoBieHus obmero | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0.1

(csdo:UpdateDate Time)

pecypca (peectpa, epedHs, 0a3bl
JTAaHHBIX )

O6o03HaueHue 1aThl U BpEMEHHU B
coorercTBum ¢ 'OCT MCO 8601-2001
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3. Kox crpanbt KOZI0BO€ 0003HAUCHHE CTPAHBI, M.SDE.00162 csdo:UnifiedCountryCodeType 0.*
(csdo:UnifiedCountryCode) [IPECTaBUBIICH CBEICHUS B (M.SDT.00112)
obmmwmii pecypc (peectp, mepeueHsb, 3HaueHue MBYXOYKBEHHOTO KOJIa U3
0a3y JaHHBIX) KJ1accuuKaTopa CTpaH MUpA,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}
a) Wnentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1

KJaccupukaTopa
(atpubyT codeL.istld)

COOTBCTCTBUU C KOTOpLIM y1<a3aH
KOJI

(M.SDT.00091)

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coJiepKalasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Makc. gymna: 20
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2. CTpyKTYpBI SJICKTPOHHBIX JOKYMEHTOB U CBEACHHI
B IIPEAMETHOMN 001acTH «3ApaBOOXPAHEHUE

16. Onucanue CTPYKTYpBl 3JCKTPOHHOTO JIOKyMEHTa (CBEICHMIA)

«CBenieHus 0 perucTpanuu jJekapcersenHoro npenaparta» (R.HC.MM.01.001)

npuBeeHO B Tabymiie 8.

Tabmuna 8

OnucaHue CTPYyKTYpPhI 2JIEKTPOHHOTO JIOKYMeHTa (cBeneHuit) «CpeaeHus
0 perucrparu Jiekapctsennoro npemnapara» (R.HC.MM.01.001)

Ne | O6Go3nauenue >nemeHTa Onucanue
/1
1 2 3
1 | Umsa CBEICHHUSI O PErHCTpaIly JIEKAPCTBEHHOIO MIpernapaTa
2 | Unentuduxarop R.HC.MM.01.001
3 | Bepcus 1.0.0
4 | Onpenenenue CBEJICHUS O PETUCTpAIUU JIEKAPCTBEHHOT O IIpenapara
5 | Ucnonb3oBanue —
6 | Unentuduxarop urn:EEC:R:HC:MM:01:DrugRegistrationDetails:v1.0.0
MPOCTPAHCTBA UMEH
7 | KopHeBotii 35ieMeHT DrugRegistrationDetails
XML-nokymenTa
8 | Ums aiima XML-cxemsr | EEC_R_HC_MM_01 DrugRegistrationDetails_v1.0.0.xsd
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17. UmmopTupyembie MpOCTPaHCTBA UMEH MPUBEACHBI B TaduIe 9.

Tabnuma 9
Nmnoptupyemsbie IpOCTPAHCTBA UMEH
No Nnentudukarop nmpocTpaHcTBa UMEH [Ipeduxc
/11
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X.X ccdo
2 | urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo
3 | urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo
4 | urn:EEC:M:SimpleDataObjects:vX.X. X csdo

CumBonbl  «X.X.X» B HUMIOPTHPYEMBIX MPOCTPAHCTBAX HMMEH
COOTBETCTBYIOT HOMEpY BepcHM Oa3MCHOW MOJAENM JaHHBIX U MOJEIH
JAHHBIX MPEAMETHOM 00JacTH, HCIOJB30BAHHBIX NPU  pa3pabOTKe
U YTBEPKICHUU TEXHHUUECKUX CXEM CTPYKTYPhI AJIEKTPOHHOIO JOKYMEHTA
(cBengeHuil) B cooTBeTcTBUU ¢ NyHKTOM  Pemenus Komnerun EBpasuiickoi
YKOHOMHUYECKON KOMHCCHH OT 20 1. Ne

18. PexkBU3UTHBI COCTAaB CTPYKTYPhl 3JEKTPOHHOTO JIOKyMEHTa

(cBenmennii) «CBeneHUsT O PEruCTpaldHd JIGKAPCTBEHHOTO Ipernapara

(R.HC.MM.01.001) npuBenen B Tadbnuie 10.
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Taomuna 10

PeKBH3UTHBII COCTaB CTPYKTYPBI 3JICKTPOHHOIO JOKYMeHTa (CBeieHn) «CBEeIEHUs O PETUCTPAIUH JICKAPCTBEHHOTO
npemapata» (R.HC.MM.01.001)

Nwms pexBusura Onucanue pekBU3UTA Wnentudukatop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYMHOCTh TexHojornueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JOKyMEHTa (CBEICHHIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Koxa coobieHus 001iero Ko0Boe 00o3HaueHue coodmenus | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca obirero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBUU C
PernamentoM uHGOPMAIIMOHHOTO
B3aUMOJICVCTBHS.

[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\ MSG\.[0-9]{3}

1.2. Koj 31eKTpOHHOTO JOKYMEHTa | KOJOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) ANEKTPOHHOTO TOKYMEHTa 3HauYCHUE KOJIa B COOTBETCTBUH C
(csdo:EDocCode) (cBeieHMit) B COOTBETCTBHU C PEECTPOM CTPYKTYP JIEKTPOHHBIX

PEECTPOM CTPYKTYP IJIEKTPOHHBIX JTOKYMEHTOB M CBEICHHIA.

JIOKYMEHTOB U CBEJICHUI Ia6non: R(\.[A-Z]{2}\.[A-Z]{2}\.[O-

9H2H?\.[0-9]{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UJeHTUDHUIUPYIOIAs (M.SDT.90003)
(cBeneHui) JJIEKTPOHHBINA JOKYMEHT 3HaveHue uaeHTudukaropa B
(csdo:EDocld) (cBeneHwMsI) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. UnentudukaTtop HCXOTHOTO UAEHTU(PHUKATOP HIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
AJIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBE/ICHHI1), B OTBET Ha (M.SDT.90003)
(cBeneHui) KOTOPBIH ObLT chopMupoBaH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIN JIEKTPOHHBINA JTOKYMEHT coorerctBuu ¢ ISO/IEC 9834-8.
(cBeneHwMsI) [Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. [lara u Bpemsl 2JI€KTPOHHOTO 7aTa ¥ BpeMsl CO3aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEIACHUH) 3JIEKTPOHHOTO JIOKYMEHTA OO6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBeneHMIA) coorBercTBum ¢ 'OCT MCO 8601-2001
1.6. Kox si3bika KOJIOBOE 0003HAYCHHUE SI3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
coorercTBuM ¢ I1SO 639-1.
[Ta6mon: [a-z]{2}
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KJaccupukaTopa
(arpubyT codeL.istld)

COOTBCTCTBHUU C KOTOPLIM yYKa3aH
KoL

(M.SDT.00091)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 20

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2. CBeneHus O perucTpalun CBEJICHUS O PErHCTPALlUU M.HC.CDE.00028 | hccdo:DrugRegistrationDetailsType 1.*
JIEKapCTBEHHOT'O Ipernapara JIEKapCTBEHHOTO Mperapara (M.HC.CDT.00025)
(hccdo:DrugRegistrationDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO)KEHHBIX DJICMEHTOB
2.1. CBeeHUS O perUCTPALIUH CBEJICHHUS O PETUCTPALIUU M.HC.CDE.00457 | hccdo:DrugCountryRegistrationDetails 1.*
JIEKapCTBEHHOTO Iperapara B JIEKapCTBEHHOTO IIperapara B Type (M.HC.CDT.00457)
rocynapcTBe-wieHe EBpasuiickoro | rocymapctBe-wieHe EBpasuiickoro Omnpenensiercst 00IaCTIMH 3HAYCHHUN
9KOHOMHYECKOTO COr3a HKOHOMHYECKOTO COK03a BJIO)KCHHBIX 3JIEMCHTOB
(hccdo:DrugCountryRegistration
Details)
2.1.1. Kox crpaHbl KO/I0BO€ 0003HAYCHHE CTPAHbI, B M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) KOTOPOM PEerucTpUpyeTcs (M.SDT.00112)
JIeKapCTBEHHBIH Npernapar 3HaueHHe IBYXOYKBEHHOTO KO/ M3
Ki1accudukaTopa CTpaH MHpa,
OTpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Wnentudukartop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.1.2. Ko ponu rocymapcTBa- KOZI0BO€ 0003HAUCHHE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 1
yieHa EBpasuiickoro rocyaapcTBa-uieHa EBpasuiickoro (M.HC.SDT.00204)
HKOHOMHYECKOTO COI03a HKOHOMHYECKOTO CO03a MPH OnHO 3HAYCHHE U3 MIEPEUHCIICHHS.
(hcsdo:CountryKindCode) perucTparyu JeKapCTBEHHOTO Bo3MosKHBIC 3HAUCHUS:
npenapara 01 — pedepenTHOE rOCYAAPCTBO;
02 — rocynapcTBO MpU3HAHUS
2.1.3. 3asBneHue CBEJICHUS O 3asBJICHUU Ha M.HC.CDE.00032 | hccdo:DrugApplicationDetailsType 1
(hccdo:DrugApplicationDetails) | perucrpariiuio 1eKapCTBEHHOIO (M.HC.CDT.00028)
npenapara Omnpenensercst 001acTIMU 3HaYECHUN
BJIO’KEHHBIX 3JICMEHTOB
*.1. Homep 3asBneHus HOMep 3asBiieHus Ha peructparmoo | M.HC.SDE.00260 | hcsdo:ApplicationldType 0.1

(hcsdo:Applicationld)

JICKapCTBEHHOTO TIperapaTa uiu
Ha TIOJITBEPKICHUE PErHCTPAINH
(mepeperucTpanum) Uiy Ha
BHECEHHE U3MEHEHUH B
PETHCTPAIIMOHHOE JTOChE Ha
JIEKapCTBEHHBIN Mpernapar Wil Ha
MIPUBEICHNUE PETUCTPALIMOHHOTO
JIOChE JIEKApCTBEHHOTO TIperapara,
3apETHCTPUPOBAHHOTO JI0
BCTyIUIeHUs B cuuty CoriaimieHus o
€IMHBIX IPUHIIUIAX U MpaBUIax
oOpareHus JeKapCTBEHHBIX
CPEJICTB, B COOTBETCTBHE C
TpeboBanusiMu Coroza

(M.HC.SDT.00061)

HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Mun. nnmHa: 1.

Makc. gimna: 50
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

*.2. Kox Buia 3asBieHus
(hcsdo:DrugApplicationKind
Code)

KOJI0BOE 0003HAUEHHUE BUIA
3asIBIICHUS

M.HC.SDE.00500

hcsdo:DrugApplicationKindCodeType
(M.HC.SDT.00199)

OnHO 3HaYeHME U3 IEPEUNCIIEHMUS.
Bo3MoHbIE 3HAaUEHUS:

01 — 3asBJICHHE HA PETHCTPALIUIO
JIEKapCTBEHHOT'O Iperapara;

02 — 3asiBiIeHHE HA TIOATBEPIKICHHE
peructpanuu (IepeperucTpanuio);

03 — 3asiBIeHHE HA BHECEHHE U3MEHEHUN
B PETUCTPALMOHHOE JI0CHE;

04 — 3asBJIeHNE HA IPUBEICHNE
PETUCTPAIIIOHHOTO J10ChE
JIEKapCTBEHHOT O Ipernapara,
3aperUCTPUPOBAHHOTO JI0 BCTYIUICHUS B
ciry CornameHust 0 €IUHBIX TPUHITUIAX
Y TIpaBWIIaX 0OparieHust JeKapCTBEHHBIX
CpPEeACTB, B COOTBETCTBHE C
tpeboBanusimMu Coro3za

* 3. JlaTa mogayu 3asiBICHHS
(hcsdo:ApplicationReceipt
Date)

JaTa MmoJlauu 3asBJICHUS Ha
PETHCTPAINIO JIEKAPCTBEHHOTO
npernapara

M.HC.SDE.00096

bdt:DateType (M.BDT.00005)
O06o03HaueHne JaTbl B COOTBETCTBUMH C
I'OCT UCO 8601-2001
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.4. Koj sTama pacCMOTPEHHS | KOJAOBOE 0003HAUYEHHUE dTara M.HC.SDE.00082 | hcsdo:ApplicationStatusCodeType 1
PETHCTPALIMOHHOTO JI0ChE PacCMOTPEHHS PETUCTPAIMOHHOTO (M.HC.SDT.00012)
(hcsdo:ApplicationStatus J0Che O1HO 3HaYCHHE U3 TICPEUNCIICHUS.
Code) Bo3MoxkHBIE 3HAYCHHMS:
01 — npuem 3asBKH;
02 — skcnepTH3a q0ChE;
03 — anpoGarnyst METOZI0B KOHTPOJIS
Ka4yecTBa;
04 — yHCIIeKIIHS IPOU3BO/ICTBA;
05 — MoAroTOBKa 3KCIIEPTHOTO OTUETA;
06 — o1oOpeHne SKCIEPTHOTO OTYETA;
07 — orkas;
99 — npyroe
2.1.4. Cenenus o CBEJICHUS O PETUCTPAIHOHHOM M.HC.CDE.00031 | hccdo:DrugRegistrationCertificate 0.1
PETHCTPAHIOHHOM yIOCTOBEPEHHUHU Ha DetailsType (M.HC.CDT.00027)
yJIOCTOBEPCHHUH JICKapCTBEHHBIH Mperapar Omnpenensiercst 00IaCTIME 3HAYCHHUN
(hccdo:DrugRegistration BJIOXKCHHBIX 3JIEMEHTOB
CertificateDetails)
*.1. Homep HOMEp PErucTPauOHHOTO M.HC.SDE.00045 | hcsdo:RegistrationCertificateldType 1
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS (M.HC.SDT.00040)
yJIOCTOBEPEHHS Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE

(hcsdo:RegistrationCertificate
Id)

cojiepKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. nnomHa: 1.

Makc. mmaa: 50
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*,2. Jlata 1OKyMeHTa JaTa perucTpalun M.SDE.00045 bdt:DateType (M.BDT.00005) 1
(csdo:DocCreationDate) JICKApCTBEHHOT'O Mperapara O06o03HaueHue JaThl B COOTBETCTBHH C

pedepeHTHBIM rOCYIapCTBOM HITU I'OCT UCO 8601-2001

roCyIapCTBOM MPU3HAHUS
*.3. JlaTa ucreueHus cpoka JaTa CTEYCHUS CpPOKa JeHCTBUS M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA PETHCTPAIHOHHOTO OG6o3HaueHUE AThl B COOTBETCTBUU C
(csdo:DocValidityDate) yIOCTOBEPEHHUSI JICKAPCTBEHHOTO I'OCT UCO 8601-2001

npernapara
*.4. Jlata nmepeodopMiieHUs JaTa BHECEHUS H3MCHEHUI M.HC.SDE.00070 | bdt:DateType (M.BDT.00005) 0.1
PErHCTPAIIMOHHOTO (mepeodopmiteHust) B O06o03Ha4YeHHEe TaThl B COOTBETCTBHH C
YIOTOBEPEHUS PETHCTPAIIMOHHOE YIOCTOBEPEHUE I'OCT UCO 8601-2001
(hcsdo:DocExtensionDate) JICKApCTBEHHOT'O Mperapara
*.5. JlaTa aHHYIMpPOBAaHUS JaTa aHHYJINPOBAHUS M.HC.SDE.00159 | bdt:DateType (M.BDT.00005) 0.1

pETUCTPALIMOHHOT'O
YAOCTOBCPCHUA
(hcsdo:CertificateCancelDate)

PErUCTPalMOHHOTO
yIIOCTOBEpPEHUS Ha
JIeKapCTBEHHBIH Mpenapar

O0o3HaueHune JaTel B COOTBETCTBUM C
T'OCT UCO 8601-2001
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.6. Kox craryca KO/I0BO€ 0003HAYCHHE CTAaTyca M.HC.SDE.00266 | hcsdo:RegistrationStatusCodeType 1
PETHCTPallud METUIIMHCKOM pEruCTpaliy JIEKAPCTBEHHOTO (M.HC.SDT.00062)

IPOTYKIUH npenapara OnHO 3HAYCHHE U3 MTEPEUHCIICHHSI.
(hcsdo:RegistrationStatus Bo3MosKHBIC 3HAUCHUS:
Code) 01 — mpruOCTaHOBJICHO;
02 — aHHyIUpPOBaHO;
03 — 3aperucTpupoBaHo;
04 — mpekpaiieHo B CBS3HU ¢ UCTEYCHUEM
CpOKa JIeHCTBHSI,
99 — npyroe
*.7. Tlpumeuanmue NpUYMHA aHHYJIHPOBAHUS M.SDE.00076 csdo: Text4000Type (M.SDT.00088) 0.1
(csdo:NoteText) PETUCTPAIIIOHHOTO CTpoka CHMBOJIOB.
YIOCTOBEPEHUS MuH. nivna: 1.
Makc. anuna: 4000
*.8. Ilpu3Hak BbIJau HOBOTO | MpH3HAK, onpeaessionmid Beiaady | M.HC.SDE.00523 | bdt:IndicatorType (M.BDT.00013) 0.1
PETUCTPAIMOHHOTO HOBOT'O PErHCTPAIIMOHHOTO OnHO U3 IBYX 3HAYCHUIL: «truey
YI0CTOBEPEHUS yIocTOBepeHusi: | — BbIIAHO (uctuna) unu «false» (7105b)
(hcsdo:NewRegistration HOBOE€ PErHCTPAIIMOHHOE
CertificateIndicator) ynoctoBpeHeHue; 0 — He BbIIAHO
HOBOE€ PErHCTPAIIMOHHOE
YIOCTOBPEHEHUE
*.9. Jlata JaTa TOATBEP K ICHHS M.SDE.00131 bdt:DateType (M.BDT.00005) 0.1

(csdo:EventDate)

perucTpanuu (nepeperucrpanus)

O6o03HaueHue JaThl B COOTBETCTBUU C
I'OCT HCO 8601-2001
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

*.10. Ocoboe ycioBue
perucTpanru JICKapCTBCHHOI'O
npernapara
(hccdo:DrugRegistration
SpecialConditionDetails)

CBeZieHUsT 00 0COOOM YCIIOBHH
PETHUCTpALIMH JICKAPCTBEHHOT'O
npermapara

M.HC.CDE.00404

hccdo:DrugRegistrationSpecialCondition
DetailsType (M.HC.CDT.00505)
Omnpenensiercss 006JIaCTsIMU 3HAYCHUN
BIIOKCHHBIX J3JICMECHTOB
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

*.10.1. Koz Buma ocodoro
YCJIIOBUS pETUCTPALUU
JICKApCTBCHHOT'O ITpCriapara
(hcsdo:DrugUsage
RestrictionKindCode)

KOJI0BO€ 0003HAUYECHHE BUA
0Cc000r0 yCIOBUS pErUCTpalluu
JIEKapCTBEHHOTO Mpernapara

M.HC.SDE.00598

hcsdo:DrugUsageRestrictionKindCode
Type (M.HC.SDT.00099)

OnHO 3HaYeHME U3 IEPEUNCIIEHMUS.
Bo3MoHbIE 3HAaUEHUS:

01 — BxuiItOUEHUE ONIPEACTCHHBIX Mep AJIs
obecrnieueHus 6€30MacHOr0 MPUMEHEHUS
JIEKapCTBEHHOTO Mperapara B CUCTEMY
YIIPpaBJICHUS PUCKAMU;

02 — mpoBeneHNE MOCTPETUCTPALTMOHHBIX
UCCIIEIOBaHU 0€3011aCHOCTH;

03 — ycTaHOBJICHHE JOTIOJTHUTEIHHBIX
TpeOOBaHUIl K perUCTpaluy U 1oaye
COOOIIIEHUH O MOI03PEBAEMBIX
HE)KEeNaTEeNIbHBIX PeaKIsX;

04 — mpoBeneHNe MOCTPETUCTPAITMOHHBIX
uccienoBaHuil appexTuBHOCTH, IpU
HE00XO0/IMMOCTH MCCIIEIOBAHUS
Pa3INYHBIX acreKToB 3(hHeKTHBHOCTH
JIEKapCTBEHHOTO Tperapara, KOTOphIe He
MOTYT OBITh HCCJIEIOBaHBI JJO Havyasa
peanu3aiiy JeKapCTBEHHOTO Mpernapara;
05 — npyrue yciaoBusi WIN OTrpaHUYEHUS
B LIeNsIX 6e30macHoro 1 3 (peKTUBHOTO
IPHUMCHCHUS JICKAPCTBCHHOTI'O ITpEIiapaTa

0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.2. Omucanue OIHCaHKe 0COOOTO YCIOBHS M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 1
(csdo:DescriptionText) pErucCTpaIiy JeKapCTBEHHOTO CTpoka CHMBOJIOB.
rnpernapara Mumn. juna: 1.
Makc. ninuna: 4000
*.10.3. OO6s3aTeNnbCTBO CBelIeHUS 00 0053aTeNIbCTBE M.HC.CDE.00403 | hccdo:ObligationHolderDetailsType 0.1
JepKaTeIs JepKaTeIIs PETUCTPANMOHHOTO (M.HC.CDT.00504)
PETHCTPAIHOHHOTO YIOCTOBEPEHHUS, TTO/IJIeKAIIEM Omnpenensercs 00aacTAME 3HAYCHHIMA
YIOCTOBEPEHHSI BBIMTOJHEHHUIO B paMKax BJIO’KEHHBIX 3JIEMEHTOB
(hccdo:ObligationHolder «PETHCTPAIMU HA YCIOBHSIX
Details)
*.10.3.1. Koneunas cpok BeIoNHEeHHs obsi3aTensecTBa | M.SDE.00074 bdt:DateType (M.BDT.00005) 0.1
nara Y HAJTOXKEHHBIX OTPaHMYCHHN JUTs OG6o3HaueHUE ATHl B COOTBETCTBUH C
(csdo:EndDate) JeprKaTeNsi pEeruCTPAIlHOHHOTO I'OCT UCO 8601-2001
YAOCTOBEPEHHSI, YCTAHOBJICHHBIC
[PU PETHCTPALIH JIEKAPCTBEHHOTO
npermapara
*.10.3.2. Omnucanwue oInucaHue 00513aTe/IbCTBA M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 1

(csdo:DescriptionText)

JiepKaTelis perucTpalioOHHOTO
YIOCTOBEPEHUS, TOAJIEKAIIETO
BBITIOTHEHUIO B paMKax
«PETUCTPALIMU Ha YCIOBUIX)»

Ctpoka CHMBOJIOB.
Mun. mmHa: 1.
Makec. gnmuaa: 4000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.2. Kopa Buma mpoueaypbl KOJOBOE 0003HAYCHUE BUA M.HC.SDE.00425 | hcsdo:RegistrationKindCodeType 1
PETHCTpALIUH MPOIIEAYPHI PETUCTPAITUN (M.HC.SDT.00177)
(hcsdo:RegistrationKindCode) JICKQpCTBEHHOT'O Mperapara O1HO 3HaYCHHE U3 TICPEUNCIICHUS.
Bo3MoHbIE 3HAaUEHUS:
01 — npouenypa B3aMMHOTO MTPU3HAHUS;
02 — neneHTpanu3oBaHHas MPoOLEIypa
2.3. CaeyieHus 0 JIGKAPCTBEHHOM CBEIICHUS O JIEKAPCTBEHHOM M.HC.CDE.00084 | hccdo:DrugDetailsType 0.1
npemnapare npemnapare (M.HC.CDT.00075)
(hcedo:DrugDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO)KCHHBIX 3JICMCHTOB
2.3.1. CBeneHusi 0 TOProBOM CBEJICHHUS O TOPTOBOM M.HC.CDE.00263 | hccdo:TradeNameDetailsType 1.*
HAaUMEHOBAHMHU JIEKAPCTBEHHOTO | HAMMEHOBAHUU JIEKApPCTBEHHOTO (M.HC.CDT.00244)
npernapara npernapara Omnpenensiercst 00IACTIMH 3HAYCHHUN
(hccdo: TradeNameDetails) BJIO)KCHHBIX 3JIEMCHTOB
*.1. ToproBoe HaMMEHOBaHHE | TOPrOBOE HANMEHOBAHUE M.HC.SDE.00013 | csdo:Namel120Type (M.SDT.00055) 1

(hcsdo:TradeName)

JICKApCTBCHHOTO ITperiapaTa

HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coJiepKalasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2. Kox crpanbl KOZI0BO€ 0003HAYCHHE CTPAHbI, B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOM HCITOJIb3YETCSI TOPrOBOE (M.SDT.00112)

HAWMEHOBAHHE JICKAPCTBEHHOTO 3HaucHUE ABYXOYKBEHHOTO KO/Ia U3

npernapara KJIaccu(puKaTopa CTpaH MUpa,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6mnon: [A-Z]{2}

a) Wnentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1

Kiaccupukaropa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)

(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE

cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
2.3.2. CeneHus o CBEJICHUS 0 HANMEHOBAHUHU M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0.3

HAaNMCHOBAHUU JICKAPCTBCHHOT'O
CpeacTBa
(hccdo:DrugNameDetails)

JICKApCTBCHHOT'O CpECACTBA

(M.HC.CDT.00252)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1. Kox HauMeHOBaHUS KO/I0BO€ 0003HAYCHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1
JIEKapCTBEHHOT'O CPEJICTBA MEXyHApOIHOTO (M.HC.SDT.00211)

(hcsdo:DrugCode) HEIATCHTOBAHHOTO HJIU 3arnonHseTcs B B COOTBETCTBUU C

IPYIITMPOBOYHOTO HAUMEHOBAHUSI KJIaccupukaTopom «MexIyHapoHbIC
JICKaApCTBEHHOTO CPEICTBA (IS HEMAaTEHTOBAaHHbIC HANMCHOBAHMSI
PaCTUTENLHBIX JIEKAPCTBEHHBIX JICKApCTBEHHBIX CPEACTBY WM
CPEICTB) «PactutenbHoe chipbe» (st

PaCTUTEIBHOTO CHIPHSA).

MuH. mmHa: 1.

Make. nuHa: 5

a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1

KJaccuukaropa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)

(aTpuOyT codeL.istld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 20
*.2. HammeHnoBaHwue rpynnupoBouHoe, oomenpunstoe | M.HC.SDE.00525 | csdo:Name250Type (M.SDT.00068) 0.1

JICKAPCTBCHHOT'O CPpCACTBA
(hcsdo:DrugName)

NN XUMHYCCKOC HAMMCHOBAHHUEC
JICKApCTBECHHOT'O CpEACTBA

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gouHa: 1.

Makc. mmna: 250
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.3.3. Kog ATX KOJOBOE 0003HAYCHHUE M.HC.SDE.00009 | hcsdo:ATCCodeType 0.1
(hcsdo:ATCCode) JICKApCTBEHHOTO Mperapara B (M.HC.SDT.00004)
COOTBETCTBUH C aHATOMO- 3HaueHHe KoJa U3 Kiaccudukaropa
TEPareBTUYECKON-XUMUYECKON «AHaTOMO-TEpaIreBTUYECKas-
Ki1accupukanuen XUMHYECKasl KJIacCH(UKamus
JIEKAPCTBEHHBIX CPE/ICTBY.
[Ia6non: [ABCDGHILMNPRSV][O-
IHZHA-Z][A-Z][0-91{2}
a) Wnentudukarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJI HopmanusoBaHHas CTpOKa CHMBOJIOB, HE
cozeprKarasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimu (#X9).
Mun. nnmHa: 1.
Makc. mmuHa: 20
2.3.4. Cpok rogHOCTH CPOK TOJTHOCTH JIEKAPCTBEHHOTO M.HC.SDE.00028 | bdt:DurationType (M.BDT.00021) 0.1
(hcsdo:ShelfLifeDuration) npenapara O0o03Ha4YeHue MPOIOIKUTEITHBHOCTH
BpemenH B cootsercTBuu ¢ 'OCT NCO
8601-2001
2.3.5. Omnucanue OIHMCaHUE YCIOBHM OTIMyCKa M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 0.1

(csdo:DescriptionText)

JICKApCTBCHHOTO ITpCriapara

CTpoKa CUMBOJIOB.
Mun. nnmHa: 1.
Makc. mmna: 4000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.

2.3.6. Kox nomogHATENBHOTO KOJOBOE 0003HAYCHHUE M.HC.SDE.00276 | hcsdo:DrugKindCodeType 0.*
MPU3HAKA JICKAPCTBEHHOTO JOTIOJTHUTEILHOTO TIPU3HAKA (M.HC.SDT.00063)
npermapara JIEKapCTBEHHOTO TIperapara O1HO 3HaYCHHE U3 TICPEUNCIICHUS.
(hcsdo:DrugKindCode) Bo3MoxkHBIE 3HAYCHHMS:

01 — pacTuTenBHBINH;

02 — roMeonaTH4YECKU;

03 — pagrodapmaneBTHUECKUN;

04 — BBICOKOTEXHOJIOTUYHBIIA;

05 — OMOTEXHOJOTHYESCKHUH;

06 — UMMYHOJIOTHYECKHIA;

07 — mpenapat maa3mMbl KPOBU
2.3.7. Kox Buna KOOBOE 0003HAaUYEHHUE BUIA M.HC.SDE.00429 | hcsdo:RegistrationDrugKindCodeType 0.1
PETUCTPUPYEMOTO PETUCTPUPYEMOTO (M.HC.SDT.00180)
JICKapCTBEHHOTO TIperapara JIEKapCTBCHHOTO TIperapara OHO 3HaYCHHE U3 TICPEUNCIICHUS.
(hcsdo:RegistrationDrugKind Bo3MoskHBIC 3HAUCHUS:
Code) 01 — opurMHaIbHBIIH;

02 — BocipOu3BEICHHBIIA;

03 — GuocumuIsp;

04 — rubpuaHbIi;

05 — xopo1o n3y4eHHbIH
2.3.8. CBeneHus 0 BKIFOUEHUH CBEJIEHUS O BKIIFOUEHUH M.HC.CDE.00267 | hccdo:ControlListDetailsType 0.*

JICKApCTBCHHOTO ITpCIiapara B
CIIMCOK KOHTPOJIUPYECMBIX
(hccdo:ControlListDetails)

JIEKApCTBEHHOTIO IIpernapara B
CIIMCOK KOHTPOJINPYEMBIX

(M.HC.CDT.00249)
Omnpenensercst 001acTIMU 3HaUYESHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1. Kox crpanbl KOZI0BO€ 0003HAYCHHE CTPAHbI, B M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) KOTOPOH JIEKapCTBEHHBII (M.SDT.00112)

npernapar BKIIOYEH B CIIUCOK 3HaucHUE ABYXOYKBEHHOTO KO/Ia U3

KOHTPOJHUPYEMBIX KJIaccu(puKaTopa CTpaH MUpa,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}

a) Wnentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1

Kiaccupukaropa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)

(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE

cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
*.2. Tlpu3HaK NCUXOTPOITHOTO | MPHU3HAK, OTPEACIISIOIINI M.HC.SDE.00027 | bdt:IndicatorType (M.BDT.00013) 0.1

JICKApPCTBCHHOTO IpfIiapara
(hcsdo:PsychotropicDrug
Indicator)

MIPUHA/IIEKHOCTD JIEKAPCTBEHHOTO
Ipenapara K IepedHIo
IICUXOTPOINHBIX: | —
NCUXOTPONHbIN; 0 — He
IICUXOTPOIHBIN

OnHo U3 ABYX 3HAUCHHUM: «truey
(uctuna) unu «false» (7105kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3. Ilpusnak [IPHU3HAK, OMPEIEIISIONINIA M.HC.SDE.00022 | bdt:IndicatorType (M.BDT.00013) 0.1
HApPKOTHUYECKOTO Tperapara MPUHAICKHOCTD JICKAPCTBEHHOT'O OnHO U3 IBYX 3HAYCHUIL: «truey
(hcsdo:NarcoticDruglindicator) | mpenapaTa Kk nepe4yHio (uctunHa) win «false» (J105Kb)
HapKOTUYECKUX: 1 —
HApKOTHYECKHiA; 0 — He
HAapKOTUYECKUI
2.3.9. Ceenenus 00 opdpaHHOM cBeneHus 00 opdhanHOM M.HC.CDE.00273 | hccdo:OrphanDrugDetailsV2Type 0.*
JIEKApCTBEHHOM IIpernapaTe JIEKApCTBEHHOM IIperapare (M.HC.CDT.00253)
(hcedo:OrphanDrugDetailsV?2) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO’KEHHBIX 3JICMEHTOB
*.1. Kox ctpansl rocyaapctBo-wieH Eppasuiickoro | M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) HKOHOMHYECKOTO CO03a, (M.SDT.00112)
MIPUCBOMBIIICE JICKAPCTBEHHOMY 3HaueHHe IBYXOYKBEHHOTO KO/ M3
npemnapary craryc opdanHoro KJIaccuuKaTopa CTpaH MHpa,
OTpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Unentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1

KJaccudukaropa
(aTpudyt codeL.istld)

COOTBCTCTBHUU C KOTOPLIM yYKa3aH
KoL

(M.SDT.00091)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 20




37

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2. Kox craryca opdaHHOro | KOAOBOE 0003HAUEHHE CTaTyca M.HC.SDE.00475 | hcsdo:OrphanDrugCodeType 1
JIEKapCTBEHHOTI'O Mpernapara op(haHHOTO JIEKapCTBEHHOTO (M.HC.SDT.00192)
(hcsdo:OrphanDrugCode) npernapara O1HO 3HaYCHHE U3 TICPEUNCIICHUS.
Bo3MoHbIE 3HAaUEHUS:
01 — mpucBoeH ctaryc opdaHHOTO;
02 — He mpucBOeH cTatyc opgpaHHOrO;
03 — B mporecce paccMOTpeHUs
2.3.10. Cgenenus o popme CBelleHUs 0 GOopME BBIITYCKa M.HC.CDE.00387 | hccdo:PackageFormDetailsType 0.*
BBIITYCKa JIEKAPCTBEHHOT'O JICKapCTBEHHOTO Iperapara (M.HC.CDT.00359)
npenapara Omnpenensercst 001acTSIMU 3HaAYECHUN
(hccdo:PackageFormDetails) BJIOKEHHBIX 3JICMEHTOB
*.1. Cenenus 00 CBeleHUs 00 yImakoBaHHOMH M.HC.CDE.00201 | hccdo:PackageDetailsType 1.*
YIaKOBAHHOW €IUHULIE €ANHULIE JIEKaPCTBEHHOTO (M.HC.CDT.00224)
JICKapCTBEHHOTO Iperapara npernapara Omnpenensiercst 00IaCTIME 3HAYCHHUN
(hccdo:PackageDetails) BJIOYKCHHBIX 3JIEMEHTOB
*.1.1. Kox nekapCTBEHHOU | KOJIOBOE 0003HAYCHUE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 1

(bopMbI
(hcsdo:DosageFormCode)

JIEKapCTBEHHOU (hOPMBI

(M.HC.SDT.00051)

3HaueHue KoJla U3 HOMEHKJIATyphbl
JIEKapCTBEHHBIX (POpM.

Mun. gouHa: 1.

Maxkc. mmmHa: 3
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20

*.1.2. JlonoJHUTENbHEIE CBEJECHHUS O JOMOJIHUTEIBHBIX M.HC.CDE.00325 | hccdo:DosageFormAdditionalFeatures 0.1

MIPU3HAKH JICKAPCTBEHHOW | MPU3HAKaX JEKapCTBEHHOU (DOPMBI DetailsType (M.HC.CDT.00587)

(hopMBI Omnpenensercst 001acTSIMU 3HaAYECHUN

(hccdo:DosageForm BJIOKEHHBIX 3JICMEHTOB

AdditionalFeaturesDetails)

*.1.2.1. Tpusnak MIPU3HAK, OTIPEICIISFOIIUIA M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1
J03UPOBAHHOCTHU J03UPOBAHHOCTH JIEKAPCTBEHHOU OHO M3 IBYX 3HAUCHHIA: «truex»
(hcsdo:DosedIndicator) | dopmer: 1 — nekapcTBeHHas hopma (uctunHa) win «false» (J105Kb)

no3upoBaHa; 0 — JekapcTBeHHasI

¢dbopMa He 103upoBaHa
*.1.2.2. TlpusHak MIPU3HAK, OTIPE eSO M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1

MNPUMCHUMOCTH Y I[eTCfI
(hcsdo:Childindicator)

IIPUMEHUMOCTb JIEKAPCTBEHHOTO
npenapara y aerei: 1 —
npuMmeHsierca y nerei; 0 — He
MIPUMEHSETCA Y IeTer

OnHO U3 IBYX 3HAYCHHIA: «true
(uctuna) unu «false» (710kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1.2.3. IlpusHax [IPHU3HAK, OMPEIEIISIONINIA M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1
HaJINYMsS caxapa B HaJIM4YMe caxapa B JIEKAPCTBEHHOM OnHO U3 IBYX 3HAUEHM: «true»
JIEKaApCTBEHHOM npenapare: 1 — caxap (uctuna) wm «false» (710b)
npernapare npucyrcTByert; 0 — caxap
(hcsdo:Sugarlindicator) | oTcyrcTByeT
*.1.2.4. Onucanue OIMCAHUE BKYCOAPOMATHYECKOI M.HC.SDE.00250 | csdo:Name120Type (M.SDT.00055) 0.*
BKYCOapOMaTHYEeCKOH N00aBKH HopmanuzoBaHHas CTpoKa CUMBOJIOB, HE
N00aBKH coJiepKalliasi CHMBOJIOB pa3pbIBa CTPOKU
(hcsdo: TasteAroma (#xA) u TaOynsiumu (#X9).

AdditiveText) Mun. amuna: 1.
Makec. gmuna: 120
*.1.2.5. Tlpupona omucanue npuposl pacteoputens | M.HC.SDE.00251 | csdo:Text100Type (M.SDT.00070) 0.1
pacTBoOpuUTEIS JIEKapCTBEHHOTO Mpernapara CTtpoka CUMBOJIOB.
JIEKapCTBEHHOT'O Mus. anuna: 1.
npemnapara Makc. anuna: 100
(hcsdo:SolventText)
*.1.2.6. CeipbeBas CBIPbEBAst YaCTh PACTUTEIHHOTO M.HC.SDE.00282 | csdo:Text250Type (M.SDT.00072) 0.1

4acCTb paCTUTCIBHOI'O
HHI'PpCAUCHTA
(hcsdo:RawPartMaterial
Text)

HUHI'PEAUCHTA, BXOJAIICTO B COCTAB
JICKApCTBCHHOTO ITpeIiapaTa

Ctpoka CHMBOJIOB.
Mun. gouHa: 1.
Makc. mmna: 250
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*1.2.7. CreneHp KOJOBOE 0003HAYECHUE CTENICHU M.HC.SDE.00584 | hcsdo:DegreeRefinementRawMaterial 0.1
HU3METbYCHHOCTH H3MEJTbYCHHOCTH CHIPHEBOM YacTh CodeType (M.HC.SDT.00226)

CBIPHEBOM YaCcTH PacTUTEIBHOTO HHIPEINCHTA OJ1HO 3HAYCHHE U3 MTEPEUNCIICHHSI.
PaCTUTEIBHOTO JIEKapCTBEHHOTO TIpernapara Bo3MOKHBIE 3HAUCHUS:
HWHTPEIUCHTA 01 — nenwHOE;

(hcsdo:Degree 02 — u3MeNbYEHHOE;
RefinementRawMaterial 03 — moporok

Code)

*.1.3. Csenenust 00 CBEJICHUS 00 MHIPEIUCHTE, M.HC.CDE.00264 | hccdo:SubstanceDetailsV2Type 0.*

WHTPEIUCHTE, BXOSIIEM B | BXOJISIIEM B COCTaB (M.HC.CDT.00243)

COCTaB JIEKAPCTBEHHOT'O JIEKapCTBEHHOTO Iperapara Omnpenensercs 00aacTAME 3HAYCHHIMA

npemnapara BJIO’KEHHBIX 3JIEMEHTOB

(hccdo:SubstanceDetails

V2)

*.1.3.1. HaumeHoBaHWe | HAMMCHOBAHUE MHTPEIUCHTA M.HC.SDE.00051 | csdo:Name250Type (M.SDT.00068) 0.1

WHIPEIUEHTA
(hcsdo:SubstanceName)

JICKApCTBCHHOTO ITpCriapaTa

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Makc. mmna: 250
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KJ'IaCCI/I(I)I/IKaTOpa
(atpubyT measurement
UnitCodeL.istld)

CANHUI U3MCPCHUA

(M.SDT.00091)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 20

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1.3.2. Kox pyskiur | KomoBoe 0003HaucHE (QYyHKIIUN M.HC.SDE.00437 | hcsdo:DrugSubstanceRoleCodeType 0.1
cyOcTaHnum (BemecTBa, | cyOCTaHIUU (BEIISCTRA, (M.HC.SDT.00182)

Marepuaia) B COCTaBe Marepuaia) B COCTaBe OnHo 3HAYEHUE U3 TIEPEUHCIICHUS.
JIEKapCTBEHHOTO JIEKapCTBEHHOTO TIpernapara Bo3MOKHBIE 3HAUCHUS:
npernapara 01 — neiicTByIOIIIEE BEIIECTRO;
(hcsdo:DrugSubstance 02 — BciomMorareapbHOE BELIECTBO;
RoleCode) 03 — peareHT
*.1.3.3. lo3upoBKa KOJINYECTBO BEIIECTBA, M.HC.SDE.00050 | csdo:UnifiedPhysicalMeasureType 0.1
(KOHIIEHTpaIHs) BBIPQ)KEHHOE B €IMHUIIAX MACCHI, (M.SDT.00122)
(hcsdo:Substance 00BEMHBIX HJIH YCIOBHBIX Yucio B IECATHYHON CHCTEME
Measure) (6nonornyeckux) eAMHMUIAX, TU00 CUYHCJICHHS.
rOMEOIAaTHUECKOE pa3Be/ICHHE Makc. ko-Bo nudp: 24.
Makc. xois-Bo Apo06. mudp: 6
a) Eaunuiia usmMepeHust | K0J0BOe 0003HAUCHHE ¢TUHHIIBI — csdo:MeasurementUnitCodeType 1
(atpubyT measurement | usmMepeHwus (M.SDT.00074)
UnitCode) BykBeHHO-1IMPPOBOIT KOII.
[Ia6mon: [0-9A-Z]{2,3}
0) Unenrudukarop uaeHTuGUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
B) Macmrtab MaciTabd BEJIMYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(arpubyT scaleNumber) | mpeacraBieHHBIN B BHIE Yucino B IECATHYHON CHCTEME

rokasaTesist creneHu uncia 10 CUUCJICHUS.
Makc. xoi-Bo mudp: 2.
Makc. koi-Bo apo6. uudp: 0.
3HaueHue 1o ymordanuio: 0

*.1.4. Koz Buaa ynakoBku | KomoBoe ob6o3HaueHue nepsuunoir | M.SDE.00165 csdo:UnifiedCode20Type 1

(csdo:UnifiedPackageKind | ymakoBku JIeKapCTBEHHOTO (M.SDT.00140)

Code) mpernapara 3HaYeHHE KOJla U3 KJIacCH(HUKATOPa,

OIIpeIeNIEHHOT0 aTpuOyTOM
«MnentudukaTop Kaaccuuraropar.
Munu. nnuHa: 1.
Makc. anuna: 20
a) Wnpentuduxarop o0o3HaueHHe KnaccuukaTopa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPHIM YKa3aH (M.SDT.00091)
(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKarasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Maxkc. mmHa: 20
*.1.5. Marepuan MaTepHal U3 KOTOPOTro M.HC.SDE.00288 | csdo:Text4000Type (M.SDT.00088) 0.1

IIEPBUYHOM YITaKOBKH
(hcsdo:PackageMaterial
Text)

N3roTOBJICHA HepBI/I‘—IHaH yHaKOBKa
C YKa3aHUEM JIOTIOJHUTEIbHBIX
CBOWCTB

CTpoKa CUMBOJIOB.
Mun. gouHa: 1.
Makc. mmuna: 4000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1.6. KonnuectBo B KOJIMYECTBO JICKAPCTBECHHOI'O M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.*
YIaKOBKE npenapara B IEpBUYHON yITaKOBKE (M.SDT.00122)
(hcsdo:PackageMeasure) YKCIo B IECATHIHON CHCTEME
CUHUCIICHUS.
Makc. kois-Bo 1udp: 24.
Makc. koJ-Bo Apo0O. mudp: 6
a) EnunHuia uamepeHus | KoJoBoe 0003HAYECHHE €IUHHUIIBI — csdo:MeasurementUnitCodeType 1
(atpubyT measurement | u3MepeHusl (M.SDT.00074)
UnitCode) BykBeHHO-1IMPPOBOIT KOII.
[Ia6non: [0-9A-Z]{2,3}
0) Unenrudukarop uaeHTuUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
KJIacCU(UKATOPA SIMHUI] U3MEPEHUS (M.SDT.00091)
(atpubyT measurement Hopwmanu3oBaHHas CTpoKa CHMBOJIOB, HE
UnitCodeL.istld) coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. mmunHa: 20
B) Macmirad MacmTald BEJWYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1

(aTpudyT scaleNumber)

MpeACTaBICHHBIN B BUIE
moKazareis crerneHu yucia 10

Yuco B ASCATUUHOM CHUCTEME
CUHCIICHUS.

Makc. kon-Bo mudp: 2.

Makc. xon-Bo apo6. mudp: 0.
3nauenue no ymomyanuto: 0
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1.7. KonnyectBo KomyecTBo yrakoBanueix equani | M.HC.SDE.00684 | csdo:Quantity4Type (M.SDT.00097) 0.1
YIIaKOBaHHBIX €IUHHII BO JICKApCTBEHHOTO Tperapara Bo Lenoe HEOTpPHUIIATEIIEHOE YHCIIO B
BTOPUYHOU YITAKOBKE BTOPUYHOW YITAKOBKE JECATUYHON CUCTEME CUHUCIICHUS.
(hcsdo:ComponentPackage Makc. koi-Bo nudp: 4
Quantity)
*.1.8. CBeneHusi 0 MakeTe | CBEICHHS O MaKeTe MePBUYHON M.HC.CDE.00413 | hccdo:DrugPackageLayoutDetailsType 0.*
YIIaKOBKH JICKAPCTBEHHOTO | YIIAKOBKHU JIEKAPCTBEHHOTO (M.HC.CDT.00280)
npernapara npernapara Omnpexensiercst 00IaCTIME 3HAYCHHUN
(hccdo:DrugPackagelLayout BJIO)KCHHBIX 3JICMCHTOB
Details)
*.1.8.1. [lara JaTa TMOMICaHUs, YTBEP)KICHHS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
JOKyMEHTa W PETUCTPALIUK JJOKYMEHTA O0o03Ha4YeHUE aThl B COOTBETCTBHH C
(csdo:DocCreationDate) I'OCT UCO 8601-2001
*.1.8.2. JlokymeHT B noKyMeHT B popmare PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
dopmare PDF (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Tekcr B popmare .pdf
*.1.8.3. Kog crpansr KO/I0BO€ 0003HAUCHHE CTPaHbI, B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountry
Code)

KOTOPOW IPUMEHSIETCS] MaKeT
YIIaKOBKH JICKAPCTBEHHOT'O
npernapara

(M.SDT.00112)

3HaueHue ByXOyKBEHHOr0 K0Jia U3
KJ1accuukaropa cTpaH MUpa,
OTIpeIeNIEHHOT0 aTpUOyTOM

«MnentudukaTop kaaccuduraropar.
[la6mnon: [A-Z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*.1.8.4. Kox pomu KOZI0BO€E 0003HAUCHHE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 0.1
rocyJapcTBa-uieHa rocynapcTBa-wieHa EBpasuiickoro (M.HC.SDT.00204)
EBpasuiickoro 3KOHOMHMYECKOT0 COK03a, B OnHo 3HAYCHUE U3 TIEPEUHUCIICHUS.
YKOHOMHYECKOTO COK3a | KOTOPOM IPUMEHSIETCSI MaKeT Bo3MoskHbIC 3HAUCHUS:
(hcsdo:CountryKind YIaKOBKH JICKAPCTBEHHOTO 01 — pedepeHTHOE TOCYAAPCTBO;
Code) npernapara, pu perucTpamnuu 02 — rocynapcTBO MpU3HAHHMS
JICKapCTBEHHOTO IperapaTa
*.1.8.5. Jlara ucredyeHus | qara OKOH4YaHUs cpoka, B Teueane | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
CpOKa JEeHUCTBUSA KOTOPOTO IOKYMEHT UMEET CHITY O6o3HaueHue AaThl B COOTBETCTBUU C
JIOKyMEHTA I'OCT UCO 8601-2001
(csdo:DocValidityDate)
*.2. Onucanue OIMHMCaHUE TTPOMEKYTOUHOM M.HC.SDE.00268 | csdo:Text100Type (M.SDT.00070) 0.1

HpOMC)KyTO‘-IHOﬁ YIIaKOBKH
JICKApPCTBCHHOT'O IpfIiapara

(hcsdo:MiddlePackageText)

YIIaKOBKH JIEKAPCTBEHHOTO
npernapara

Crtpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. mmna: 100
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3. Ko KOMILIEKTYIOIIEro KO/I0BO€ 0003HAYCHHE M.HC.SDE.00257 | hcsdo:ComponentCodeType 0.*
(hcsdo:ComponentCode) KOMILUIEKTYIOIIETO, BXOIAIIErO B (M.HC.SDT.00060)

YIIaKOBKY JIEKaPCTBEHHOTO 3HayeHue Koja U3 Kiaccuduraropa
mpemnapara «KoMILIeKTyoIIHe CpeicTBaY.
MuH. mmHa: 1.
Makc. qnmuga: 3

a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1

Kiaccudukaropa COOTBETCTBUH C KOTOPHIM YKa3aH (M.SDT.00091)

(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

coJiepKaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 20
*.4. Onucanue BTOPUIHON ONMMCaHUE BTOPUYHOHN YITaKOBKH M.HC.SDE.00256 | csdo:Text250Type (M.SDT.00072) 1
YIaKOBKH JICKAPCTBEHHOTO JIEKapCTBEHHOTO Tperapara CTpoka CHMBOJIOB.
npenapara MuH. nivna: 1.
(hcsdo:SecondaryPackage Makc. mnHa: 250
Text)
*.5. IlpusHak HaMU4us MIPU3HAK HAOOPa yIaKOBaHHBIX M.HC.SDE.00619 | bdt:IndicatorType (M.BDT.00013) 1

Ha6opa YIIAaKOBAHHBIX CAUHUILL
BO BTOPUYHOM YITAKOBKE
JICKApPCTBCHHOTO IIpfIiapara
(hcsdo:DrugSetindicator)

€/IMHUI] BO BTOPUYHON yIIaKOBKE
JIEKapCTBEHHOTO Mpemapara: 1 —
JIEKapCTBEHHBIN ITpenapar
sBisercs HabopoMm; 0 —
JIEKapCTBEHHBIHN Mpernapar He
SBIIETCS HAbOpOM

OnHO U3 IBYX 3HAUEHMIA: «true»
(uctuna) mnu «false» (710%kp)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.6. CBeleHHS O MaKeTe CBEJICHHUS O MaKeTe BTOPHYHOM M.HC.CDE.00413 | hccdo:DrugPackagelLayoutDetailsType 0.*
YIaKOBKH JICKAPCTBEHHOTO YIAKOBKH JICKAPCTBEHHOTO (M.HC.CDT.00280)
npenapara npenapara Ompenensiercs: 00IacTIMHU 3HAYCHHIA
(hccdo:DrugPackageLayout BJIOYKCHHBIX 3JIEMCHTOB
Details)

*.6.1. Jlara noxymeHTa JaTa TMOIMICAHUS, YTBEPIKICHHSI M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1

(csdo:DocCreationDate) WM PETUCTPALIUH JOKYMEHTA O06o03Ha4YeHHEe TaThl B COOTBETCTBHH C

I'OCT UCO 8601-2001

*.6.2. JIOKyMEHT B nokyMeHT B popmate PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1

dopmare PDF (M.HC.SDT.00078)

(hcsdo:PdfBinaryText) Texcr B ¢popmare .pdf

*.6.3. Kox cTpansl KO/I0BO€ 0003HAUCHHE CTPaHbI, B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountryCode) | koTopoii mpuMeHsIETCsI MaKeT (M.SDT.00112)

YIaKOBKH JICKAPCTBEHHOTO 3HaueHHe JIBYXOYKBEHHOTO KO/ M3
npemnapara Ki1accuukaTopa cTpaH Mupa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«UnenTudukarop kiaccupukaTopar.
la6mnon: [A-Z]{2}
a) Wnentuduxarop o0o3HaueHue KinaccupukaTopa, B | — csdo:ReferenceDataldType 1

KJaccudukaropa
(aTpudyt codeL.istld)

COOTBETCTBHUH C KOTOPBIM YKa3aH
KoL

(M.SDT.00091)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
cojiepKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. nnomHa: 1.

Maxkc. mmnHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.6.4. Kox ponu KOZI0BO€ 0003HAUCHHE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 0.1
rocyJapcTBa-ujieHa rocyaapcTBa-uieHa EBpasuiickoro (M.HC.SDT.00204)
EBpasuiickoro KOHOMHYECKOTO COH03a, B OHO 3HAYCHHE U3 TICPCUUCIICHUSI.
KOHOMHYECKOTO COK03a KOTOPOM MPUMEHSIETCS MaKeT Bo3MOXKHBIC 3HAYCHHS:
(hcsdo:CountryKindCode) | ymakoBKH JIeKapCTBEHHOTO 01 — pedepenTHOE TOCYAAPCTRO;
npenapara, pu perucTpamnuu 02 — rocyaapcTBo MpU3HAHHS
JIEKapCTBEHHOTO TIpernapara
*.6.5. Jlara ucreyeHus JaTta OKOHYaHus cpoka, B TeucHre | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
CpOKa ICHUCTBUS JOKYMEHTa | KOTOPOTO JTOKYMEHT HMEET CUITY OG6o3HaueHUE TAThl B COOTBETCTBUU C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
2.3.11. Caenenus 00 aKTUBHON | CBEJCHHUS 00 aKTHBHOI M.HC.CDE.00587 | hccdo:ActivelngredientDetailsType 0.*
(hapmareBTUUECKON CyOCTaHITUN | (papMarleBTUYECKON CyOCTaHIINH (M.HC.CDT.00659)
(hccdo:ActivelngredientDetails) Omnpenensiercst 00IACTIMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
*.1. ToproBoe HaMEHOBaHWE | HAUMEHOBAHHUE AKTUBHOMN M.HC.SDE.00013 | csdo:Namel120Type (M.SDT.00055) 1
(hcsdo:TradeName) (bapmaneBTHYECKOH CyOCTaHIIMN Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Mun. gouHa: 1.
Makc. nnuna: 120
*.2. CeneHus o CBEICHUS O HANMEHOBAaHUU M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0.1

HauMCHOBAaHUHN
JICKAPCTBCHHOT'O CPpCACTBA
(hccdo:DrugNameDetails)

JICKApCTBCHHOT'O CpCACTBA

(M.HC.CDT.00252)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2.1. Kox HauMeHOBaHHS | KOJOBOE 000O3HAYEHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1
JIEKAPCTBEHHOT'O CPEAICTBA | MEXIYHAPOIHOTO (M.HC.SDT.00211)
(hcsdo:DrugCode) HEIATCHTOBAHHOTO HJIU 3arnonHseTcs B B COOTBETCTBUU C
IPYIITMPOBOYHOTO HAUMEHOBAHUSI KJIaccU(PHUKaTopoM «MexTyHapOoIHbIE
JICKaApCTBEHHOTO CPEICTBA (IS HEMAaTEHTOBAaHHbIC HANMCHOBAHMSI
PaCTUTENILHBIX JICKAPCTBEHHBIX JICKApCTBEHHBIX CPEACTBY WM
CPEICTB) «PactutenbHoe chipbe» (st
PaCTUTEIBHOTO CHIPHSA).
MuH. mmHa: 1.
Make. nuHa: 5
a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccuukaropa COOTBETCTBUH C KOTOPHIM YKa3aH (M.SDT.00091)
(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 20
*.2.2. HaumenoBanue rpynnupoBouHoe, oomenpunstoe | M.HC.SDE.00525 | csdo:Name250Type (M.SDT.00068) 0.1

JICKApCTBCHHOT'O CpECACTBA
(hcsdo:DrugName)

NN XUMHYCCKOC HAMMCHOBAHHUEC
JICKApCTBECHHOT'O CpEACTBA

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gouHa: 1.

Makc. mmna: 250
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3. Ceenenus o CBEJICHUS O TIPOU3BOIUTENIC M.HC.CDE.00304 | ccdo:BusinessEntityDetailsType 1
MIPOU3BOIUTEIIC aKTUBHOM (papMarieBTUICCKOM (M.CDT.00061)

(hcecdo:Manufacturing CyOCTaHIMH, OCYIIECTBIISAIOICM Omnpenensiercst 00IaCTIMH 3HAYCHHUN
AuthorizationHolderDetails BBIITYCKAIOIINUN KOHTPOJIb BJIOXKCHHBIX 3JIEMEHTOB
V2) KayecTBa
*.3.1. Kox crpasnsl KOJIOBOE 0003HAYCHUE CTPAHbI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) | peructpanuu X03siiCTBYIOIIETO (M.SDT.00112)
cyObekTa 3HaueHue ABYXOYKBEHHOT0 KOJa U3
KJaccu(ukaropa ctpaH Mupa,
OIIpeIeNIEHHOT0 aTpuOyTOM
«MnentudukaTop Kaaccuuraropar.
[Ia6mnon: [A-Z]{2}
a) Wnpenruduxarop o0o3HaueHue KnaccuukaTopa, B | — csdo:ReferenceDataldType 1
KJaccuukaropa COOTBETCTBUM C KOTOPBIM YKa3aH (M.SDT.00091)
(aTpuOyT codeL.istld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 20
*.3.2. HanmeHoBaHue MOJIHOE HAUMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO03SUCTBYIOIIETO CYOhEKTa
(csdo:BusinessEntityName)

XO035HUCTBYIOIIETO CYOBEKTa UITH
(haMuHs, UMSI K OTYECTBO
(bU3MYECKOTO NTHIIA, BEAYIIETO
XO3SIMCTBEHHYIO JEATEIbHOCTh

Hopmanu3oBanHas cTpoka CHUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gnuHa: 1.

Makc. gnmunaa: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.3. Kparkoe COKpaIlleHHOE HAMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMCHOBAHHE XO3SICTBYIOMIETO CYOBEKTa UITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
XO3SICTBYIOLIETO CYOBEeKTa | (haMHIIUs, UMSI B OTYECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU
(csdo:BusinessEntityBrief | ¢usuueckoro nuia, Beaymero (#xA) u TaOymsauu (#X9).
Name) XO3SICTBEHHYIO JICATEILHOCTh MuH. aiuna: 1.

Makec. gmuna: 120
*3.4. Kon KOJOBOE 0003HAYCHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1
OpraHU3aIMOHHO-TIPABOBOM | OPraHU3alMOHHO-TIPABOBOM (M.SDT.00140)
bopmbl (dbopmBI, B KOTOPOH 3HavyeHue KoJia U3 KJIacCu(HKaTopa,
(csdo:BusinessEntityType | 3apeructpupoBaH OIPEICIICHHOTO aTPUOYTOM
Code) XO3SIUCTBYIOLIUI CYOBEKT «Mnertudukarop kiaccuduraTopa.

Munu. nnuHa: 1.

Makc. anuna: 20

a) Wnpentuduxarop o0o3HaueHHe KnaccuukaTopa, B | — csdo:ReferenceDataldType 1

KJ1accupukaropa
(aTpuOyt codeL.istld)

COOTBCTCTBUU C KOTOpBIM YKaBaH
KOJI

(M.SDT.00091)

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.5. HaumenoBanwue HaMMeHOBaHMe opranusanuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHU3alMOHHO-IIPABOBOM | IPaBOBOi (HOPMBI, B KOTOPOIi Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
bopmsI 3aperucTpupoOBaH cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntityType | x03siicTBYIOIINI CYOBEKT (#xA) u TaOymsauu (#X9).
Name) MuH. musa; 1.
Makec. gmuna: 300
*.3.6. Unentudukarop YHUKAJIbHBIN HICHTH()UKATOD M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3SICTBYIOIIETO CyOBhEKTa | XO3SHCTBYIOLIETO CyOBhEeKTa (M.SDT.00157)
(csdo:BusinessEntityld) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. miuna: 1.
Makc. mmuna: 20
a) Merton METOJ UICHTU(HUKAITIH - csdo:BusinessEntityldKindld Type 1
UACHTUDUKAIIMN XO3SICTBYIOLINX CYObEKTOB (M.SDT.00158)
(arpubyT kindld) 3HaueHHe UICHTU(HUKATOpA U3
CIIPaBOYHUKA METOJIOB MICHTH()UKAIINH
XO3SICTBYIOIUX CYOBEKTOB
*.3.7. HanoromiarenpIuK | COBOKYITHOCTh PEKBH3HUTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1

(ccdo: TaxpayerDetails)

MIPUCBOCHHBIX XO3SIMCTBYIOMEMY
CyOBEKTYy HaJOrOBOM CITyk)00H

(M.CDT.00019)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*3.7.1. UAEHTU(DHUKATOP FOPHINIECKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1
Wnentudukarop WK (PU3MYECKOTO JIAIA B PEECTpe 3HaueHHe HIeHTU(DHUKATOpA B
HAJIOTOTLTATE bIINKA HAJIOTOILIATEIIBIIMKOB CTPAHBI COOTBETCTBHUH C MPABUIAMH, IPUHATHIMA
(csdo:Taxpayerld) perucTpay HaJorOIIaTebIIHKA B CTPaHE PErUCTPALUH

HaJIOTOILIATE IbIIHKA.

MuH. mmHa: 1.

Makc. anuna: 20
*.3.7.2. Koa npu4uHel | KO, HACHTH(DUIUPYIOINI M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MIOCTAHOBKH Ha y4eT MPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistration OpraHu3aIK Ha HAJOTOBBINA y4eT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
ReasonCode) B Poccuiickoii @eneparuu [Ta6mon: \d{9}

*.3.8. Anpec aznpec xossiicTpyromiero cyorekta | M.CDE.00058 ccdo:AddressDetailsV3Type 0.*

(ccdo:AddressV3Details) (M.CDT.00064)

Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KCHHBIX 3JIEMCHTOB
*3.8.1. Kox Buga KOOBOE 0003HAaYECHHUE BUIA M.SDE.00192 csdo:UnifiedCode20Type 0.1

aJpeca
(csdo:AddressKind
Code)

azmpeca

(M.SDT.00140)

3HadeHue KoJia U3 KiaccuukaTopa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«Unentudukarop knaccupuraTropar.
Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*.3.8.2. Koz crpansr KOZI0BO€ 0003HAYCHHE CTPAHBI B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountry COOTBETCTBHH C YKa3aHHBIM (M.SDT.00112)
Code) KJ1acCu(PUKATOPOM CTpaH MUpa 3HadyeHne NBYXOYKBEHHOTO KO/a U3
Ki1accuukaTopa cTpaH Mupa,
OTpeIeNIEHHOT0 aTpUOyTOM
«UnenTudukarop kiaccupukaTopar.
la6mnon: [A-Z]{2}
a) Wnentuduxarop o0o3HaueHHe KiaccuukaTopa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPHIM YKa3aH (M.SDT.00091)
(aTpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. nnuna: 20
*3.8.3. Kon KOJI €TMHUITLI agMuHucTpaTuBHO- | M.SDE.00031 csdo:TerritoryCodeType (M.SDT.00031) | 0..1
TEPPUTOPUU TEPPUTOPUATBHOTO JICIICHUS Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:TerritoryCode) MuH. nnuna: 1.

Makc. mmmna: 17
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.8.4. Peruion HAaNMEHOBAHHE €IMHUIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMUHUCTPATHBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE

TEPPUTOPHATHHOTO JCIICHHS CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
MIEPBOTO YPOBHS (#xA) u TaOynsimu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*.3.8.5. Paiion HAaNMEHOBAHHE CIUHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATUBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE
TEPPUTOPHATBHOTO JICTICHHSI COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
BTOPOTO YPOBHS (#xA) u TaOynsiimu (#X9).
MuH. muHa: 1.
Makc. mmna: 120
*.3.8.6. T'opon HaMMEHOBAHHE TOPOJIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmna: 120
*.3.8.7. Hacenennsrit HAaUMEHOBAHHE HACEIICHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1

MMYHKT
(csdo:SettlementName)

MyHKTa

HopmanuzoBanHasi cTpoka CHMBOJIOB, HE
coJieprKaIiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsiimu (#X9).

MuH. gouga: 1.

Makc. mmHa: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.8.8. Viuna HaMMeHOBaHHMe dieMeHTa yiauaHo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOKHOM CETH TOPOJICKOM Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

HHPPACTPYKTYPHI CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*.3.8.9. Homep moma 0003HaYEHKE J0Ma, KOPITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumber | crpoenus HopmanusoBaHHast CTpOKa CHMBOJIOB.
Id) MuH. nnvHa: 1.
Makc. anuna: 50
*.3.8.10. Homep o0o3HaueHne oduca mim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
MIOMETICHHUS KBapTUPBI Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:RoomNumberld) MuH. aiuna: 1.
Makc. mmuHa: 20
*.3.8.11. TlouroBsIi MOCJICIOBATEIBHOCTh OYKB HJIH M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
HHJIEKC udp, 1006aBIsieMas K IOYTOBOMY Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(csdo:PostCode) aJipecy ¢ IeNbI0 00JIerYeHuUs [Ta6non: [A-Z0-9][A-Z0-9 -]{1,8}[A-
COPTHPOBKH KOPPECIIOH/ICHIINH, B Z0-9]
TOM YHUCJIC ABTOMATHYECKOM
*.3.8.12. Homep HOMEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

aOOHEHTCKOr O AIINKa
(csdo:PostOfficeBoxId)

nNpeaAlpUATHHN IMOYTOBOM CBS3U

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.9. KonTakTHbIi KOHTAKTHBIA PEKBU3UT M.CDE.00059 ccdo:UnifiedCommunicationDetailsType | 0..*
PEKBU3UT X035HUCTBYIOIIETO CYOBhEKTa (M.CDT.00065)
(ccdo:Unified Ompenensiercs: 00IacTIMHU 3HAYCHHIA
CommunicationDetails) BJIO’KEHHBIX DJIEMEHTOB
*.3.9.1. Koz Buza cBsizu | KooBoe 0003HAYCHUE BUIA M.SDE.00193 csdo:UnifiedCode20Type 0.1
(csdo:Unified cpezcTBa (KaHajia) CBA3H (M.SDT.00140)
CommunicationChannel | (tenedoHn, hakc, 3mekTpoHHAsS 3HaYeHUE KOoJla U3 KJIaCCU(PHKATOPa,
Code) rmo4ra u Jp.) OTpeeNIEHHOTO aTprOyTOM
«Mnertudukarop KiraccupuKaTopa.
Mumn. mna: 1.
Makc. mmuna: 20
a) Wnentuduxarop o0o3HaueHHe KinaccuukaTopa, B | — csdo:ReferenceDataldType 1
KJaccuukaropa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmuHa: 20
*.3.9.2. HaumeHoBaHME | HaMMEHOBAHHE BHJIa CPEICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1

BHUJa CBA3U
(csdo:Communication
ChannelName)

(xanana) cBsi3u (TenedoH, dakc,
AJIEKTPOHHAS 110YTa U JIp.)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3.9.3. I0CJIEIOBATEIbHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
Nnentudukarop kaHama | HACHTUPUIIUPYIOIIAS KaHAT CBS3H (M.SDT.00015)

CBSI3H (yxa3anue HOMepa TenedoHa, Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(csdo:Communication daxkca, aapeca IEKTPOHHOU Mus. amuHa: 1.
Channelld) IOYTHI M JIP.) Makc. mmna: 1000
2.3.12. Cgenenus o CBENICHUS O TIPOU3BOUTENC M.HC.CDE.00088 | hccdo:ManufacturingAuthorization 1.*
[IPOU3BOIUTEIIE JICKApCTBEHHOT'O Mperapara HolderDetailsType (M.HC.CDT.00654)
(hccdo:Manufacturing Omnpexensiercst 00IaCTIME 3HAYCHHUN
AuthorizationHolderDetails) BJIO’KEHHBIX 3JICMEHTOB
*.1. Kox crpanbl KOZI0BO€ 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) perucTpaIiy X03sHCTBYOIIETO (M.SDT.00112)
cyobekTa 3HaueHue ByXOyKBEHHOr0 KO/ia U3
Ki1accuukaTopa cTpaH Mupa,
OTpeIeNIEHHOT0 aTpUOyTOM
«nentudukarop kiaccupukaTopar.
la6mnon: [A-Z]{2}
a) Unentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1

KJ1accupukaropa
(aTpudyt codeL.istld)

COOTBCTCTBUU C KOTOpBIM YKaBaH
KO

(M.SDT.00091)

HopmannzoBaHnHas cTpoka CUMBOJIOB, HE
cojiepKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. nnmHa: 1.

Makc. gnuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2. HanmenoBanue MIOJIHOE HAMMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SIMCTBYIOIIETO CYOBEKTa XO3SICTBYIOMIETO CYOBEKTa UITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(csdo:BusinessEntityName) (bamunus, UM 1 OTYECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU

(U3HYECKOTO NI, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SICTBEHHYIO JICATEILHOCTh MuH. qiuHa: 1.
Makec. gmuna: 300
*.3. KpaTkoe HauMEeHOBaHHE | COKpPAIIEHHOE HAUMEHOBAHHE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
XO3SIMCTBYIOIIETO CYOBEKTa XO3SICTBYIOLIETO CYOBEKTA UITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(csdo:BusinessEntityBrief bamuus, UM 1 OTYECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU
Name) (U3HYECKOTO JINIIA, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SICTBEHHYIO JICATEILHOCTh MuH. aiuna: 1.
Makc. mmna: 120
*.4. Kox opraHu3aioHHO- KOIOBOE 0003HAaYECHHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1

paBoBO (HOpMBI
(csdo:BusinessEntity Type
Code)

OpraHU3alMOHHO-IIPAaBOBOM
(GbopMbI, B KOTOPOit
3apEerucTpUpPOBaH
XO3SIACTBYIOLINH CYyOBEKT

(M.SDT.00140)

3HadeHue KoJia U3 KiaccuukaTopa,
OTpeIeNIEHHOT0 aTpuOyTOM
«Unentudukarop knaccupuraTopar.
Munu. nnuHa: 1.

Makc. nnuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*5. HaummenoBanue HaMMeHOBaHMe opranusanuonso- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpPraHU3aALMOHHO-TIPABOBOM paBoBOM (hOPMEI, B KOTOPOIt HopmanuszoBanHasi CTpoka CUMBOJIOB, HE
bopmbl 3aperuCTPUPOBaH cojieprKalasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntity Type XO3UCTBYIOIIHIA CYOBEKT (#xA) u Tabymsiimn (#X9).
Name) MuH. musa: 1.
Makc. anuna: 300
*.6. Unentudukarop YHUKQJIBHBIN HICHTH(PHUKATOP M.SDE.00189 csdo:BusinessEntityld Type 0.1
XO3SIMCTBYIOMIETO CYOBEKTA XO3SICTBYIONIETO CyOBEKTa (M.SDT.00157)
(csdo:BusinessEntityld) Hopmanu3oBaHHasi CTpOKa CHMBOJIOB.
Munu. nnuHa: 1.
Makc. mmuHa: 20
a) Meron uneHTH(PUKAIUK | METOJ UICHTH(DUKAIUN - csdo:BusinessEntityldKindldType 1
(aTpuOyT kindld) XO3SICTBYIOLINX CYObEKTOB (M.SDT.00158)
3HavyeHune uaeHTH(GHUKaTopa u3
CIPAaBOYHHKA METOJIOB UACHTU(DUKAIIUH
XO3SIMCTBYIOIINX CYObEKTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.7. Hanorormiarebuuk COBOKYITHOCTb PEKBH3UTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1
(ccdo:TaxpayerDetails) [IPUCBOCHHBIX XO3AHCTBYIOIIEMY (M.CDT.00019)

CyOBEKTY HaJIOTOBOM CITyx)00i Omnpenensiercss 006JIaCTsIMU 3HAYCHUN
BJIO’KCHHBIX 3JICMCHTOB

*.7.1. Unentudukarop UACHTU(DHUKATOP FOPHIAIESCKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1

HAJIOTOILTATE b IINKA WK (PU3HUYECKOTO JIUIA B PEeCTpe 3HaueHue UaeHTH(UKATOpA B

(csdo:Taxpayerld) HAJIOTOILIATE IBIUKOB CTPAHBI COOTBETCTBHUH C MPABUIAMH, IPUHATHIMUA

perucTpaliy HaJOroIIaTe bIHKa B CTpPaHE PETHUCTPAIUH
HAJIOTOILIATE bIINKA.
Mumn. mna: 1.
Makc. mmuna: 20

*.7.2. Koa npuduHbl KOJI, MJICHTU(HUIIUP YFOLITHIA M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0.1

IIOCTAHOBKH Ha y4YeT IIPUYMHY [TOCTAHOBKH (M.SDT.00030)

(csdo:TaxRegistration OpraHU3alUK Ha HAJOTOBBIN y4eT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.

ReasonCode) B Poccuiickoit deneparuu [Ta6mon: \d{9}

*.8. Anpec anpec xo3siicTBytomero cyorekra | M.CDE.00058 ccdo:AddressDetails\V3Type 0.*

(ccdo:AddressV3Details)

(M.CDT.00064)
Omnpenensercst 001acTSIMU 3HaUYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.8.1. Kox Buna aapeca KOJOBOE 0003HAYCHUE BUA M.SDE.00192 csdo:UnifiedCode20Type 0.1
(csdo:AddressKindCode) azpeca (M.SDT.00140)
3HaueHHe KoJa U3 KiaccudukaTopa,
OIIpEAEIEHHOr0 aTpuOyTOM
«MnentudukaTop Kaaccupurkaropar.
MuH. mmHa: 1.
Makc. anuna: 20
a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
*.8.2. Kox crpansr KOJIOBOE 0003HAYCHUE CTPAHbI B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountryCode)

COOTBETCTBHUH C YKa3aHHBIM
KJ1accu()UKATOPOM CTpaH MUpa

(M.SDT.00112)

3HayeHue IByXOYKBEHHOT0 KOJa U3
KJaccu(uKaTopa CTpaH MHpa,
OTIPEJICTICHHOTO aTpUOyTOM
«Unentudukarop kiaccupukaTopar.

[Hlabnon: [A-Z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*.8.3. Kox teppuropuu KOJ eAMHUIBI aaMuHucTparuBao- | M.SDE.00031 csdo:TerritoryCodeType (M.SDT.00031) | 0..1
(csdo:TerritoryCode) TEPPUTOPUATIBHOTO JICIICHUS Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Mumn. mna: 1.
Makc. mnmuna: 17
*.8.4. Peruon HAMMEHOBAHHE €THHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aIMUHHACTPATHBHO- Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
TEPPUTOPHATBHOTO JCTICHHS CcoJiepIKaIlasi CHMBOJIOB pa3pbiBa CTPOKU
MIEPBOTO YPOBHS (#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. mmna: 120
*.8.5. Paiion HAMMEHOBAHHE €THHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0.1

(csdo:DistrictName)

aJIMUHUCTPATUBHO-
TEPPUTOPUATBHOTO JEIICHUS
BTOPOT'O YPOBHSI

HopmannzoBaHnHas cTpoka CUMBOJIOB, HE
cojiepKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. nnmHa: 1.

Makc. gnmuna: 120
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

*.8.6. T'opon
(csdo:CityName)

HanMCHOBAHUC IopoJa

M.SDE.00009

csdo:Namel120Type (M.SDT.00055)
HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coJiepaKaliiasi CAMBOJIOB Pa3pbIBa CTPOKH
(#xA) u TaOymsauu (#X9).

MuH. mmHa: 1.

Makec. gmuna: 120

0.1

*.8.7. HaceneHHbIN TyHKT
(csdo:SettlementName)

HaMEHOBaHME HACEJIEHHOTO
IIyHKTa

M.SDE.00057

csdo:Namel120Type (M.SDT.00055)
HopmanuzoBanHasi cTpoka CUMBOJIOB, HE
coJiepKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsauu (#X9).

MuH. muHa: 1.

Makc. mmna: 120

0.1

*.8.8. Viumna
(csdo:StreetName)

HaMMEHOBaHHE JIEMEHTA YINYHO-
JTOPOXKHOU CeTH TOPOACKON

UH(QPaCTPYKTYpPHI

M.SDE.00010

csdo:Namel120Type (M.SDT.00055)
HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coJiepKalasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Munu. nnuHa: 1.

Makc. mmna: 120

0.1

*.8.9. Homep nmoma
(csdo:BuildingNumberld)

o003HaYeHHE 10Ma, KOopITyca,
CTPOEHUS

M.SDE.00011

csdo:1d50Type (M.SDT.00093)
HopmanuzoBanHas cTpoka CUMBOJIOB.
Mun. nnmHa: 1.

Makc. mmaa: 50

0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.8.10. Homep nomerenust | o6o3HaucHue odrica HiIn M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
(csdo:RoomNumberld) KBapTHPBI HopmanusoBaHHast CTpOKa CHMBOJIOB.
Munu. puHa: 1.
Makc. anuna: 20
*.8.11. T1o4TOBBII HHIEKC | MOCJIEAOBATEIBHOCTh OYKB MM M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) 1udp, 106aBIsieMas K MOYTOBOMY Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
aJipecy C LeNbI0 00JeTrYeHus [Ia6aon: [A-Z0-9][A-Z0-9 -]{1,8}A-
COPTHUPOBKH KOPPECIIOH/ICHIINH, B Z0-9]
TOM YHCJIE aBTOMATUYECKOMN
*.8.12. Homep HOMeEp a0OHEHTCKOI'O SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1
abOHEHTCKOTO SAIIHKa IPEANPHUITHH TIOYTOBOM CBA3N Hopwmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:PostOfficeBoxId) Mun. amuna: 1.
Makc. mmuHa: 20
*.9. KoHTaKTHBIN pEKBU3HUT KOHTaKTHBII PEKBHU3UT M.CDE.00059 ccdo:UnifiedCommunicationDetailsType | 0..*
(ccdo:UnifiedCommunication | xo3siicTByrOIIEro CyObeKTa (M.CDT.00065)
Details) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIOKEHHBIX DJIEMEHTOB
*.9.1. Konx Buga cBsasu KOJI0BOE 0003HAUEHHUE BUIA M.SDE.00193 csdo:UnifiedCode20Type 0.1

(csdo:Unified
CommunicationChannel
Code)

cpencTBa (KaHaia) CBSI3U
(tenedon, dhaxc, aMeKTpoOHHAS
moura u Jip.)

(M.SDT.00140)

3HavyeHne KoJla U3 KiIacCu(uKaTopa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«MneHtugukaTop KinaccupuKaTopar.
Mun. nnomHa: 1.

Maxkc. mmnHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. mmna: 20

*.9.2. HaumeHoBaHue BUJa | HAMMEHOBAHUE BHJIa CPE/ICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1

CBSI3U (xanaia) cBsi3u (TenedoH, dakc, HopmanuzoBanHas cTpoka CUMBOJIOB, HE

(csdo:Communication AIIEKTPOHHAS [TOYTA U JP.) cojieprKalasi CHMBOJIOB pa3pbiBa CTPOKH

ChannelName) (#xA) u Tabymsiimn (#X9).

Munu. nnuHa: 1.
Makc. anuna: 120

*.9.3. Unentudukarop [IOCIEN0BATEILHOCTh CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*

KaHaya CBSI3U UACHTUDUIHPYIOIAst KaHa CBS3H (M.SDT.00015)

(csdo:Communication (yka3zanue HOMepa TenedoHa, Hopmanu3oBaHHasi CTpOKa CHMBOJIOB.

Channelld) ¢axca, agpeca IEKTPOHHON MuH. mmHa: 1.

MOYTHI U Ap.) Makc. mmmaa: 1000
*.10. Csenenus o CBEICHHUSI O TIPOU3BOJICTBEHHOMN M.HC.CDE.00268 | hccdo:ManufacturingAreaDetailsType 0.*

HpOHSBO,Z[CTBCHHOfI IIomaake
(hccdo:ManufacturingArea
Details)

III0IIaJKe

(M.HC.CDT.00250)
Omnpenensercst 001acTIMU 3HaUYESHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.1. Kox crpaHsl KOZI0BO€ 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) | peructpaiiiu X03siCTBYIOMIETO (M.SDT.00112)
cyOobekTa 3HayeHue IByXOYKBEHHOTO KOJa U3
KJIaccu(puKaTopa CTpaH MUpa,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}
a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. mmna: 20
*.10.2. HaumeHoBaHue MOJTHOC HAMMEHOBaHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO3SICTBYIOIIETO CyOBhEKTa
(csdo:BusinessEntityName)

XO3SIICTBYIOILIET0 CyOBbEeKTa WK
bamunus, UM 1 OTYECTBO
(bu3nYecKoro auIa, BeAyIIero
XO35HCTBEHHYIO JI€ATEIIBHOCTh

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Makc. ngimmaa: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.3. Kpatkoe COKpaIlleHHOE HAMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMCHOBAHHE XO3SICTBYIOMIETO CYOBEKTa UITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
XO3SICTBYIOLIETO CYOBEeKTa | (haMHIIUs, UMSI B OTYECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU
(csdo:BusinessEntityBrief | ¢usuueckoro nuia, Beaymero (#xA) u TaOymsauu (#X9).
Name) XO3SICTBEHHYIO JICATEILHOCTh MuH. qiuHa: 1.

Makec. gmuna: 120
*10.4. Kon KOJOBOE 0003HAYCHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1
OpraHU3aIMOHHO-TIPABOBOM | OPraHU3alMOHHO-TIPABOBOM (M.SDT.00140)
bopmbl (dbopmBI, B KOTOPOH 3HavyeHue KoJia U3 KJIacCu(HKaTopa,
(csdo:BusinessEntityType | 3apeructpupoBaH OIPEICIICHHOTO aTPUOYTOM
Code) XO3SIUCTBYIOLIUI CYOBEKT «Mnertudukarop kiaccuduraTopa.

Munu. nnuHa: 1.

Makc. anuna: 20

a) Wnpentuduxarop o0o3HaueHHe KnaccuukaTopa, B | — csdo:ReferenceDataldType 1

KJ1accupukaropa
(aTpuOyt codeL.istld)

COOTBCTCTBUU C KOTOpBIM YKaBaH
KOJI

(M.SDT.00091)

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.5. HaumenoBanue HaMMeHOBaHMe opranusanuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHU3alMOHHO-TIPABOBOM | MPaBOBOil (HOPMBI, B KOTOPOI Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
(bopMBI 3aperuCTPUpPOBaH cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntityType | x03siicTBYIOIINI CYOBEKT (#xA) u TaOymsauu (#X9).
Name) MuH. musa; 1.
Makec. gmuna: 300
*.10.6. Unenruduxarop YHUKAJIbHBIN HICHTH()UKATOD M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3SICTBYIOIIETO CyOBhEKTa | XO3SHCTBYIOLIETO CyOBhEeKTa (M.SDT.00157)
(csdo:BusinessEntityld) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Mumn. mna: 1.
Makc. mmuna: 20
a) Merton METO UICHTU(HUKAITIH - csdo:BusinessEntityldKindld Type 1
UACHTH(DUKAITIH XO3SICTBYIONIUX CYOBEKTOB (M.SDT.00158)
(arpubyT kindld) 3HaueHHe UICHTU(HUKATOpA U3
CIPaBOYHUKA METOOB HICHTU(DHKALIUH
XO3SICTBYIOIUX CYOBEKTOB
*.10.7. COBOKYITHOCTh PEKBU3HUTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1
Hanoromnarensmk MIPUCBOCHHBIX XO3SIMCTBYIOMEMY (M.CDT.00019)

(ccdo:TaxpayerDetails)

CyOBEKTYy HaJOrOBOM CITyk)00H

Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.7.1. UAEHTU(DHUKATOP FOPHINIECKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1
Wnentudukarop WK (PU3MYECKOTO JIAIA B PEECTpe 3HaueHHe HIeHTU(DHUKATOpA B
HAJIOTOTLTATE bIINKA HAJIOTOILIATEIIBIIMKOB CTPAHBI COOTBETCTBHUH C MPABUIAMH, IPUHATHIMA
(csdo:Taxpayerld) perucTpay HaJorOIIaTebIIHKA B CTPaHE PErUCTPALUH

HaJIOTOILIATE IbIIHKA.

MuH. mmHa: 1.

Makc. anuna: 20
*.10.7.2. Koa npuymHbl | KO, HACHTH(DUIHPYIOINAI M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MIOCTAHOBKH Ha y4eT MPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistration OpraHu3aIiK Ha HAJOTOBBIH yUeT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
ReasonCode) B Poccuiickoii @eneparuu [Ta6mon: \d{9}

*.10.8. Anmpec aznpec xossiicTpyromiero cyorekta | M.CDE.00058 ccdo:AddressDetailsV3Type 0.*

(ccdo:AddressV3Details) (M.CDT.00064)

Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KCHHBIX 3JIEMCHTOB
*.10.8.1. Kox Buga KOOBOE 0003HAaYECHHUE BUIA M.SDE.00192 csdo:UnifiedCode20Type 0.1

aJpeca
(csdo:AddressKind
Code)

azmpeca

(M.SDT.00140)

3HadeHue Ko/a U3 KiaccudukaTopa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«Unentudukarop kiaccupuraTopar.
Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)

(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*.10.8.2. Kox crpanbt KOZI0BO€ 0003HAYCHHE CTPAHBI B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountry COOTBETCTBHH C YKa3aHHBIM (M.SDT.00112)
Code) KJ1acCu(PUKATOPOM CTpaH MUpa 3HadyeHne NBYXOYKBEHHOTO KO/a U3
Ki1accuukaTopa cTpaH Mupa,
OTpeIeNIEHHOT0 aTpUOyTOM
«UnenTudukarop kiaccupukaTopar.
la6mnon: [A-Z]{2}
a) Wnentuduxarop o0o3HaueHue KinaccuukaTopa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPHIM YKa3aH (M.SDT.00091)
(aTpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozeprKarasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. nnuna: 20
*.10.8.3. Kox KOJI eTUHHUIIBI afMUHNCTpaTuBHO- | M.SDE.00031 csdo:TerritoryCodeType (M.SDT.00031) | 0..1
TEPPUTOPUN TEPPUTOPHUATBEHOTO JICICHHS Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:TerritoryCode) MuH. nnuna: 1.

Makc. mmmna: 17
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.8.4. Peruon HAaNMEHOBAHHE CIUHUIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMUHUCTPATHBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE

TEPPUTOPHATHHOTO JCIICHHS CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
MIEPBOTO YPOBHS (#xA) u TaOynsimu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*,10.8.5. Paiion HAaNMEHOBAHHE CIUHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATUBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE
TEPPUTOPHATBHOTO JICTICHHSI COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
BTOPOTO YPOBHS (#xA) u TaOynsiimu (#X9).
MuH. muHa: 1.
Makc. mmna: 120
*.10.8.6. T'opon HaMMEHOBAHHE TOPOJIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmna: 120
*.10.8.7. HaceneHHslii | HaMMEHOBAaHUE HACEJICHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1

MMYHKT
(csdo:SettlementName)

MyHKTa

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.8.8. Viuna HaMMeHOBaHHMe dieMeHTa yiauaHo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOKHOM CETH TOPOJICKOM Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

HHPPACTPYKTYPHI CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*.10.8.9. Homep moma 0003HaYEHKE J0Ma, KOPITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumber | crpoenus HopmanusoBaHHast CTpOKa CHMBOJIOB.
Id) MuH. nnvHa: 1.
Makc. anuna: 50
*.10.8.10. Homep o0o3HaueHne oduca mim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
MIOMETICHHUS KBapTUPBI Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:RoomNumberld) MuH. aiuna: 1.
Makc. mmuHa: 20
*.10.8.11. TlouToBHIii MOCJICIOBATEIBHOCTh OYKB HJIH M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
HHJIEKC udp, 1006aBIsieMas K IOYTOBOMY Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(csdo:PostCode) aJipecy ¢ IeNbI0 00JIerYeHuUs [Ta6non: [A-Z0-9][A-Z0-9 -]{1,8}[A-
COPTHPOBKH KOPPECIIOH/ICHIINH, B Z0-9]
TOM YHUCJIC ABTOMATHYECKOM
*.10.8.12. Homep HOMEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

aOOHEHTCKOr O AIINKa
(csdo:PostOfficeBoxId)

nNpeaAlpUATHHN IMOYTOBOM CBS3U

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.10.9. KonrtakTHbII KOHTAKTHBIA PEKBU3UT M.CDE.00059 ccdo:UnifiedCommunicationDetailsType | 0..*
PEKBU3UT X035HUCTBYIOIIETO CYOBhEKTa (M.CDT.00065)
(ccdo:Unified Ompenensiercs: 00IacTIMHU 3HAYCHHIA
CommunicationDetails) BJIO’KEHHBIX DJIEMEHTOB
*.10.9.1. Kox Buna KO/I0BO€ 0003HaUCHHE BUA M.SDE.00193 csdo:UnifiedCode20Type 0.1
CBSI3H cpencTBa (KaHalla) CBSI3U (M.SDT.00140)
(csdo:Unified (tenedon, dakc, aneKTpoHHAS 3HaYeHUE KOoJla U3 KJIaCCU(PHKATOPa,
CommunicationChannel | moura u gp.) OIPEICTICHHOTO aTPUOYTOM
Code) «Unentudukatop kaaccuuraropar.
Mumn. mna: 1.
Makc. mmuna: 20
a) Wnentuduxarop o0o3HaueHHe KinaccuukaTopa, B | — csdo:ReferenceDataldType 1
KJaccuukaropa COOTBETCTBUH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmuHa: 20
*.10.9.2. HAaUMEHOBAaHHE BUJA CPEACTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1

HaumenoBanue BHUa
CBs3H1
(csdo:Communication
ChannelName)

(xanana) cBsi3u (TenedoH, dakc,
AJIEKTPOHHAsS 110YTa U JIp.)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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*.10.9.3. I0CJIEIOBATEIbHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
Nnentudukarop kaHama | HACHTUPUIIUPYIOIIAS KaHAT CBS3H (M.SDT.00015)

CBSI3H (yxa3anue HOMepa TenedoHa, Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(csdo:Communication daxkca, aapeca IEKTPOHHOU Mus. amuna: 1.
Channelld) IOYTHI M JIP.) Makc. mmna: 1000

*.10.10. Kopx srama KO/I0BO€ 0003HAYCHHE ATl M.HC.SDE.00026 | hcsdo:ManufacturingStageCodeType 1.*

IIPOM3BOJICTBA IIPOM3BOJICTBA (M.HC.SDT.00006)

(hcsdo:ManufacturingStage 3HavyeHue KoJia U3 Kiiaccudukaropa

Code) «JTarbl MPOU3BOJICTBAY.

Mumn. mna: 1.
Makc. qnmuna: 3
a) Wnentuduxarop o0o3HaueHHe KinaccuukaTopa, B | — csdo:ReferenceDataldType 1

Ki1accupukaropa
(atpubyT codeListld)

COOTBETCTBHH C KOTOPBIM YKa3aH
KOm

(M.SDT.00091)

HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coJiepKalasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Munu. nnuHa: 1.

Makc. mmuHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.4. CBeneHus 00 ooue CBEIECHUS 00 OCHOBHOM M.HC.CDE.00407 | hccdo:RegistrationDocDetailsType 0.*
XapaKTEePUCTUKE JICKAPCTBEHHOTO JIOKYMEHTE, COJIepIKaIleM (M.HC.CDT.00049)
npemnapara peaHa3HAYCHHYIO JJIsI Omnpenensiercst 00IaCTIMH 3HAYCHHUN
(hccdo:DrugGeneralCharacteristic MEUIUHCKUX PAOOTHUKOB BJIOYKCHHBIX 3JIEMCHTOB
Details) uHbopMaIHo 0 6€30IMaCHOM H
3¢ PeKTUBHOM MPUMECHECHUH
JICKApCTBEHHOT'O Mperapara,
YTBEPIKIAEMOM YIIOJTHOMOUYCHHBIM
OpraHoM rocyJapcTBa — uieHa
Coro3a
2.4.1. HaummeHnoBaHue udpoBoe WK OyKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKYMEHTa U poBoe 0003HAYCHHE, Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(csdo:DocName) MIPUCBAaUBAEMOE IOKYMEHTY TIPH coJiepKaIiasi CHMBOJIOB pa3pbiBa CTPOKHU
€r0 PeTuCTpaIiu (#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmnaa: 500
2.4.2. ]Jlata mOKyMeHTa JaTa TOoJIUCaHUs, YTBEPIKICHHS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WIHA PETUCTPAIiU JIOKyMEHTa O0o03HaveHUE TaThl B COOTBETCTBUU C
I'OCT HCO 8601-2001
2.4.3. Jlata ucte4eHus cpoka JaTa OKOHYaHus cpoka, B Teuenue | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEWCTBUS JTOKyMEHTa KOTOPOT'O JIOKYyMEHT UMEET CHITY O06o3HaveHue JaThl B COOTBETCTBUH C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
2.4.4. JloxymeHT B popmare TOKyMeHT B popmare PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1

PDF
(hcsdo:PdfBinaryText)

(M.HC.SDT.00078)
Tekcr B popmare .pdf
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.4.5. Kox crpanbl KOZI0BO€ 0003HAYCHHE CTPAHbI, a M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOM MPUMEHSETCS TOKYMCHT (M.SDT.00112)
3HayeHue IByXOYKBEHHOTO KOJa U3
K1accu(puKaTopa CTpaH MUpa,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}
a) Wnpentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpuOyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
2.5. Ceepenust 00 MHCTPYKIIMK IO | CBEACHUS 00 MHCTPYKIUH I10 M.HC.CDE.00408 | hccdo:RegistrationDocDetailsType 0.*
MEAUIIMHCKOMY MPUMEHEHUIO MEAUIIMHCKOMY MPUMEHEHUIO (M.HC.CDT.00049)
JIEKapCTBEHHOTO Tpernapara JIEKapCTBEHHOTO TIpernapara Ormpenensiercs: 00TaCTIMU 3HAUCHUI
(hcedo:DrugUsagelnstruction BJIO)KCHHBIX 3JIEMCHTOB
Details)
2.5.1. HaumeHnoBanue 1udpoBoe Wik OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1

JIOKyMEHTa
(csdo:DocName)

undpoBoe 0003HAUEHUE,
IIPUCBANBAEMOE TOKYMEHTY IIPU
€ro perucTparuu

HopMmanu3oBanHas CTpoKa CHMBOJIOB, HE
coJieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gnuHa: 1.

Maxkc. mmnHa: 500
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2.5.2. Jlata qoKyMeHTa Jara MOAIMMCaHuUs, YTBEPIKICHHS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WM PETHUCTPALUU JTOKyMEHTa O06o03HaueHue JaThl B COOTBETCTBHH C
I'OCT 1CO 8601-2001
2.5.3. Jlata ucTeueHus CpoKa JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JOKYMEHT UMEET CHIIY OG6o3HaueHUE TAThl B COOTBETCTBUU C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
2.5.4. JloxymeHT B popmare noKyMeHT B popmare PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDE (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Tekcr B ¢popmare .pdf
2.5.5. Kopx crpansl KOJI0BOE 0003Ha4YeHue crpanbl, a | M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOU MPUMEHSETCS IOKYMEHT (M.SDT.00112)
3HaueHUe ABYXOYKBEHHOTO KOJa U3
KJIaccuukaropa cTpaH MUpa,
OTpeIeNIEHHOT0 aTpuOyTOM
«MnentudukaTop Kaaccupurkaropar.
[Ia6mnon: [A-Z]{2}
a) Wnentuduxarop o0o3HaueHue KnaccuukaTopa, B | — csdo:ReferenceDataldType 1

KJaccupukaTopa
(atpubyT codeL.istld)

COOTBETCTBHH C KOTOPHIM yKa3aH
KOJI

(M.SDT.00091)

Hopmanu3oBanHas cTpoka CHUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gouHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.6. Csenmenust 00 HTOrOBOM CBEJICHHS O IOKYMEHTE, M.HC.CDE.00409 | hccdo:RegistrationDocDetailsType 0.1
AKCTIEPTHOM OTYETE coJiepKaIieM pe3yJIbTaThl (M.HC.CDT.00049)
(hcedo:ExpertReportDetails) IKCIEPTU3bI OE30MACHOCTH, Omnpenensiercst 00IaCTIMH 3HAYCHHUN
3¢ (HEeKTHBHOCTH M Ka4ecTBa BJIOKEHHBIX AJIEMEHTOB
3asIBJICHHOT'O JICKAPCTBEHHOTO
npernapara u 3aKJIF0YCHHE O
BO3MOXKHOCTH €0 PETHUCTPAIUH,
nepeperucTpaluy, BHECCHHH
W3MEHCHHI B PErHCTPAIIMOHHOC
JI0ChE MM 00 OTKa3e B HUX,
COCTABJICHHOM JKCIIEPTHOM
OpraHu3anuei peepeHTHOrO
roCy/iapcTBa U MPeCTaBIsIEMOM
YIIOJTHOMOYEHHBIM OPTaHOM
pedepeHTHOTO TOoCyAapCTBa B
YIOJIHOMOYCHHBIC OPTaHbI
rOCy/IapCTB NPU3HAHU
2.6.1. HammeHnoBaHwue uQpoBoe WM OyKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKyMEHTa mdpoBoe 0003HAUEHHE, Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
(csdo:DocName) NPUCBaMBAaEMOE JOKYMEHTY IPH cozieprKamasi CHMBOJIOB pa3pbiBa CTPOKH
€r0 PeTUCTpaIiH (#xA) u TaOynsiimu (#X9).
Mun. nnmHa: 1.
Makc. ninuna: 500
2.6.2. Jlata moxyMmeHTa JaTa TOIMICaHUs, YTBEP K ICHHSI M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1

(csdo:DocCreationDate)

WM pErucTpanuu JOKYMCHTAa

O0o3HaueHue JaThl B COOTBETCTBUM C
T'OCT UCO 8601-2001
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2.6.3. Jlata ucTeueHHs CpoKa JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI JOKYMEHTA KOTOPOT'0 JOKYMEHT UMEET CHITY OO6o3HaueHUE JaThl B COOTBETCTBUU C
(csdo:DocValidityDate) I'OCT UCO 8601-2001
2.6.4. JloxymeHT B opmate noKkyMeHT B popmate PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDF (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Texcr B ¢popmare .pdf
2.6.5. Kopx crpansl KOJI0BOE 0003Ha4YeHue crpanbl, a | M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOM MPUMEHSETCS TOKYMEHT (M.SDT.00112)
3HaueHue ABYXOYKBEHHOTO KOJa U3
KJI1accu(pHUKaTOpa CTPaH MHPA,
OIpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Wnentudukartop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
KJaccugpukaTopa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Mun. gouHa: 1.
Makc. anuna: 20
2.7. CBezeHus O TUIaHE YIPABJICHUS | CBEACHUS O TUIaHE YIpPaBJICHUS M.HC.CDE.00410 | hccdo:RegistrationDocDetailsType 0.1

puckamu
(hccdo:RiskManagementPlan
Details)

pUCKaMu

(M.HC.CDT.00049)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIOKCHHBIX DJICMCHTOB
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2.7.1. HaummeHnoBaHue G poBoe WK OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKyMEHTa udpoBoe 0003HAUCHHE, Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
(csdo:DocName) NPUCBAaMBAEMOE JJOKYMEHTY IPH cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
€ro perucTparuu (#xA) u TaOynsimu (#X9).

MuH. qnuna: 1.

Makc. nnuna: 500
2.7.2. Jlata mOKyMeHTa Jata MmoHCaHKsI, YTBEPIKICHHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WM PETUCTPALIUH JOKYMEHTA O06o03Ha4YeHHE TaThl B COOTBETCTBHH C

I'OCT 1CO 8601-2001
2.7.3. Jlata ucTeueHHs CpOKa JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JOKYMEHT UMEET CHITY OG6o3HaueHUE AThl B COOTBETCTBUU C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
2.7.4. JloxymeHT B popmare noKyMeHT B popmare PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDF (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Tekcr B popmare .pdf
2.7.5. Kox crpaHbl KO/I0BO€ 0003HAUCHHE CTPaHbI, a M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountryCode)

KOTOpOfI IMPUMCHACTCA NOKYMCHT

(M.SDT.00112)

3HayeHue IByXOYKBEHHOTO KOJa U3
KJ1accupuKaTropa CTpaH MUpa,
OTpeieNIEHHOT0 aTpruOyTOM

«MneHtnukatop KiaccupuKaTopar.
[Hlabnon: [A-Z]{2}
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a) Wnentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
2.8. CaezeHusi 0 HOPMATUBHOM CBEIICHUS O JIOKyMEHTE, M.HC.CDE.00411 | hccdo:RegistrationDocDetailsType 0.1
JIOKYMEHTE I10 KaYeCTBY YCTaHABJIMBAIOILIEM TPEOOBaHUSI K (M.HC.CDT.00049)
JIEKapCTBEHHOTO Ipernapara KOHTPOJIIO Ka4eCTBa Omnpenensiercs: 00JacTIMH 3HAYCHHIA
(hcedo:QualityRegulatoryDoc JICKApCTBEHHOI'O Mperapara Ha BJIOKEHHBIX 3JICMEHTOB
Details) OCHOBAHUU TPOBEICHHOMN
IKCIIEPTHU3bI JIEKAPCTBEHHBIX
[penaparoB JUisi MEUIIMHCKOTO
PUMECHEHHSI
2.8.1. HammeHoBaHwue uQpoBoe WM OyKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKyMEHTa mdpoBoe 0003HAUEHHE, Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
(csdo:DocName) MPUCBAMBAEMOE JOKYMEHTY MPH CoJiepIKallasi CHMBOJIOB pa3pbiBa CTPOKU
€r0 PeruCTpaIiu (#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. nnuna: 500
2.8.2. Jlata moxymeHTa JaTa TOIICaHUs, YTBEPKICHHS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1

(csdo:DocCreationDate)

HJIN perucTpanmu JOKyMCHTA

O6o03HaueHue JaThl B COOTBETCTBUU C
I'OCT HCO 8601-2001
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.8.3. Jlata ncTeueHHs CpoKa JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEeUCTBHS JTOKYMEHTA KOTOPOTO JJOKyMEHT UMEET CHITY O0o03Ha4YeHUE TaThl B COOTBETCTBUH C
(csdo:DocValidityDate) I'OCT UCO 8601-2001
2.8.4. JloxymeHT B opmate noKkyMeHT B popmate PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDF (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Texcr B ¢popmare .pdf
2.8.5. Kopx crpansl KOJI0BOE 0003Ha4YeHue crpanbl, a | M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOM MPUMEHSETCS TOKYMEHT (M.SDT.00112)
3HaveHue ABYXOYKBEHHOTO KOJIA M3
Ki1accuukaTopa cTpaH Mupa,
OIpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Wnentudukartop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
KJaccugpukaTopa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#x9).
Mun. gouHa: 1.
Makc. nnuna: 20
2.9. Cenenus o aepkaTene CBEICHHS 00 OpraHU3aIuu — M.HC.CDE.00089 | ccdo:BusinessEntityDetailsType 0.1

(3asiBUTENIE) PErHCTPALUOHHOTO
YAOCTOBCPECHUA
(hccdo:RegistrationCertificate
HolderDetails)

JIEprKaTeIe PETUCTPALlUOHHOTO
YIOCTOBEpEHUS (3asBUTEINS) Ha
JIEKApCTBEHHBIN ITpenapar

(M.CDT.00061)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.9.1. Kox crpanbl KOZI0BO€ 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) PETUCTpAIMH XO3SHCTBYOLIETO (M.SDT.00112)
cyOobekTa 3HayeHue IByXOYKBEHHOTO KOJa U3
KJIaccu(puKaTopa CTpaH MUpa,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}
a) Wnpentuduxarop obo3HaucHMe Kiaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpuOyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
2.9.2. HanmeHoBaHue MOJTHOC HAMMEHOBaHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO3SICTBYIOIIETO CyOBhEKTa
(csdo:BusinessEntityName)

XO3SIICTBYIOILIET0 CyOBbEeKTa WK
bamunus, UM 1 OTYECTBO
(bu3nYecKoro auIa, BeAyIIero
XO35HCTBEHHYIO JI€ATEIIBHOCTh

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Makc. ngimmaa: 300
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2.9.3. Kparkoe HAaMMECHOBaHHE COKpaIlleHHOE HAMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
XO3HCTBYIOIIETO CyObEKTa XO3HCTBYIOIIETO CYOBEKTa UITH Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
(csdo:BusinessEntityBriefName) | ¢pamuiusi, uMst 1 0T4ECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU
(U3HYECKOTO NI, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SHCTBEHHYIO JCSITEILHOCTh MuH. mmHa: 1.
Makec. gmuna: 120
2.9.4. Kox opraHu3aiioHHO- KOZI0BO€ 0003HAYCHHE M.SDE.00023 csdo:UnifiedCode20Type 0.1
paBoBOil (HOPMBI OpraHU3aIMOHHO-TIPaBOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | ¢opmsl, B KoTOpOit 3HaYeHHE KOJla U3 KJIacCH(HUKATOPa,
3aperuCTPUPOBaH OIPEICTICHHOT'O aTPUOYTOM
XO3UCTBYIOIIHIA CYOBEKT «MnentudukaTop Kaaccuuraropar.
Munu. nnuHa: 1.
Makc. anuna: 20
a) Wnentuduxarop o0o3HaueHHe KnaccuukaTopa, B | — csdo:ReferenceDataldType 1

KJ1accupuKaropa
(arpuOyT codeL.istld)

COOTBCTCTBUU C KOTOpBIM YKaBaH
KOJI

(M.SDT.00091)

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Maxkc. mmHa: 20
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2.9.5. HanmmenoBanue HaMMeHOBaHKe opranusaionsno- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHU3alMOHHO-IPABOBOM npaBoBOM (OPMBI, B KOTOPOH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
bopmbI 3aperucTpupoOBaH CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntityTypeName) | xo3siicTBYOIINI CYOBEKT (#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 300
2.9.6. Unentuduxarop YHUKAJIbHBIN HICHTH()UKATOD M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3SICTBYIOIIETO CyOBhEeKTa XO3SICTBYIOIIETO CyOBhEeKTa (M.SDT.00157)
(csdo:BusinessEntityld) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. miuna: 1.
Makc. mmuna: 20
a) Merton uneHtudukanmum METO UICHTU(HUKAITIH - csdo:BusinessEntityldKindld Type 1
(arpubyT kindld) XO3SHCTBYIONINX CyOBEKTOB (M.SDT.00158)
3HaueHUe UIeHTU(UKATOpA U3
CIIPaBOYHUKA METOJIOB MICHTH()UKAIINH
XO3SICTBYIOIUX CYOBEKTOB
2.9.7. HayororuiatenpInuk COBOKYITHOCTh PEKBU3HUTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1

(ccdo: TaxpayerDetails)

MIPUCBOCHHBIX XO3SIMCTBYIOMEMY
CyOBEKTYy HaJOrOBOM CITyk)00H

(M.CDT.00019)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1. Unentuduxarop UAEHTU(DHUKATOP FOPHINIECKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1
HAJIOTOILIATE IbIIHKA WK (PU3MYECKOTO JIAIA B PEECTpe 3HaueHHe HIeHTU(DHUKATOpA B
(csdo:Taxpayerld) HAJIOTOTIATEIIBIIUKOB CTPAHbI COOTBETCTBHUH C IIPABUIIAMHU, IIPUHITHIMH
PErHCTpaIliK HAJOTOILIATE bITHKA B CTpaHE PErUCTPAIUH
HaJIOTOILIATE IbIIHKA.
MuH. mmHa: 1.
Makc. anuna: 20
*.2. Kox npuunHeI KOJI, MICHTU(HUITUP YIOIIHIA M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MOCTAaHOBKH Ha y4eT MPUYUHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason | opraHu3zaiu Ha HaJOTOBBIN yUeT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Code) B Poccuiickoii @eneparuu [Ta6mon: \d{9}
2.9.8. Anpec aznpec xossiicTpyromiero cyorekta | M.CDE.00058 ccdo:AddressDetailsV3Type 0.*
(ccdo:AddressV3Details) (M.CDT.00064)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKEHHBIX DJIEMEHTOB
*.1. Konx Buaa aapeca KOOBOE 0003HAaYECHHUE BUIA M.SDE.00192 csdo:UnifiedCode20Type 0.1

(csdo:AddressKindCode)

azmpeca

(M.SDT.00140)

3HadeHue KoJia U3 KiaccuukaTopa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«Unentudukarop knaccupuraTropar.
Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
*.2. Kox crpanbl KOZI0BO€ 0003HAYCHHE CTPAHBI B M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) COOTBETCTBHH C YKa3aHHBIM (M.SDT.00112)
KJIaCCU(PUKATOPOM CTpaH MHUpPA 3HaueHue MBYXOYKBEHHOTO KOJIa U3
Ki1accuukaTopa cTpaH Mupa,
OTpeIeNIEHHOT0 aTpUOyTOM
«UnenTudukarop kiaccupukaTopar.
la6mnon: [A-Z]{2}
a) Mnentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
KJIacCU(UKATOPA COOTBETCTBUH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. nnuna: 20
*.3. Kox teppurtopun KOJI eTUHHUIIBI afMUHNCTpaTuBHO- | M.SDE.00031 csdo:TerritoryCodeType (M.SDT.00031) | 0..1

(csdo:TerritoryCode)

TCPPUTOPHUATIBHOT'O ACIICHUA

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gnuHa: 1.
Makc. qmuna: 17
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*4. Peruon HAaNMEHOBAHHE CIUHUIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMUHUCTPATHBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE

TEPPUTOPHATHHOTO JCIICHHS CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
MIEPBOTO YPOBHS (#xA) u TaOynsimu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*5. Paiion HAaNMEHOBAHHE CIUHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATUBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB, HE
TEPPUTOPHATBHOTO JICTICHHSI COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
BTOPOTO YPOBHS (#xA) u TaOynsiimu (#X9).
MuH. muHa: 1.
Makc. mmna: 120
*.6. T'opon HaMMEHOBAHHE TOPOJIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmna: 120
*.7. HaceneHHbI! MyHKT HAaUMEHOBAHHE HACEIICHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1

(csdo:SettlementName)

MyHKTa

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.8. Viuna HaMMeHOBaHHMe dieMeHTa yiauaHo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOKHOM CETH TOPOJICKOM Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

UH(PACTPYKTYPHI CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 120
*.9. Homep goma 0003HaYEHKE J0Ma, KOPITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumberld) CTPOEHUS HopmanusoBaHHast CTpOKa CHMBOJIOB.
Mumn. mna: 1.
Makc. anuna: 50
*.10. Homep nomemnieHus o0o3HaueHne oduca mim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
(csdo:RoomNumberld) KBapTUPBI HopMmanu3oBaHHas CTpOKa CHMBOJIOB.
Munu. nnuHa: 1.
Makc. mmuHa: 20
*.11. TlouTOBBIi HHICKC MOCJICIOBATEIBHOCTh OYKB HJIH M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) mdp, 1oO6aBIsieMasi K IOYTOBOMY Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
aJipecy ¢ IeNbI0 00JIerYeHuUs [Ta6non: [A-Z0-9][A-Z0-9 -]{1,8}[A-
COPTHPOBKH KOPPECTIOHICHIINH, B Z0-9]
TOM YHCIIC aBTOMATHYECKOM
*.12. Homep abOHEHTCKOTO HOMEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

AIUKa
(csdo:PostOfficeBoxId)

nNpeaAlpUATHHN IMOYTOBOM CBS3U

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.9.9. KOHTaKTHBINH PEKBH3HUT KOHTAKTHBIA PEKBU3UT M.CDE.00059 ccdo:UnifiedCommunicationDetailsType | 0..*
(ccdo:UnifiedCommunication XO3SHMCTBYIOMIETO CYOBEKTa (M.CDT.00065)
Details) Ompenensiercs: 00IacTIMHU 3HAYCHHIA
BJIO)KEHHBIX DJICMEHTOB
*.1. Kon Buja cBsizu KO/I0BO€ 0003HaUCHHE BU/IA M.SDE.00193 csdo:UnifiedCode20Type 0.1
(csdo:UnifiedCommunication | cpenctBa (kaHasa) CBSI3U (M.SDT.00140)
ChannelCode) (tenedon, dakc, aneKTpoHHAS 3HaYeHUE KOoJla U3 KJIaCCU(PHKATOPa,
oy4Ta u Jp.) OIPEICTICHHOTO aTPUOYTOM
«Mnertudukarop KiraccupuKaTopa.
Mumn. mna: 1.
Makc. mmuna: 20
a) Unentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1
KJaccuukaropa COOTBETCTBUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmuHa: 20
*.2. HaumenoBaHwue Buia HaMMEHOBAaHME BUA CPEJCTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1

CBA3U
(csdo:CommunicationChannel
Name)

(xanana) cBsi3u (TenedoH, dakc,
AJIEKTPOHHAsS 110YTa U JIp.)

HopmannzoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. mmHa: 120
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JIOKyMEHTA PETUCTPALIIOHHOI'O
nena (10che)
(hcsdo:RegistrationDocld)

PEruCTPallMOHHOTO Jiena (J0Che)

(M.HC.SDT.00212)

Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsuu (#X9).

[Ia6mnon: [A-Z0-9]{8}-[A-Z0-9]{4}-[A-
Z0-9]{4}-[A-Z0-9]{4}-[A-Z0-9]{12}

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.3. Unentudukarop KaHajia | MOCIEI0BATEIbHOCTh CHUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
CBSI3U UJIeHTU(OUIHPYIOIAs KaHaJl CBS3U (M.SDT.00015)
(csdo:CommunicationChannel | (ykaszanue Homepa Tenedona, Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
Id) daxkca, aapeca IEKTPOHHOU Mus. amuna: 1.
IOYTHI U AP.) Makec. gmuaa: 1000
2.10. Cenenus o JOKyMEHTE CBEIICHUS O JIOKyMEHTE M.HC.CDE.00276 | hccdo:RegistrationFileDetailsType 0.*
PETHCTPALIMOHHOTO Jena (10Che) PErUCTPAIMOHHOTO Jiena (J0Che) (M.HC.CDT.00258)
(hccdo:RegistrationFileDetails) Omnpexensiercst 00IaCTIME 3HAYCHHUN
BJIO’KEHHBIX 3JICMEHTOB
2.10.1. IpusHak [IPHU3HAK, OMPEIEIISIONIUIA M.HC.SDE.00527 | bdt:IndicatorType (M.BDT.00013) 1
NPUHAUIC)KHOCTH JOKYMEHTA K | IPUHAJUIC)KHOCTh IOKYMEHTA K OnHO U3 IBYX 3HAYCHUIL: «truey
PETUCTPAIMOHHOMY JTOCHE pEruCcTpallMOHHOMY JIOChe: 1 — (uctunHa) win «false» (J10xp)
(hcsdo:RegistrationFilelndicator) | mokyMeHT perucTpalrOHHOTO
nocke; 0 — TOKyMEHT
PETHCTPAIIIOHHOTO Jieia
2.10.2. Unentuduxarop UICHTH(UKATOP JOKYMEHTa M.HC.SDE.00428 | hcsdo:RegistrationDocldType 0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.10.3. Koz Buja 10KyMeHTa KOJOBOE 0003HAYCHUE BUA M.HC.SDE.00098 | hcsdo:DrugRegistrationDocCodeType 0.1
PErUCTPAIIMOHHOTO JJOChE HA JIOKYMEHTA PETUCTPAITAOHHOTO (M.HC.SDT.00016)

JICKaApCTBEHHBIN Mpemnapar J0ChE Ha JICKapCTBCHHBIN 3HaueHHe KoJa U3 Kiaccudukaropa
(hcsdo:DrugRegistrationDoc mpemnapar «BuIBI JOKYMEHTOB PETUCTPAIHOHHOTO
Code) JI0ChE Ha JIEKaPCTBEHHBIN Tpermapar.
MuH. mmHa: 1.
Makc. anuna: 10
a) Wnpentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpuOyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
2.10.4. Kox Buja 10KyMeHTa KO/I0BO€ 0003HaUCHHE BUIA M.HC.SDE.00528 | hcsdo:DrugRegistrationFileCodeType 0.1

PETUCTPAlIMOHHOIO Aea Ha
JIEKapCTBEHHBIN IIpenapar
(hcsdo:DrugRegistrationFile
Code)

AOKYMCHTA PErUCTPpallMOHHOI'O
JAcJ1a Ha HeKapCTBCHHLIﬁ nmpenapar

(M.HC.SDT.00213)

3HaueHue KoJla U3 Kiaccugpukaropa
«Buapl TOKYMEHTOB PErUCTPAlMOHHOTO
Jiesia Ha JIEKApCTBEHHBIN TIpenapary.
Mun. gomHa: 1.

Makc. mmHa: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Wnentuduxarop obo3HaucHHe Kiaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccudukaropa COOTBETCTBHH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeListld) KOJI Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
cozieprKalasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
2.10.5. Kon atpubyra KOJIOBOE 0003HaYeHHE aTprUOyTa M.HC.SDE.00529 | hcsdo:AttributeCodeType 0.*
JTOKYMEHTa JOKYMEHTa (M.HC.SDT.00215)
(hcsdo:AttributeCode) Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsimn (#X9)
a) WneHtudukarop Kiova o0o03HaucHHE BUa aTpudyTa - hcsdo:KeyldType (M.HC.SDT.00214) 1
(atpubyT KeyldType) JOKYMEHTa PETUCTPAIIHOHHOTO Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
nena (I0cke) B COOTBETCTBUH C cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
KJ1accu()UKaTopoM BUIIOB (#xA) u TaOynsiimm (#X9).
JTOKYMEHTOB PETHUCTPAIIOHHOTO MuH. mmHa: 1.
J0ChE Makc. aimuna: 20
2.10.6. HaumenoBanue M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1

JOKyMEHTa
(csdo:DocName)

HaMEHOBAaHHUE JTOKYMEHTa
PETUCTPAIIMOHHOTO Jiena (I0Che)

Hopmann3zoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Mun. gouHa: 1.

Makc. gnmuaa: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2.10.7. Homep moxymeHTa HOMEp JOKYMCHTa M.SDE.00044 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:Docld) PETHCTPAIHOHHOTO Jiefa (10Che) Hopmanu3oBaHHas CTpoKa CHMBOJIOB.

Mumn. juna: 1.

Makc. anuna: 50
2.10.8. [lara noxymeHTa JaTa BeIJaud JIOKyMEHTa M.SDE.00045 bdt:DateType (M.BDT.00005) 1
(csdo:DocCreationDate) PETUCTPAIIMOHHOTO Jieja (J10Che) O0o3HaveHue 1aThl B COOTBETCTBUU C

I'OCT UCO 8601-2001
2.10.9. [lara ucreyeHus cpoka JaTa NCTEYECHUs CpPOKa IeHCTBUS M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JeUCTBHS JOKYMEHTA JOKYMEHTA PErUCTPAIIMOHHOTO O06o03Ha4YeHHE TaThl B COOTBETCTBHH C
(csdo:DocValidityDate) nena (10che) I'OCT UCO 8601-2001
2.10.10. HaunmeHnoBaHue HAaMMCHOBAHHE OPTaHU3aIHH, M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SHCTBYIOLIETO CyOBEKTa BBIJABIICH JOKYMEHT Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
(csdo:BusinessEntityName) PETUCTPAIIOHHOTO Jiefa (J10Che) coJiepKaIiasi CHMBOJIOB pa3pbiBa CTPOKHU

(#xA) u TaOynsiimm (#X9).

Munu. nnuHa: 1.

Makc. mmna: 300
2.10.11. ToxymeHT B popmare JTOKYMEHT PErHCTPAIIMOHHOTO M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDF nena (nocwe) B popmare PDF (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Texkct B ¢popmare .pdf
2.10.12. JToxymeHT B popmare JOKYMEHT PErHCTPAaLlMOHHOTO M.HC.CDE.00303 | hccdo:AnyDetailsType 0.1

XML
(hccdo:AnyDetails)

nena (mocke) B popmare XML

(M.HC.CDT.00274)
Omnpenensercst 001acTSIMU 3HaAYECHUN
BJIOKEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1. XML-nokymeHT XML-10KyMeHT MpOU3BOJILHON — 1
0 CTPYKTYPbI —
2.11. TexHomornuecKue COBOKYMHOCTH TexHosnoruyeckux | M.CDE.00032 ccdo:ResourceltemStatusDetailsType 1
XapaKTEPUCTUKH 3aITUCH OOIIETO CBEJICHUH O 3aIliCH 00IIero (M.CDT.00033)
pecypca pecypca Omnpenensercst 001acTIMU 3HaYECHUN
(ccdo:ResourceltemStatusDetails) BJIO)KCHHBIX 3JICMCHTOB
2.11.1. Tlepuon meiicTBuUs nepuoy aevicteus 3anucu oouiero | M.CDE.00033 ccdo:PeriodDetailsType (M.CDT.00026) | 0..1
(ccdo:ValidityPeriodDetails) pecypca (peectpa, mepeyHs, 0a3bl Omnpenensiercst 00IaCTIMH 3HAYCHHUN
JIAHHBIX ) BJIOYKCHHBIX 3JIEMCHTOB
*.1. HavanpHas nata v BpeMs | HavajbHas JaTa U BpeMs M.SDE.00133 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:StartDate Time) O0o3HaueHue aThl ¥ BPDEMEHU B
coorsercTBuM ¢ 'OCT MCO 8601-2001
*.2. KoHeuHas nata v BpeMsl | KOHEYHAs JlaTa U BpeMs M.SDE.00134 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:EndDateTime) O0o3HaueHue aThl ¥ BPDEMEHHU B
cootBerctBum ¢ [OCT MCO 8601-2001
2.11.2. Jlata u Bpems nara v Bpemsi ooHoBieHus 3anucu | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0.1

O0OHOBJICHUS
(csdo:UpdateDateTime)

oO1ero pecypca (peectpa,
nepeyHsi, 0a3bl JaHHBIX)

O6o03HaueHue 1aThl U BpEMEHHU B

cootBercteuu ¢ ['OCT NCO 8601-2001
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19. Onmcanue CTPYKTYpBl 3JEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)

«CBeeHUsI O COIJIACOBAHUHM OKCIIEPTHOIO OTYETa WM 3aMEYaHHIX
B OTHOIIIEHUH JOKYMEHTOB PErHCTPAIMOHHOTO JIejia MK PErHCTPAlHOHHOTO
(R.HC.MM.01.002) mnpuseneHo

JIOChE Ha JICKapCTBEHHBIM Mpenapary

B TaOmmne 11.

Tabnuia 11

OnucaHue CTPyKTYpPhI JJIEKTPOHHOTO JIOKYMeHTa (cBenieHuit) «CpeaeHus
O COTJIACOBAaHMM HKCIIEPTHOTO OTYETA WJIM 3aMEYAHUSX B OTHOIICHUH
JIOKYMEHTOB PETUCTPALIMOHHOTO JEJa UK PETUCTPALMOHHOTO TOChE

Ha JiekapcTBeHHBIH npemnapat» (R.HC.MM.01.002)

No | ObGo3HaueHHe dIeMEHTA Onucanue
/T

1 2 3

1 | Ums CBEJICHHSI O COTJIACOBAHUH IKCIICPTHOTO OTYETA HIIN
3aMe4YaHHUsIX B OTHOLICHUH JOKYMEHTOB PErHCTPAIMOHHOTO
JieNia WIK PETUCTPAIMOHHOTO JJOChE Ha JIEKAPCTBEHHBIM
npemnapar

2 | Unentuduxarop R.HC.MM.01.002

3 | Bepcus 1.0.0

4 | Onpenenenue CBEJICHHUS O COTJIAaCOBAaHUU HKCIIEPTHOTO OTUETA UITH
3aMeUYaHUSIX B OTHOLIEHHH JOKYMEHTOB PErHCTPAIMOHHOTO
JieNia WIK PETUCTPAIIMOHHOTO JJOChE Ha JIEKAPCTBEHHBIH
mpemnapar

5 | Ucnonp3oBaHue -

6 | Unentuduxarop urn:EEC:R:HC:MM:01:DrugRegistrationExpertReportDetali

IIPOCTPAHCTBA UMEH Is:v1.0.0
7 | KopHeBoli 35ieMeHT DrugRegistrationExpertReportDetails
XML-nokymenTa

8 | Ums ¢aiina XML-cxemsr | EEC_R_HC_MM_01 DrugRegistrationExpertReportDetail

s _v1.0.0.xsd
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20. UmmopTrpyeMble TPOCTPAaHCTBA UMEH MPUBEACHBI B Tabmuile 12.

Tabnuma 12
Nmnoptupyemsbie IpOCTPAHCTBA UMEH
No Nnentudukarop nmpocTpaHcTBa UMEH [Ipeduxc
/11
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X.X ccdo
2 | urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo
3 | urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo
4 | urn:EEC:M:SimpleDataObjects:vX.X. X csdo

CumBonbl  «X.X.X» B HUMIOPTHPYEMBIX MPOCTPAHCTBAX HMMEH
COOTBETCTBYIOT HOMEPY BepcHH Oa3WCHOW MOJENN JaHHBIX M MOJETHU
JAHHBIX MPEAMETHOM 00JacTH, HCIOJB30BAHHBIX NPU  pa3pabOTKe
U YTBEPXKIACHUU TEXHUUYECKUX CXEM CTPYKTYPbl JIEKTPOHHOTO JOKYMEHTa
(cBeneHuil) B coorBeTcTBUU ¢ NyHKTOM  Pemenus Komnerun EBpasuiickoi
SKOHOMHYECKON KOMUCCUU OT 20 1. Ne

21. PeKBU3HUTHBIM COCTAaB CTPYKTYPHI 3JEKTPOHHOTO JOKyMEHTa
(cBenmennii) « CBeleHUs NOKYMEHTA, MEPEIaBA€MOr0 B paMKax MEpPENHCKH
Mexay yrnonHoModeHHbIMU opranamu» (R.HC.MM.01.002) npuBenex

B Tabnue 13.
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Taommna 13

PeKkBU3UTHBIN COCTAB CTPYKTYPHI IJEKTPOHHOTO JOKYMEHTa (cBeneHui) «CBeieHusI TOKyMEHTa, IIepe1aBaeMoTro
B paMKax IMEePEHUCKHA MEXIy ynoadHoMo4eHHbIMU opranamu» (R.HC.MM.01.002)

Nwms pexBusura Onucanue pekBU3UTA Wnentudukatop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYMHOCTh TexHojornueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JOKyMEHTa (CBEICHHIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Koxa coobieHus 001iero Ko0Boe 00o3HaueHue coodmenus | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca obirero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBHU C
PeriameHTOM HH()OPMAIIHOHHOTO
B3aUMOJICVCTBHS.
[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\.MSG\.[0-9]{3}
1.2. Koj 31eKTpOHHOTO JOKYMEHTa | KOJOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1

(cBenmeHuin)
(csdo:EDocCode)

ANEKTPOHHOTO JOKYMEHTa
(cBeneHuit) B COOTBETCTBUU C
pEeCTpOM CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI

3HauyeHHEe KOJ1a B COOTBETCTBUH C
pPEECTPOM CTPYKTYP DJIEKTPOHHBIX
JIOKYMEHTOB Y CBEJICHUM.

Ia6non: R(\.[A-Z]{2}\.[A-Z]{2}\.[O-
9{2})?\.[0-9]{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UJeHTUDHUIUPYIOIAs (M.SDT.90003)
(cBeneHui) JJIEKTPOHHBINA JOKYMEHT 3HaveHue uaeHTudukaropa B
(csdo:EDocld) (cBeneHwMsI) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. UnentudukaTtop HCXOTHOTO UAEHTU(PHUKATOP HIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
AJIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBE/ICHHI1), B OTBET Ha (M.SDT.90003)
(cBeneHui) KOTOPBIH ObLT chopMupoBaH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIN 3JIEKTPOHHBINA JOKYMEHT coorerctBuu ¢ ISO/IEC 9834-8.
(cBeneHwMsI) [Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. [lara u Bpemsl 3JIE€KTPOHHOTO 7aTa ¥ BpeMsl CO3aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEIACHUH) 3JIEKTPOHHOTO JIOKYMEHTA OO6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBeneHMIA) coorBercTBum ¢ 'OCT MCO 8601-2001
1.6. Kox si3bika KOJIOBOE 0003HAYCHHUE SI3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
coorercTBuM ¢ I1SO 639-1.
[Ta6mon: [a-z]{2}
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

2. Kon ctpanbl
(csdo:UnifiedCountryCode)

KOJI0BO€ 0003HAUEHUE CTPAHBI,
HaMpaBUBIIEH JOKYMEHT

M.SDE.00162

csdo:UnifiedCountryCodeType
(M.SDT.00112)

3HayeHue IByXOYKBEHHOTO KOJa U3
KJ1accuuKaTopa CTpaH MUpA,
OIIPEICIICHHOTO aTPUOYTOM

«Unentudukarop kiaccuduraropar.
la6non: [A-Z]{2}

a) Wnentuduxarop
KJaccupukaTopa
(atpubyT codeL.istld)

o0o3HaueHue Kiaccudukaropa, B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJI

csdo:ReferenceDataldType
(M.SDT.00091)

Hopmanu3oBaHnHas CTpOKa CHMBOJIOB, HE
coJieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).

Mun. nnmHa: 1.

Makc. nnuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3. Howmep 3asBienus Homep 3asBieHus Ha peructpanuio | M.HC.SDE.00260 | hcsdo:ApplicationldType 0.1
(hcsdo:Applicationld) JICKApCTBCHHOTI'O Mperapara uin (M.HC.SDT.00061)
Ha MOATBEPKJICHUE PETHCTPALUU HopmanuzoBaHHas CTpOKa CHMBOJIOB, HE
(mepeperucTpanum) Uim Ha coJiepaKalliasi CUMBOJIOB pa3pbIBa CTPOKHU
BHECCHHE M3MCHCHHI B (#xA) u Tabymsiimn (#X9).
PErUCTPAIIMOHHOE JI0ChE Ha MuH. aiuna: 1.
JIEKApCTBEHHBIN ITpenapar Win Ha Makc. anuna: 50
MIPUBEJICHUE PETHCTPALMOHHOTO
JI0ChE JIEKAPCTBEHHOTO Tperapara,
3apEerUCTPUPOBAHHOTO JI0
BCTyIUIeHUs B cuity Cornamenus o
CIUHBIX TPUHIIMIIAX U TPaBHIAX
oOpalleHHs JIEKapCTBEHHBIX
CpPEACTB, B COOTBETCTBHE C
TpeboBanusiMu Coroza
4. Homep perucTparioHHOTO HOMEP PEruCTPauoOHHOTO M.HC.SDE.00045 | hcsdo:RegistrationCertificateldType 0.1
YIIOCTOBEPEHUS YIOCTOBEPEHUS (M.HC.SDT.00040)
(hcsdo:RegistrationCertificateld) Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
cozieprKamiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsuu (#X9).
Mun. nnmHa: 1.
Makc. mmaa: 50
5. Homep nokymenra HOMEp JIOKYMEHTa M.SDE.00044 csdo:1d50Type (M.SDT.00093) 0.1

(csdo:Docld)

PETUCTPALIMOHHOIO JIeja Ha
JIEKApCTBEHHBIN ITpenapar

Hopmanu3oBanHas cTpoka CHMBOJIOB.
Mun. nnomHa: 1.
Makc. pmuna: 50
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
6. HaumeHoBaHHE JOKYMCHTA HaMMEHOBAHHE JTOKyMEHTa M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
(csdo:DocName) PETHCTPAIIOHHOTO JIeIa Ha Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
JIEKapCTBEHHBII Tpernapar CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 500
7. Kon Buma 1okymMeHTa KOJOBOE 0003HAYCHUE BUA M.HC.SDE.00528 | hcsdo:DrugRegistrationFileCodeType 1
PETHCTPAIIMOHHOTO JIe)Ia Ha JOKYMEHTA PEerucTparioOHHOTO (M.HC.SDT.00213)
JIEKapCTBEHHBIN Tpernapar JieNa Ha JICKapCTBEHHBIH Ipenapar 3HauCHUE KOa U3 KilacCu(uKaTopa
(hcsdo:DrugRegistrationFileCode) «BuIpI JOKYMEHTOB PErUCTPAIHOHHOTO
Jieia Ha JIEKapCTBEHHBIH Tpernapar.
Munu. nnuHa: 1.
Makc. anuna: 10
a) Wnentudukarop o0o3HaueHHe KnaccuukaTopa, B | — csdo:ReferenceDataldType 1
KJIacCU(UKaTopa COOTBETCTBUH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKarasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Maxkc. mmHa: 20
8. Mlara mokymeHTa JaTa BbIIauM IOKYMEHTa M.SDE.00045 bdt:DateType (M.BDT.00005) 1

(csdo:DocCreationDate)

PErUCTPaAIIOHHOIO /1A Ha
JIeKapCTBEHHBIH Mpenapar

O0o3HaueHue JaThl B COOTBETCTBUM C
T'OCT UCO 8601-2001




104

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
9. Ilpu3Hak coriaacoBaHus JOKYMEHTa | IpH3HaK, onpenensromuii craryc | M.HC.SDE.00503 | bdt:IndicatorType (M.BDT.00013) 0.1
(hcsdo:DocAgreementindicator) COIJIACOBaHUS SKCIIEPTHOTO OnHO M3 IBYX 3HAUCHHIA: «truex»
otuera: | — 3KCHEePTHBIN OTUET (uctuna) wm «false» (710b)
cornacoBaH; 0 — 3KCIIEPTHBIN
OTYET HE COTIAaCOBaH
10. Hokyment B ¢popmate PDF CBEJICHHSI O COTJIACOBAaHUU M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 1
(hcsdo:PdfBinaryText) HKCIEPTHOrO OTYETA II0 OLEHKE (M.HC.SDT.00078)
WJIM 3aMeYaHus ToCy1apcTBa Tekcr B popmare .pdf
NPU3HAHKS B OTHOLICHUN
JTOKYMEHTOB PETHCTPAIHOHHOTO
Jie71a WM PErucTPannoHHOrO
JI0Che Ha JICKapCTBEHHBIH
npenapat B popmare PDF
11. Jdoxyment B popmate XML CBEJICHHUS O COTIIACOBAHUH M.HC.CDE.00303 | hccdo:AnyDetailsType 0.1
(hcedo: AnyDetails) AKCIEPTHOTO OTYETA IO OIEHKE (M.HC.CDT.00274)
WK 3aMEYaHHsI TOCy1apCTBa OrmpenensieTcst 00TaCTIMU 3HAUCHUI
NPU3HAHKS B OTHOLICHHU BJIOYKCHHBIX 3JICMCHTOB
JOKYMEHTOB PETHCTPALIMOHHOTO
JieNa Wi PErUCTPAIIMOHHOTO
JIOChE Ha JIEKApCTBEHHBIN
npemnapar B popmare XML
11.1. XML-noxymeHnt XML-10KyMeHT MPOU3BOJILHOM — 1

0

CTPYKTYPBI
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22. OnrcaHue CTPYKTYPBl 3JIEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)

«CBe/ieHUsI PETUCTPALMOHHOTO Jiefla WJM PETUCTPAIMOHHOTO  JIOChE

Ha JiekapcTBeHHbIi npenapar» (R.HC.MM.01.003) npuseaeHo B Tabnuie 14.

Tabnuua 14

Ornucanue CTPYKTYpbI AJIEKTPOHHOTO TOKYMEHTa (cBeneHuil) «CBeaeHus
PErMCTPALIMOHHOTO JIejia WM PETUCTPALIMOHHOIO JOChE Ha JIEKAPCTBEHHBIN
npenapar» (R.HC.MM.01.003)

No | OGo3nauenue saemMeHTa Onucanue
/11
1 2 3
1 Nwmsa CBCACHUS PCTUCTPALMOHHOI'O ACJIa WK PCrUCTPaiuOHHOTO
JI0ChE Ha JIEKAPCTBEHHBIN IIpenapar
2 | Unentudukarop R.HC.MM.01.003
3 | Bepcus 1.0.0
4 | Onpenenenue CBEJICHUS PETUCTPALMOHHOIO JIej1a WJIM PErUCTPALlUOHHOIO
JOChEC Ha J'IeKapCTBeHHHﬁ nperapar
5 | Ucnonb3oBanue —
6 | Unentudukarop urn:EEC:R:HC:MM:01:DrugRegistrationDocContentDetail
IIPOCTPAHCTBA UMEH s:v1.0.0
7 | KopHeBotii 35ieMeHT DrugRegistrationDocContentDetails
XML-nokymeHTa
8 | Ums daiima XML-cxemsr | EEC_R_HC_MM_01 DrugRegistrationDocContentDetails
_v1.0.0.xsd
23. ImniopTHpyeMble IpOCTPAHCTBA UMEH NMpUBEACHBI B Ta0muLe 15.
Tabauma 15
Nmnoptupyemsbie IpOCTPAHCTBA UMEH
Ne WnentuduxaTop npocTpaHCTBa UMEH [Tpeduxc
n/m
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X.X ccdo
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Ne W nenTudukaTop mpocTpaHCTBa UMEH [Tpeduke
/11

1 2 3

2 | urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo

3 | urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo

4 | urn:EEC:M:SimpleDataObjects:vX.X. X csdo

CumBosibl  «X.X.X» B HUMIOPTUPYEMBIX MPOCTPAHCTBAX HUMEH
COOTBETCTBYIOT HOMEPY BEpCUM Oa3UCHOW MOJEIM JaHHBIX M MOJEIU
JAHHBIX  TMPEAMETHOM 001acTH, WCMOJB30BAHHBIX TIPU  pa3pabOTKe
U YTBEPXKIACHUU TEXHUYECKUX CXEM CTPYKTYPbI JIEKTPOHHOTO JOKYMEHTA
(cBenmeHuil) B COOTBETCTBUU C TyHKTOM  Pemenus Komnerun EBpasuiickoii
SKOHOMHUYECKOW KOMHUCCUU OT 20 1. Neo

24. PEKBU3BUTHBIM COCTaB CTPYKTYpPbl DJICGKTPOHHOTO JIOKYMEHTA
(cBenmennil) «CBeneHUsT PETMCTPALMOHHOrO Jeja WM PErHUCTPAlMOHHOIO
nocke Ha JekapctBeHHbld  mpemnapat (R.HC.MM.01.003) mnpuBenex

B TaOnuie 16.
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Taommma 16

PeKkBH3UTHBIN COCTaB CTPYKTYPHI 3JICKTPOHHOTO JOKYMeHTa (cBeacHN) «CBEICHUS peruCTPaIllMOHHOTO JIeia
WIIM PETUCTPAIIMOHHOIO J0Che Ha JiekapcTBeHHbi npemnapar» (R.HC.MM.01.003)

Nwms pexBusura Onucanue pekBU3UTA Wnentudukatop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYMHOCTh TexHojornueckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOTO Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) JOKyMEHTa (CBEICHHIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Koxa coobieHus 001iero Ko0Boe 00o3HaueHue coodmenus | M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca obirero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBUU C
PernamentoM uHGOPMAIIMOHHOTO
B3aUMOJICVCTBHS.

[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\ MSG\.[0-9]{3}

1.2. Koj 31eKTpOHHOTO JOKYMEHTa | KOJOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) ANEKTPOHHOTO TOKYMEHTa 3HauYCHUE KOJIa B COOTBETCTBUH C
(csdo:EDocCode) (cBeieHMit) B COOTBETCTBHU C PEECTPOM CTPYKTYP AIIEKTPOHHBIX

PEECTPOM CTPYKTYP IJIEKTPOHHBIX JTOKYMEHTOB M CBEICHHIA.

JIOKYMEHTOB U CBEJICHUI Ia6non: R(\.[A-Z]{2}\.[A-Z]{2}\.[O-

9H2H?\.[0-9]{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UJeHTUDHUIUPYIOIAs (M.SDT.90003)
(cBeneHui) JJIEKTPOHHBINA JOKYMEHT 3HaveHue uaeHTudukaropa B
(csdo:EDocld) (cBeneHwMsI) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. UnentudukaTtop HCXOTHOTO UAEHTU(PHUKATOP HIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
AJIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBE/ICHHI1), B OTBET Ha (M.SDT.90003)
(cBeneHui) KOTOPBIH ObLT chopMupoBaH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIN JIEKTPOHHBINA JTOKYMEHT coorerctBuu ¢ ISO/IEC 9834-8.
(cBeneHwMsI) [Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. [lara u Bpemsl 2JI€KTPOHHOTO 7aTa ¥ BpeMsl CO3aHus M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEIACHUH) 3JIEKTPOHHOTO JIOKYMEHTA OO6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBeneHMIA) coorBercTBum ¢ 'OCT MCO 8601-2001
1.6. Kox si3bika KOJIOBOE 0003HAYCHHUE SI3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIH KOJI SI3bIKA B
coorercTBuM ¢ I1SO 639-1.
[Ta6mon: [a-z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2. Kox crpansr KOZI0BO€ 0003HAUCHHE CTPAHBI, M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) HaIpPaBUBIIEH JOKYMEHT (M.SDT.00112)
3HayeHue IByXOYKBEHHOTO KOJa U3
KJ1accuuKaTopa CTpaH MUpA,
OIPEICTICHHOTO aTPUOYTOM
«MnentudukaTop Kaaccuuraropar.
la6non: [A-Z]{2}
a) Wnentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPHIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
cojieprKariasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
3. Homep peructpaiinoHHOTO HOMEp PETUCTPAIIMOHHOTO M.HC.SDE.00045 | hcsdo:RegistrationCertificateldType 0.1

YAOCTOBCPCHUA
(hcsdo:RegistrationCertificateld)

YAOCTOBCPCHUSA

(M.HC.SDT.00040)

HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Mun. nnmHa: 1.

Makc. guna: 50
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
4. Howmep 3asBjeHus Homep 3asBieHus Ha peructpanuio | M.HC.SDE.00260 | hcsdo:ApplicationldType 0.1
(hcsdo:Applicationld) JICKApCTBCHHOTI'O Mperapara uin (M.HC.SDT.00061)
Ha MOATBEPKJICHUE PETHCTPALUU HopmanuzoBaHHast CTpOKa CHMBOJIOB, HE
(mepeperucTpanum) Uim Ha coJiepaKalliasi CUMBOJIOB pa3pbIBa CTPOKHU
BHECCHHE M3MCHCHHI B (#xA) u Tabymsiimn (#X9).
PErUCTPAIIMOHHOE JI0ChE Ha MuH. aiuna: 1.
JIEKApCTBEHHBIN ITpenapar Win Ha Makc. anuna: 50
MIPUBEJICHUE PETHUCTPALIMOHHOTO
JI0ChE JICKApPCTBEHHOTO Tpernapara,
3apEerUCTPUPOBAHHOTO JI0
BCTyIUIeHUs B cuity Cornamenus o
CIUHBIX TPUHIIMIIAX U TPaBHIAX
oOpalleHHs JIEKapCTBEHHBIX
CpPEACTB, B COOTBETCTBHE C
TpeboBanusiMu Coroza
5. CaezeHus 0 JOKYMEHTE CBEIICHUS O JIOKyMEHTE M.HC.CDE.00276 | hccdo:RegistrationFileDetailsType 0.*
PETHCTPAIIMOHHOTO Jiena (J0Che) PETHCTPAIIMOHHOTO Jiena (10Che) (M.HC.CDT.00258)
(hcedo:RegistrationFileDetails) Omnpenensiercst 00IaCTAMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
5.1. Tlpu3Hak npuHAAJIEKHOCTH MIPU3HAK, OTIPE SISO M.HC.SDE.00527 | bdt:IndicatorType (M.BDT.00013) 1

JOKYMCHTA K pCruCTpaliliOHHOMY
JO0ChEC
(hcsdo:RegistrationFilelndicator)

MPUHAJUIEKHOCTh JOKYMEHTA K
PEruCTpallMOHHOMY J10Cche: 1 —
JTOKYMEHT PETUCTPALITOHHOTO
nocke; 0 — TOKyMEHT
PEruCTPalIMOHHOTO JIeNia

OnHO U3 ABYX 3HAYCHHIA: «true
(uctuna) unu «false» (710kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
5.2. Unentudukarop J0KyMeHTa HUAEHTU(DHUKATOP JOKYMECHTA M.HC.SDE.00428 | hcsdo:RegistrationDocldType 0.1
PETHCTPAIIMOHHOTO Jiena (J0Che) PEruCTPalIMOHHOTO Jiena (10Che) (M.HC.SDT.00212)
(hcsdo:RegistrationDocld) Hopmanu3oBaHHas cTpoKa CUMBOJIOB, HE
COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u Tabymsiimn (#X9).
[a6aon: [A-Z0-9]{8}-[A-Z0-9]{4}-[A-
Z0-91{4}-[A-Z0-9]{4}-[A-Z0-9]{12}
5.3. Kox Bujia nokymeHTa KOJOBOE 0003HAYCHUE BUIA M.HC.SDE.00098 | hcsdo:DrugRegistrationDocCodeType 0.1
PETUCTPAIIIOHHOTO I0ChE HA JOKYMEHTa PErUCTPAIIOHHOTO (M.HC.SDT.00016)
JIEKapCTBEHHBIN Tpenapar JI0ChE Ha JICKapCTBEHHbIIH 3HaYCHUE KOa U3 KilacCu(puKaTopa
(hcsdo:DrugRegistrationDocCode) | npenapat «Bubl TOKYMEHTOB PErUCTPAIIMOHHOTO
JI0ChE Ha JIEKaPCTBEHHBIN Tpermapar.
Mun. nnmHa: 1.
Makc. anuna: 10
a) Wnentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1

KJaccupukaropa
(atpubyT codeListld)

COOTBCTCTBHH C KOTOPBIM YKa3aH
KoL

(M.SDT.00091)

HopmanuzoBaHHas cTpoka CUMBOJIOB, HE
coziepaKaliasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Mun. nnmHa: 1.

Makc. gnuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
5.4. Ko Buma 10KyMeHTa KOJOBOE 0003HAYCHUE BUA M.HC.SDE.00528 | hcsdo:DrugRegistrationFileCodeType 0.1
PETHCTPAIIMOHHOTO JIeJIa Ha JIOKYMEHTA PETUCTPAIMOHHOTO (M.HC.SDT.00213)
JIEKapCTBEHHBIN Tpernapar JieJIa Ha JICKapCTBEHHBIN Tpernapar 3HaueHHe KoJa U3 Kiaccudukaropa
(hcsdo:DrugRegistrationFileCode) «Bubl TOKYMEHTOB PEruCTPallMOHHOTO
JieJia Ha JIGKAPCTBEHHBIN TIperapaT.
MuH. mmHa: 1.
Makc. anuna: 10
a) Unentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
Kiaccupukaropa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(aTpuOyt codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
coJiepKaiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u Tabymsiimn (#x9).
Mun. nnmHa: 1.
Makc. anuna: 20
5.5. Ko arpubyra j0KyMeHTa KO/I0BO€ 0003HaueHHE aTpuoyTa M.HC.SDE.00529 | hcsdo:AttributeCodeType 0.*
(hcsdo:AttributeCode) JTOKYMEHTa (M.HC.SDT.00215)
Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsimm (#X9)
a) Mnentuduxarop kiroua o003HaYeHHE BUJIA aTpUOyTa — hcsdo:KeyldType (M.HC.SDT.00214) 1

(atpudyt KeyldType)

JOKYMEHTa PEeruCTPAIHOHHOTO
nena (10Che) B COOTBETCTBHH C
KJIacCU(UKATOPOM BHUIOB
JOKYMEHTOB PErHCTPAIlHIOHHOTO
J0Che

Hopmanu3oBanHas cTpoka CHUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsuu (#X9).

Mun. gnuHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.

5.6. HanmMeHnoBaHue 10KyMeHTa HaMMEHOBAHHE JTOKyMEHTa M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
(csdo:DocName) PETHCTPAIHOHHOTO Jiefa (10Che) Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE

cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH

(#xA) u TaOymsauu (#X9).

MuH. mmHa: 1.

Makec. gmuna: 500
5.7. Homep noxymeHTa HOMEp JIOKYMEHTa M.SDE.00044 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:Docld) PETHCTPAIHOHHOTO Jiefa (I0Che) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.

Mumn. mna: 1.

Makc. anuna: 50
5.8. Jlata nokymenra JaTa BeIJauu JIOKyMEHTA M.SDE.00045 bdt:DateType (M.BDT.00005) 1
(csdo:DocCreationDate) PETUCTPAIIMOHHOTO Jiefa (JI0Che) O0o3HaueHue aThl B COOTBETCTBUH C

I'OCT UCO 8601-2001
5.9. Jlata ucreueHus cpoka JaTa CTEYCHUs CPOKa EHCTBUS M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JICUCTBHS TOKYMEHTA JOKYMEHTa PETUCTPAIIHOHHOTO O0o03Ha4YeHue JaThl B COOTBETCTBHH C
(csdo:DocValidityDate) nena (10che) I'OCT UCO 8601-2001
5.10. HaumeHoBaHmue HAMMCHOBAHHE OPTaHU3AIHH, M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XOBﬂﬁCTBYIOH.[CFO Cy6’beKTa
(csdo:BusinessEntityName)

BBI/IaBIIEH TOKYMEHT
PErUCTPAIIMOHHOTO Jiena (J0Che)

HopmannzoBaHnHas cTpoka CUMBOJIOB, HE
coJiepKariasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOymsiimu (#X9).

Munu. gouHa: 1.

Makc. gnmunaa: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
5.11. Jokyment B popmare PDF JOKYMEHT PErHCTPAalHOHHOTO M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
(hcsdo:PdfBinaryText) nena (nocwe) B hopmare PDF (M.HC.SDT.00078)
Tekct B popmare .pdf
5.12. Jlokymenrt B opmare XML JOKYMEHT PErHCTPAILIMOHHOTO M.HC.CDE.00303 | hccdo: AnyDetailsType 0.1
(hcedo: AnyDetails) nena (nocwe) B popmare XML (M.HC.CDT.00274)
Omnpenensercst 001acTSIMU 3HAYCHUN
BJIO’KEHHBIX 3JIEMEHTOB
5.12.1. XML-gokymeHT XML-10KkyMeHT IPOU3BOJIbHOM — 1

0

CTPYKTYPBI




25. Onucanue CTPYKTYpPBI
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DJIGKTPOHHOTO JIOKyMEHTa (CBEICHHIA)

«CBeneHust 0 HOMEpPE PErUCTPALIMOHHOTO YAOCTOBEPEHNS HA JIEKAPCTBEHHBIN

npemnapa (R.HC.MM.01.004) npuseneno B Tadauie 17,

Tabmnuma 17

Ornucanue CTPYKTYpbI AJIEKTPOHHOTO TOKYMEHTa (cBeneHuil) «CBeaeHus
0 HOMEPE PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HA JICKAPCTBEHHBIN IIpenapar»

(R.HC.MM.01.004)

Ne | OOGo3naueHue eMeHTa Onucanue
1/
1 2 3
1 Nwmsa CBCACHUA O HOMEPC PCTUCTPAIITMOHHOT'O YIOCTOBCPCHHA HA
JIEKapCTBEHHBIN IIpernapar
2 | Unentudukarop R.HC.MM.01.004
3 | Bepcus 1.0.0
4 | Onpenenenue CBEIEHUS 0 HOMEPE PETUCTPALMOHHOIO YAOCTOBEPEHHS Ha
JICKapCTBEHHBIN Ipenapar
5 | Ucnonp3oBanue —
6 | Unentudukarop urn:EEC:R:HC:MM:01:DrugRegistrationNumberRequestD
MIPOCTPAHCTBA UMEH etails:v1.0.0
7 | KopHeBotii 35ieMeHT DrugRegistrationNumberRequestDetails
XML-nokymeHTa
8 | Ums daiima XML-cxemsr | EEC_R_HC_MM_01 DrugRegistrationNumberRequestDet
ails_v1.0.0.xsd
26. ImnopTrpyeMble IpOCTPAHCTBA UMEH MpUBEAeHBI B Ta0muue 18.
Tabauma 18
Nmnoptupyemsbie IpOCTPAHCTBA UMEH
Ne WnentuduxaTop npocTpaHCTBa UMEH [Tpeduxc
n/m
1 2 3
1 | urn:EEC:M:ComplexDataObjects:vX.X.X ccdo
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Ne W nenTudukaTop mpocTpaHCTBa UMEH [Tpeduke
/11

1 2 3

2 | urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo

3 | urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo

4 | urn:EEC:M:SimpleDataObjects:vX.X. X csdo

CumBosibl  «X.X.X» B HUMIOPTUPYEMBIX MPOCTPAHCTBAX HUMEH
COOTBETCTBYIOT HOMEPY BEpCHM Oa3WCHOW MOJEIM JaHHBIX M MOJEIU
JAHHBIX TPEAMETHOM O0OJacTH, WCIOJIB30BaHHBIX TIPU pa3paboTke U
YTBEPKJICHUN TEXHUYECKUX CXEM CTPYKTYPhl 3JIEKTPOHHOTO JOKYMEHTa
(cBenmeHuil) B COOTBETCTBUU C TyHKTOM  Pemenus Komnerun EBpasuiickoii
SKOHOMHUYECKOW KOMHUCCUU OT 20 1. Neo

27. PEeKBU3UTHBIA COCTAaB CTPYKTYPbl 3JEKTPOHHOTO JOKYyMEHTa
(cBenmennil) «CBeIEeHHSI O HOMEpPE PETHCTPALMOHHOIO YAOCTOBEPEHUS Ha

nekapctBenHbii npenapar» (R.HC.MM.01.004) npusenen B Tadauie 19.
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Taommma 19

PeKkBH3UTHBIN COCTaB CTPYKTYPHI 3JICKTPOHHOTO JOKYMeHTa (CBeacHU) «CBEICHUS 0 HOMEPE PErHCTPAIIMOHHOTO
yIOCTOBEpEHHUs Ha JiekapcTBeHHbIH npemnapaT» (R.HC.MM.01.004)

Wwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYITHOCTb TEXHOJIOTHYECKUX M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
JIOKyMEHTA (CBEACHUH) PEKBHU3UTOB 3JIEKTPOHHOIO JOKYMEHTA Omnpenensercst 001acTSIMU 3HaYCHUN
(ccdo:EDocHeader) (cBenCHMIA) BJIOKEHHBIX 3JICMEHTOB
1.1. Koz coobiieHust 001iero | KogaoBoe 0003HaUYCHHE COOOIICHHUS M.SDE.90010 csdo:InfEnvelopeCodeType 1
npoiiecca o0r1iero mpoiecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3Ha4YeHHUE KOJIa B COOTBETCTBUU C
PerinamenToM nHPOPMAIIMOHHOTO
B3aUMOJICVCTBHS.

[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\ MSG\.[0-9]{3}

1.2. Kop 3nekTpoHHOTO KOJIOBOE 0003HAYCHHE DIICKTPOHHOTO M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1

JIOKyMEHTa (CBEICHHIA) JOKyMEHTa (CBEICHHIT) B COOTBETCTBUU 3HaveHKe KoJ1a B COOTBETCTBHH C

(csdo:EDocCode) C PEECTPOM CTPYKTYP DIIEKTPOHHBIX PEECTPOM CTPYKTYP IICKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI JIOKYMEHTOB Y CBEJICHUM.

Ila6non: RO\.[A-Z]{2}\.[A-Z]{2}\.[0-
9]{21)?\.[0-9]{3}
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Wwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UIECHTU(DUIHPYIOIIAs DJICKTPOHHBIN (M.SDT.90003)
(cBeneHuin) JIOKYMEHT (CBEACHUS) 3HaueHne uIeHTUPUKATOPA B
(csdo:EDocld) coorBerctBuu ¢ ISO/IEC 9834-8.
[a6aon: [0-9a-fA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.4. Unentudukarop UIEHTU(PHUKATOP DIEKTPOHHOTO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
HCXOJIHOTO AJIEKTPOHHOTO JIOKyMEHTa (CBECHUI), B OTBET Ha (M.SDT.90003)
JIOKYMEHTA (CBeIeHUH) KOTOPBIi ObIT chOpMUPOBAH JaHHBIHI 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) 9JIEKTPOHHBIN TOKYMEHT (CBEICHHMS) coorerctBuu ¢ ISO/IEC 9834-8.
[Ia6mown: [0-9a-FA-F]{8}-[0-9a-fA-
F1{4}-[0-9a-fA-F]{4}-[0-9a-fA-F]{4}-
[0-9a-fA-F]{12}
1.5. Jlara u Bpems JaTa ¥ Bpems co3anus snektponHoro | M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
3JIEKTPOHHOTO JOKYMEHTA JIOKyMEHTA (CBEIACHUH) OO6o3HaueHue 1aThl U BPEMEHU B
(cBeneHMiN) cootBercTBuu ¢ ['OCT MCO 8601-2001
(csdo:EDocDateTime)
1.6. Kon si3pika KOZI0BO€ 0003HAYEHHUE S3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOYKBEHHBIN KOJ sI3bIKA B
cootBercTBuH ¢ 1SO 639-1.
[Ia6non: [a-z]{2}
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Wwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
2. Homep 3asBiienus HOMED 3asBJICHHS HA PETUCTPAIIUIO M.HC.SDE.00260 | hcsdo:ApplicationldType 1
(hcsdo:Applicationld) JIEKapCTBCHHOT'O Mperapara Wid Ha (M.HC.SDT.00061)
HOATBEPK/ICHUE PErUCTPALIUU Hopmanu3oBaHHas cTpoKa CUMBOJIOB, HE
(mepeperucTpalym) Wik Ha BHECCHHE cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
W3MEHEHUH B PETUCTPAIMOHHOE JI0ChE (#xA) u Tabymsiimn (#X9).
Ha JICKApCTBEHHBIH Mperapar Wi Ha Mus. aiuna: 1.
IIPUBEJICHUE PETUCTPALIMOHHOTO JOChE Makc. anuna: 50
JIEKapCTBEHHOTO Tperapara,
3apEerUCTPUPOBAHHOTO JI0 BCTYIUICHUS
B cruty CorJameHust 0 eIuHbIX
NPUHIKIAX U TpaBUIaX 0OpaleHus
JICKaPCTBEHHBIX CPEJIICTB, B
cooTBeTcTBHUE ¢ TpeboBanusIMU Coro3a
3. Homep peructpaiinoHHOTO HOMEP PETUCTPAIIMOHHOTO M.HC.SDE.00045 | hcsdo:RegistrationCertificateldType 0.1

YAOCTOBCPCHUA
(hcsdo:RegistrationCertificateld)

YAOCTOBCPCHUA

(M.HC.SDT.00040)

Hopmanu3zoBaHHas cTpoka CUMBOJIOB, HE
coJiepKalasi CAMBOJIOB pa3pbIBa CTPOKH
(#xA) u TaOynsiimm (#X9).

Mun. gnuHa: 1.

Makc. gnuna: 50




