YTBEPXJIEHO

Pemennem Kosuternmn
EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
oT 20 1. Ne

ONMUCAHHUE
(opMaTOB M CTPYKTYP 3JIEKTPOHHBIX JOKYMEHTOB M CBEJICHUI,
HCIOJIb3YEeMbIX [IUIS PeaJIN3aliU CPeACTBAMI HHTETPUPOBAHHOM
HH(GOPMALMOHHON CUCTEeMbI BHEIIIHEH U B3AUMHOM TOPrOBJIH
o0urero mpouecca «P@opmupoBaHue, BelcHUE U UCII0JIb30BAHHE ¢UHOMI
UH(GOPMALMOHHOM 0a3bI JAHHBIX JIEKAPCTBEHHbIX CPEACTB,

He COOTBETCTBYKWINMX TPeOOBAHUAM M0 KA4eCTBY, a TAKXKe
¢panbcupuuUUpPOBAHHBIX U (MJIM) KOHTPA(PAKTHBIX JIEKAPCTBEHHBIX
CPeICTB, BbISIBJCHHBIX HA TEPPUTOPUAX IFOCYIAPCTB — YJICHOB
EBpa3uiickoro 3k0HOMHUY€CKOI0 CO03a»

|. O0mue monoxeHust

1. Hacrosiuee Onucanue pa3zpaboTaHo B COOTBETCTBUU
CO CHEQYIOIIMMH aKTaMH, BXOJAIIMMU B IIpaBO  EBpa3uiickoro
PKOHOMHYECKOT0 coro3a (nanee — Coro3):

JoroBop o EBpa3uiickoM 3KOHOMUYECKOM coro3e oT 29 mast 2014 rona;

Pemrenne Kosermn  EBpa3uiickoi  3KOHOMHUYECKOM  KOMMCCUU
or 6 wHosOps 2014 1. Ne 200 «O TEXHOJOTMUECKHX JIOKYMEHTaX,
periaMeHTUPYIOMUX HWH(POPMAIMOHHOE B3aUMOJCHCTBHE MPHU peaTn3aluu
CpEICTBAaMH HMHTETPUPOBAHHON HMH(POPMAIIMOHHOW CHUCTEMBI BHEIIHEH
Y B3aMMHOM TOPrOBJIM OOIIMX MPOIECCOBY;

Pemienne Kosmermn  EBpa3uiickoi  3KOHOMHUYECKOM  KOMHMCCUU
or 14 ampems 2015 r. Ne 29 «O mepedne oOmMMX MPOIECCOB B paMKax
EBpa3zuiicCKOoro  3KOHOMHMYECKOTO  COK3a W BHECEHHMM  HW3MCHEHHS
B Pemenne Komternn  EBpa3uilcCKOM  3KOHOMHUYECKOM  KOMHCCHUU

ot 19 aBrycra 2014 r. No 132,



I1. O6nacTe nprMeHeHus

2. Hacrosimee Ommucanue omnpenenseT TpeOoBaHus K dopmaTam
U CTPYKTypaM d3JIEKTPOHHBIX JOKYMEHTOB M CBEICHHM, MCIOJIb3YEMbIX MPHU
WHPOPMAITMOHHOM  B3aMMOJICHCTBMM B  paMKax oOIIero Impoiecca
«DopMupoBaHue, BEJICHWE W HCIIOJIb30BAaHUE CIUHOW WH(POPMAIMOHHOU
0a3bl JaHHBIX JICKAPCTBEHHBIX CPEJICTB, HE COOTBETCTBYIOIIUX TPEOOBAHUSIM
0 KayecTBY, a Takxe (PaabCU(PUIMPOBAHHBIX U (MJIM) KOHTpaaKTHBIX
JIEKAPCTBEHHBIX CPEACTB, BBISBJICHHBIX HA TEPPUTOPHUSIX TOCYAAPCTB —
qIeHOB EBpazuiickoro S5KOHOMHUYECKOTO COr03a (J1ajnee — oOImuii 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 omnuchiBaeTCAd 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  PEKBU3UTA» — yCTOSIBIIEECS WM OQUIMAIBHOE CIOBECHOE
0003HaYCHNE PEKBU3HUTA;

«OIHCAHUE PEKBU3UTA» — TEKCT, TMOSICHSIIOMIMN CMBICT (CEMaHTHUKY)

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
(onIIMOHAILHOCTD) 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..* — pexBU3UT 00s13aTEIEH, 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
U 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 YPOBHSX MOJICIIMPOBAHUS, SIBISIOTCS CEMAHTUYECKU HEUTPATbHBIMU

N HC OTpaAXaroT cneuﬂ(bmcy MpEaAMCTHBIX O6JIaCTef/'I;
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«MOJIeTTh ~ JaHHBIX» — TMPEJACTAaBICHHE MOPHUANYECKUX  (PaKTOB
(oOcTOATENbCTB, JACHUCTBUI WM  COOBITHM), CBA3€H MEXKIYy HUMU
U UX COCTOSHMH B BUJE Tpaduyueckoro W (WIM) CIOBECHOTO OIHMCAHUS,
MIPUTOIHOE IS TIepelaun, HHTepIpeTalni U 00paboTku (popMarTn30BaHHBIM
o0pa3oM, OrpaHMYECHHOE paMKaMH TMPEAMETHBIX O00JIacTel peann3auu
OOIIIHUX MPOIECCOB;

«MOJIeTh JAaHHBIX MPEIMETHONW 00JacTH» — YacTh MOJEIH JaHHBIX,
colepkaliasi MOBTOPHO HCIOJb3yEeMble JUISi TOCTPOCHHUS  CTPYKTYP
AJIIEKTPOHHBIX JOKYMEHTOB M CBEJACHHUN OOBEKTHI, OTpakarolue Crenupuky
OTpeIeJICHHON TPEeIMETHOW 00JIaCTH, CaMH SIBJISIONIAECS Pe3yJIbTaTOM
MOJICIMPOBAHUS, B TOM YHCIE€ C HCIOJIb30BAHUEM OOBEKTOB Oa3UCHOMN
MOJICITA JAHHBIX;

«mpeaMeTHas  obmacte» — cdepa geaTenbHOCTH  EBpasuiickoii
YKOHOMHUYECKON KOMHUCCHUH U (WJIHM) YITOJTHOMOYEHHBIX OPTaHOB TOCYAapCTB —
yieHoB Coro3a WM €€ 4YacTh, B KOTOPOM peaqu3yroTCs MOJTHOMOYMS,
NPEIYCMOTPEHHBIE  MEXIYHAPOAHBIMH  JOTOBOPAaMH W aKTaMH,
coctapisironuMu 1paBo Coro3a, W 3aKOHOAATEIIBCTBOM TOCYAapCTB-UJICHOB
COOTBETCTBEHHO;

«peecTp CTPYKTYP IJICKTPOHHBIX TOKYMEHTOB M CBEICHHI» — PEecTp,
BKJIFOYAIONUHA B ceOs TONHBIA TEPEYCHb CTPYKTYP DJICKTPOHHBIX
JOKYMEHTOB W  CBEJCHUH, UCIIOJIB3YEMBIX ~ MPU  peau3aiuu
WHOOPMAIIMOHHOTO  B3aWMOJCHCTBHS B  HMHTETPUPOBAHHOM  CHCTEME,
onpenencHubli  Pemennem Kosmernn  EBpa3uiickonl  3KOHOMUYECKOU
komuccur oT 30 ceHTsaops 2014 1. Ne 180;

«PEKBU3HUT» — CIMHUIIA JAHHBIX JICKTPOHHOTO JOKyMEHTA (CBEICHUN),
KOTOpasl B OMPE/ICICHHOM KOHTEKCTE CUNTACTCS Hepa3aeIMMOM.

WNHble  TOHATHSA, HUCHONb3yeMble B Hactosmiem  OnucaHuw,

MPUMEHAIOTCS B 3HAUCHUSX, ONpeAcieHHbIx B nyHkTe 4 IlpaBuin
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UH()OPMALIMOHHOTO  B3aUMOJCHMCTBUS MpPU  peaiu3alid  CPeICcTBaMU
UHTEITPUPOBAHHONW HWH(POPMALMOHHON CHUCTEMbl BHEUIHEH U B3aUMHOUN
TOProBiau obmiero mpouecca «DopMHUpoBaHUE, BEIECHHWE U HMCIOJIb30BAHUE
eauHoW uWH(OpManMOHHOM 0a3bl JaHHBIX JIEKAPCTBEHHBIX  CPECTB,
HE  COOTBETCTBYIOIIMX  TpeOOBaHUSAM MO  KayecTBy, a  TaKxke
banbcupuuupoBaHHbIX U (MIM) KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEICTB,
BBIIBJICHHBIX Ha  TEPPUTOPUSX TOCYJIApCTB — UJeHOB  EBpasuiickoro
DKOHOMHMYECKOTO  COK3a»,  yTBEpxkIcHHbIX  Pemenuem  Kosuternu
EBpa3uiickoil 53KOHOMHYECKONH KOMUCCUU OT 20 1. Ne

B Tabomumax 4, 7, 10, 13 macrosmero Onucanusa noxa PermameHtamu
UH(}OPMALIOHHOTO B3aUMO/ICUCTBUSA NOHUMAIOTCS Pernament
MH(POPMAITMOHHOTO B3aUMOJICHCTBUS MEXKY YMOJHOMOYEHHBIMU OpraHaMH
rOCyJapCTB — YJICHOB EBpasniickoro 3KOHOMUYECKOTO COr03a
IIPU pealiu3alluy CPeCTBAMHU MHTETPUPOBAHHON HHPOPMAIIMOHHON CUCTEMBI
BHEIIHEH M B3aMHOW TOPTOBIM o00Imero mpoiecca «DopMUpPOBaHHE,
BEJICHUE U HCIMOJb30BaHUE €AUHONM HH(POPMAIMOHHONW 0a3bl JaHHBIX
JIEKapCTBEHHBIX CPEACTB, HE COOTBETCTBYIOLIUMX TPEOOBAHUSIM [0 KaueCTBY,
a Takke (QanbCUUIMPOBAHHBIX M (MJIM) KOHTPA(AKTHBIX JEKAPCTBEHHBIX
CPEJCTB, BBISIBJICHHBIX Ha TEPPUTOPHUAX TOCYIapCTB — ujieHOB EBpa3uiickoro
PKOHOMHUYECKOTO COt03a» U PermameHT nH()OPMAIIMOHHOTO B3aUMOACHCTBUS
MEXKYy YIIOJHOMOYEHHBIMU OpraHaMu U EBpa3suilcKOM 3KOHOMUYECKOU
EBpa3uiickorl >KOHOMMYECKOW KOMHUCCHUEW IIpU peanv3aluud CPeACTBAMU
WHTETPUPOBAHHONW HWH(POPMAIIMOHHONW CHCTEMBbl BHEIIHEW W B3aWMHOU
ToproBiu oOuiero npoiecca «dopmupoBaHue, BeICHUE U HCIOIb30BAHUE
ennHOW WH(OpMAMOHHOW 0a3bl JAaHHBIX JICKAPCTBEHHBIX  CPEICTB,
HE  COOTBETCTBYIOIIMX  TpeOOBaHUSM MO  KayecTBy, a  TaKxke
banbcuuIMpoBaHHBIX U (MJIM) KOHTpadaKTHBIX JICKAPCTBEHHBIX CPEACTB,

BBISIBICHHBIX ~HA  TEPPUTOPHUSAX  TOCYAApPCTB — YICHOB  EBpa3uiickoro
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9KOHOMHYCCKOI'O CORO3a», YTBCPIKACHHLIC Pemenuem Komneruun

EBpa3uiickoil 3KOHOMUYECKOH KOMUCCHH OT 20 1. Neo

V. CTpyKTypbl 31€KTPOHHBIX JOKYMEHTOB U CBEJICHUI

0. IlepeueHb CTPYKTYp DJIGKTPOHHBIX JOKYMEHTOB M CBEICHHUI

npuBeieH B Tabuie 1.

Tabnuua 1

IIepedeHb CTPYKTYp 3JAEKTPOHHBIX JOKYMEHTOB U CBEACHUM

Ne | Unentudukarop Nwms [IpocTtpancTBO NMEH
/11
1 2 3 4
1 CTpyKTypBI JIEKTPOHHBIX JOKYMEHTOB M CBEJICHUI
B basucHoit Mmonenun
1.1 | R.006 YBEJIOMJICHHE O PE3yJIbTaTe urn:EEC:R:ProcessingResultD
00paboTku etails:vY.Y.Y
1.2 | R.007 cocrosiHue akTyanuzanuu obmero | urn:EEC:R:ResourceStatusDet
pecypca ails:vy.Y.Y
2 CTpyKTypBl 3JIEKTPOHHBIX JOKYMEHTOB U CBEIEHUIN

B IIPEIMETHOM 00J1aCTH «3]IpaBOOXpaHEHHUE

2.1 | RHC.MM.03.00 | cBenenus o pe3yabTarax urn:EEC:R:HC:MM:03:DrugM
1 KOHTPOJISI Ka4ecTBa onitoringDetails:v1.0.0
JIEKapCTBEHHBIX CPEICTB

2.2 | RHC.MM.03.00 | 1omoiHUTEILHEBIE CBEICHUS, urn:EEC:R:HC:MM:03:Counte
2 cBsizaHHbIe ¢ (hakToM BeisiBiieHus | IfeitDrugRequestDetails:v1.0.0
¢banbcupuIMPOBAHHOTO,

KOHTpa(aKkTHOIO U (WJIN) HE
COOTBETCTBYIOIETO TPEOOBAHUAM
M0 Ka4eCTBY JICKAPCTBEHHOTO
cpeacTBa

1. CTpyKTypbl 3JIEKTPOHHBIX JOKYMEHTOB U CBEJICHUI
B ba3zucuHoit monenu
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10. Onmcanue CTPYKTYpBl 3JEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)

«YBenmomiieHue o pesynbrare 00padotku» (R.006) npuBeneHo B Tabnwie 2.

Tabnuua 2

OnucaHue CTPYKTYpPbI AIEKTPOHHOTO TIOKYMEHTA (CBEJIEHU) «Y BeIOMIICHUE
o pesynbrare o0padoTkn» (R.006)

Ne | ObGo3HaueHue daeMeHTa Onucanue
/T
1 2 3
1 | Ums YBEIOMJICHHE O pe3ysibTare 00paboTKu
2 | Unentuduxarop R.006
3 | Bepcus Y.Y.Y
4 | Onpenenenue CBEICHUS O pe3yibTare 00paboTKHU 3arpoca PECIOHACHTOM
5 | Ucnonb3oBanue —
6 | Unentudukarop urn:EEC:R:ProcessingResultDetails:vY.Y.Y
HPOCTPAHCTBA UMEH
7 | KopHeBoii a1ieMeHT ProcessingResultDetails
XML-nokymeHTa
8 | Ums daiina XML-cxemsr | EEC_R_ProcessingResultDetails_vY.Y.Y.xsd

CumBoibl «Y.Y.Y» B NPOCTpPAHCTBAX UMEH CTPYKTYpP SJIEKTPOHHBIX
JOKYMEHTOB M CBEICHUW COOTBETCTBYIOT HOMEPY BEpPCUU CTPYKTYPHI
AJIIEKTPOHHOIO JIOKYMEHTa W CBEICHUW, ONpENEIsieMOM B COOTBETCTBUHU
C HOMEpOM Bepcuu Oa3uCHOM MoOJAENM JaHHBIX, HCIOJIb30BAHHON
npu  pa3paboTKe W YTBEPKIACHUUM TEXHUYECKHX CXE€M CTPYKTYpbI
3JEKTPOHHOTO JIOKYMEHTA (cBeneHuin) B COOTBETCTBUU
¢ nyHkToM  Pemenus Komnernn EBpa3uiickol S3KOHOMHUYECKOU KOMUCCHU
oT 20 1. Ne

11. Umnoptupyemble NpOCTpaHCTBAa UMEH NMPUBEACHBI B Ta0IUIE 3.



Tabnuma 3
Nmnoprupyemsbie IpOCTPAHCTBA UMEH
Ne WnentudukaTop mpocTpaHCTBa 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 Komnernn EBpa3uiickoli 5JKOHOMHUYECKON KOMHUCCUU
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 JIEKTPOHHBIX
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) [Ia6mon: [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
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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 KO/Ja B COOTBETCTBHH 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.
Mumn. mna: 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 WCIIOJIL3YETCS JIJIS 3aIpoca IaThl U BpEMEHH OOHOBIICHUS

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  Pemenus Komnernn EBpa3uiickoil 5JKOHOMHUYECKOM KOMUCCHH

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  YTBEPKACHUM TEXHUYECKUX CXEM  CTPYKTYpbI
AIEKTPOHHOIO JIOKYMEHTA (cBeneHui) B COOTBETCTBUU
¢ nyHkToM  Pemenus Komnerun EBpa3uiickol S3KOHOMHUYECKOU KOMUCCHU
oT 20 1. Ne

15. PekBU3UTHBIA COCTAaB CTPYKTYpbl 3JIEKTPOHHOTO JOKYMEHTa
(cBenenuit) «CocTosiHMe akTyanu3aiuu oomiero pecypca» (R.007) npuseacH

B Ta0JIMIIE /.
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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)

COOTBCTCTBHUH C KOTOPLIM YKa3aH
KOon

(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)

«CBelieHHsI O pe3yJibTaTax KOHTPOJS KadyecTBa JIEKAPCTBEHHBIX CPEICTBY

(R.HC.MM.03.001) npuBeneno B Tadmuie 8.

Tabmuna 8

OnucaHue CTPYyKTYpPhI 2JIEKTPOHHOTO JIOKYMeHTa (cBeneHuit) «CpeaeHus

O pE3yJibTaTax KOHTPOJIA Ka4CCTBA JICKAPCTBCHHBIX CPEACTB»

(R.HC.MM.03.001)

Ne | O6Go3nauenue >nemeHTa Onucanue
/1
1 2 3
1 | Umsa CBEICHHUS O pe3y/IbTaTax KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPE/ICTB
2 | Unentudukarop R.HC.MM.03.001
3 | Bepcus 1.0.0
4 | Onpenenenue CBEICHHUS O pe3y/bTaTax KOHTPOJIS KayecTBa
JIEKApCTBEHHBIX CPEJICTB
5 | Ucnonb3oBanue —
6 | Unentudukarop urn:EEC:R:HC:MM:03:DrugMonitoringDetails:v1.0.0
IPOCTPAHCTBA UMEH
7 | KopHeBoli 35ieMeHT DrugMonitoringDetails
XML-nokymeHTa
8 | Ums aitna XML-cxemsr | EEC_R_HC_MM_03_DrugMonitoringDetails_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 YTBEPXKIACHUU TEXHUUYECKUX CXEM CTPYKTYPbl JIEKTPOHHOTO JOKYMEHTa
(cBengeHuil) B cooTBeTcTBUU ¢ NyHKTOM  Pemenus Komnerun EBpasuiickoi
SKOHOMHYECKON KOMUCCUU OT 20 1. Ne

18. PexBU3BUTHBIA COCTAaB CTPYKTYpPHl 3JIEKTPOHHOTO JOKYMEHTa
(cBenennil) «CBelleHUsT O pe3yJibTaTax KOHTPOJI KayecTBA JIEKAPCTBEHHBIX

cpencte» (R.HC.MM.03.001) npuBenen B Tadbmnuie 10.
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Taomuna 10

PeKBH3UTHBII COCTaB CTPYKTYPHI 3JICKTPOHHOTO JOKyMeHTa (CBeeHni) «CBeIeHus O pe3ysIbTaTaXx KOHTPOJIS KauecTBa
aekapcTBeHHbIX cpeacTs» (R.HC.MM.03.001)

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 00miero 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 3HauCHUE 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. UneHtudukaTop HCXOJHOIO 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 Ko0Bo€e 00o3HaueHue cTpanbl, Ha | M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) TEPPUTOPHH KOTOPOT'O BBISBJIEHA (M.SDT.00112)
cepus (mapTus) 3HaueHue MBYXOYKBEHHOTO KOJIa U3
HEJI0OpOKAaYECTBEHHOT O, KJ1accuuKaTopa CTpaH MUpA,
(banbCcuUIIPOBAHHOTO WITH OIIPEICIICHHOTO aTPUOYTOM
KOHTpa(aKTHOTO JIEKAPCTBEHHOT'O «MneHtnukarop KiaccupuKaTopar.
npermapara [la6non: [A-Z]{2}
a) Wnentuduxarop obo3HaucHMe Kaaccudukaropa, B | — csdo:ReferenceDataldType 1
KJaccupukaTopa COOTBETCTBHUH C KOTOPBIM YKa3aH (M.SDT.00091)
(atpubyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CHMBOJIOB, HE
coJiepKaiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
Mun. nnmHa: 1.
Makc. anuna: 20
3. Caezenus 0 pe3ysbraTax KOHTPOJIsSL | CBeAeHHUs o pe3yibratax koHTpoas | M.HC.CDE.00012 | hcecdo:DrugMonitoringDetailsType 1.*

Ka4ucCTBa JICKaAPCTBCHHOI'O IIpCIiapara
(hcedo:DrugMonitoringDetails)

Ka4yecTBa JIEKAPCTBEHHOT'O
npernapara

(M.HC.CDT.00005)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.1. ToproBoe HaMMECHOBaHHE TOProBO€ HAMMEHOBAHHE M.HC.SDE.00013 | csdo:Namel20Type (M.SDT.00055) 1
(hcsdo: TradeName) HEI00POKaYECTBEHHOTO HopmanusoBaHHast CTpOKa CHMBOJIOB, HE
JICKapCTBEHHOTO Mpernapara Hin CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
HAauMEHOBAHHE, 10T KOTOPBIM (#xA) u TaOymsauu (#X9).
OBLIO BBISABJICHO MuH. mmHa: 1.
(hanscuupoBaHHBIN U (HIIN) Makc. niuna: 120
KOHTpa(aKTHBIN JIEKapCTBEHHBIH
npernapar
3.2. CBeneHus 0 HAUMECHOBAHUH CBEJICHHS O HANMECHOBAaHUU M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0.3
JICKapCTBEHHOTO CPEICTBA JICKapCTBCHHOT'O CPEJICTBA (M.HC.CDT.00252)
(hccdo:DrugNameDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
3.2.1. Kox HanMeHOBaHUs KOJIOBOE 0003HAUCHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1

JICKApCTBCHHOT'O CpCACTBA
(hcsdo:DrugCode)

MEXIyHapOIHOTO
HEIIaTECHTOBAHHOI'O UJIN
TPYIIMPOBOYHOTO HAUMEHOBAHHUA
JIEKapCTBEHHOT'O CPEJCTBA (ISt
PacCTUTENBHBIX JIE€KAPCTBEHHBIX
CPEeIICTB)

(M.HC.SDT.00211)

3anonHseTcs: B B COOTBETCTBHUU C
Kiaccuuraropom «MexayHapoIHbIE
HeNaTEeHTOBAHHbIE HAUMEHOBAHUS
JIEKAPCTBEHHBIX CPEJICTBY» UITU
«PacTtutenbpHOE ChIpbe» (i
PaCTUTEIBLHOTO ChIPHS).

Mun. gnuHa: 1.

Makc. anuHa: 5
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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
coJiepKaiiasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
3.2.2. HaumeHnoBanue rpymnmnupoBouHoe, obmenpunsroe | M.HC.SDE.00525 | csdo:Name250Type (M.SDT.00068) 0.1
JIEKAPCTBEHHOTO CPEJICTBA WM XUMHYECKOE HANMEHOBAHUE Hopwmanu3oBanHasi CTpoKa CHMBOJIOB, HE
(hcsdo:DrugName) JICKQpCTBEHHOTO CPEICTBA coJiepKaIiasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 250
3.3. CBezneHuUs 0 TPOU3BOIUTEIIEC CBEJICHUS O TPOU3BOIUTEIIE, M.HC.CDE.00304 | ccdo:BusinessEntityDetailsType 1

(hccdo:ManufacturingAuthorization

HolderDetailsV2)

YKa3aHHOM Ha BTOPUYHOMN
yIIaKOBKE HE0OPOKaueCTBEHHOTO,
¢banbcupUIMPOBAHHOTO U (UITH)
KOHTpa(aKTHOT'O JIEKAPCTBEHHOT'O
npenapara

(M.CDT.00061)
Omnpenensercst 001acTSIMU 3HaUYECHUN
BJIOKEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.3.1. Kox crpanbl KOZI0BO€ 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) PETUCTpAIMH X03SHCTBYIOMIETO (M.SDT.00112)
cyOobekTa 3HayeHue IByXOYKBEHHOTO KOJa U3
KJIaccu(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. mmna: 20
3.3.2. HammeHoBaHwue 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.
3.3.3. Kparkoe HauMEHOBaHHE 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
3.3.4. Kox opraHu3aioHHO- 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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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.3.5. HammenoBanue HaMMeHOBaHMe opranusanuonHo- | 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
3.3.6. 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
3.3.7. HayororuiatenbInuk 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 IIPABUJIAMHU, TIPUHATHIMH
PErHCTpaIliK HAJOTOILIATE bITHKA B CTpaHE PErUCTPAIUH
HaJIOTOILIATE IbIIHKA.
[Ta6mon: \d{8,20}
*.2. Kox npuunHeI KOJI, MICHTU(HUITUP YIOIIHIA M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MOCTaHOBKH Ha y4eT MIPUYKHY TOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason | opraHu3zaiu Ha HaJOTOBBINA y4eT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Code) B Poccuiickoii deneparuu [HTa6mon: \d{9}
3.3.8. Anpec aznpec xossiicTByromiero cyorekra | M.CDE.00058 ccdo:AddressDetailsV3Type 0.*
(ccdo:AddressV3Details) (M.CDT.00064)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KEHHBIX 3JIEMEHTOB
*.1. Kox Buaa ajpeca KOIOBOE 0003HAaYECHHUE BUIA M.SDE.00192 csdo:UnifiedCode20Type 0.1

(csdo:AddressKindCode)

azjpeca

(M.SDT.00140)

3HadeHue KoJia U3 KiaccuukaTopa,
OTpeIeNIEHHOT0 aTpuOyTOM
«Unentudukarop knaccupuraTropar.
Mun. gouHa: 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.
3.3.9. KOHTaKTHBII 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




32

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
3.4. CeneHus 0 epxareie CBEJICHUS O JiepKaTelie M.HC.CDE.00089 | ccdo:BusinessEntityDetailsType 0.1
(3asBHTEIIC) PETUCTPAITMOHHOTO PErUCTPAIMOHHOTO (M.CDT.00061)
yIIOCTOBEPEHHSI yJIOCTOBEPEHHUSI Ha Omnpexensiercst 00IaCTIME 3HAYCHHUN
(hccdo:RegistrationCertificate JICKapCTBEHHBIN Mpermapar BJIO)KCHHBIX 3JICMCHTOB
HolderDetails)
3.4.1. Kopx crpaHsl KOJIOBOE 0003HAYCHHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) pETUCTpAIK XO3SHCTBYIOMIETO (M.SDT.00112)
CyOBeKTa 3HaueHHe IBYXOYKBEHHOTO KO/ M3
KJIaccuuKaTopa CTpaH MHpa,
OTpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Wnentudukartop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1

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
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.4.2. HaumeHnoBaHue MIOJIHOE HAMMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SIMCTBYIOMIETO CyOBEKTa XO3SICTBYIOMIETO CYOBEKTa UITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(csdo:BusinessEntityName) (baMuus, UMSi B OTYECTBO cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(U3HYECKOTO JINIIA, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SICTBEHHYIO JICATEILHOCTh MuH. aiuna: 1.
Makec. gmuna: 300
3.4.3. Kparkoe HauMeHOBaHHUE COKpaIlleHHOEC HAUMEHOBaHHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
XO3SIMCTBYIOLIETO CyOBEKTa XO3SICTBYIOLIETO CYOBEKTA UITH Hopmanu3oBaHHast CTpOKa CUMBOJIOB, HE
(csdo:BusinessEntityBriefName) | ¢pamuiusi, umst U 0TU4ECTBO coJiepKaliasi CHMBOJIOB pa3pbIBa CTPOKHU
(U3HYECKOTO JINIIA, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SICTBEHHYIO JICATEILHOCTh MuH. aiuna: 1.
Makc. mmna: 120
3.4.4. Kon opraHu3aimoHHO- KOIOBOE 0003HAaYECHHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1

paBoBO (OpMBI
(csdo:BusinessEntity TypeCode)

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) 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
3.4.5. HaunmenoBanue HaMMeHOBaHMe opranusanuonso- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHu3alMOHHO-TIPABOBOM paBoBOM (hOPMEI, B KOTOPOIt HopmanuszoBanHasi CTpoka CUMBOJIOB, HE
bopmbl 3aperuCTPUPOBaH cojieprKalasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntityTypeName) | xo3stiicTBYOIIH#T CyOBEKT (#xA) u Tabymsiimn (#X9).
Munu. nnuHa: 1.
Makc. anuna: 300
3.4.6. Unentudukarop YHUKAIIBHBIN HICHTH()UKATOD M.SDE.00189 csdo:BusinessEntityld Type 0.1
XO3SIMCTBYIONIETO CyOBEKTa XO3SICTBYIONIETO CyOBEKTa (M.SDT.00157)
(csdo:BusinessEntityld) Hopmanu3oBaHHasi CTpOKa CHMBOJIOB.
Munu. nnuHa: 1.
Makc. mmuHa: 20
a) Meron uaeHTUPUKAIIMN METO]l UACHTU(DUKAIIH - csdo:BusinessEntityldKindldType 1

(arpubyT kindld)

XOSHﬁCTByIOIJ.IPIX CY6’LCKTOB

(M.SDT.00158)

3HaueHue uaeHTUPUKaTopa u3
CIPaBOYHHMKA METOOB UACHTHU(PUKAUU
XO3SIHCTBYIOLINX CYObEKTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.4.7. HamnorormiatenbIuk COBOKYITHOCTb PEKBH3UTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1
(ccdo: TaxpayerDetails) [IPUCBOCHHBIX XO3AHCTBYIOIIEMY (M.CDT.00019)
CyOBEKTY HaJOTOBOU CITy)OO0H Omnpenensiercss 006JIaCTsIMU 3HAYCHUN
BJIO’KCHHBIX 3JICMCHTOB
*.1. Unentuduxarop UACHTU(DHUKATOP FOPHIAIESCKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1
HAJIOTOIUIATENbIINKA 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.
[Ta6mon: \d{8,20}
*.2. Kox npuynHsI KOJI, UACHTH(PHUIAPYIOIIHIA M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MOCTAaHOBKH Ha y4eT MPUYNHY ITOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason | opraHu3anyu Ha HAJTOTOBBIH y4eT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Code) B Poccuiickoii deneparuu [Ia6mon: \d{9}
3.4.8. Anpec anpec xo3siicTBytomero cyorekra | M.CDE.00058 ccdo:AddressDetails\V3Type 0.*
(ccdo:AddressV3Details) (M.CDT.00064)
Omnpenensercst 001acTSIMU 3HaUYECHUN
BJIO’KCHHBIX 3JIEMCHTOB
*.1. Konx Buma aapeca KOJOBOE 0003HAYECHHUE BUA M.SDE.00192 csdo:UnifiedCode20Type 0.1

(csdo:AddressKindCode)

azmpeca

(M.SDT.00140)

3HavyeHue KoJia U3 Kilaccudukaropa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«Unentudukarop kiaccupukaTopar.
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 COOTBETCTBUH 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 TaOynsiimu (#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 TaOynsiumu (#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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*.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 HopmanusoBaHHas 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, noO6aBIsieMasi 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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3.4.9. 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 BUA 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.)

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

Mun. gouHa: 1.

Makc. mmHa: 120
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*.3. Unentudukarop KaHajia | MOCIEI0BATEIbHOCTh CHUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
CBSI3U UJIeHTU(OUIHPYIOIAs KaHaJl CBS3U (M.SDT.00015)
(csdo:CommunicationChannel | (yka3zanue Homepa tenedona, Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
Id) daxkca, aapeca IEKTPOHHOU Mus. amuHa: 1.
IOYTHI U AP.) Makec. gmuaa: 1000
3.5. [lara npou3BocTBa Jata Mpou3BOJICTBa, ykasanHas Ha | M.HC.SDE.00585 | bdt:DateType (M.BDT.00005) 0.1
(hcsdo:ManufacturingDate) yIaKoBKe HeI0OPOKaYeCTBEHHOTO, O0o3HaveHUE aThl B COOTBETCTBUU C
banbcupUIMPOBAHHOTO U (WIIN) I'OCT UCO 8601-2001
KOHTPa(haKTHOTO JICKAPCTBEHHOTO
npenapara
3.6. Koneunas nara nara uctedeHus cpoka rogHoctd, | M.SDE.00074 bdt:DateType (M.BDT.00005) 0.1
(csdo:EndDate) yKa3aHHas Ha YIIaKOBKE O0o3HaueHue aThl B COOTBETCTBUH C
HEZ00POKAYECTBEHHOTO, I'OCT UCO 8601-2001
¢banbcupUIMPOBAHHOTO U (UITH)
KOHTPa(haKTHOTO JICKAPCTBEHHOTO
npernapara
3.7. Ceenenus o popme BBITYCKa CBeICHHS O JOopMe BBITYCKa M.HC.CDE.00387 | hccdo:PackageFormDetailsType 1.*
JIEKapCTBEHHOTO IIperapara JIEKapCTBEHHOTO Tperapara (M.HC.CDT.00359)
(hccdo:PackageFormDetails) Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOXKCHHBIX 3JIEMCHTOB
3.7.1. Ceenenus 00 CBEICHHSI 00 yIaKOBaHHOU M.HC.CDE.00201 | hccdo:PackageDetailsType 1.*

yHaKOBaHHOﬁ CANHHUIIC
JICKApCTBCHHOTO ITpCriapara
(hccdo:PackageDetails)

eIMHHLIE JICKAPCTBEHHOTO
nperapara

(M.HC.CDT.00224)
Omnpenensercst 001acTSIMU 3HaYECHUN
BJIOKCHHBIX DJICMCHTOB
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*.1. Kop iekapcTBEHHOM KO/I0BO€ 0003HAYCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 1
bopmbI JICKApCTBECHHON (POPMBI (M.HC.SDT.00051)

(hcsdo:DosageFormCode) 3HaYCHUE KOJIa U3 HOMCHKIIATYPbI
JIEKapCTBEHHBIX (HOPM.
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

cojieprKalasi CHMBOJIOB pa3pbiBa CTPOKH

(#xA) u Tabymsiimn (#X9).

Munu. nnuHa: 1.

Makc. anuna: 20
*.2. JlomONMHUTENBHBIE CBEIECHUS O JOMOIHUTEIBHBIX M.HC.CDE.00325 | hccdo:DosageFormAdditionalFeatures 0.1
NPU3HAKH JIEKAPCTBEHHOM MPHU3HAKAX JIEKAPCTBEHHON (POPMBI DetailsType (M.HC.CDT.00587)
dbopmbl Omnpenensercst 001acTSIMU 3HaUYECHUN
(hccdo:DosageForm BJIO)KCHHBIX 3JIEMCHTOB
AdditionalFeaturesDetails)

*.2.1. Tlpuznax MPU3HAK, OTPEACIISIONINI M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1

AO3UPOBAHHOCTH
(hcsdo:DosedIndicator)

JI03UPOBAHHOCTB JIEKAPCTBEHHOU
¢dopmbl: 1 — nexapcTBeHHas popma
no3upoBaHa; () — JeKapCTBEHHas
¢dbopMa He 103upoBaHa

OnHO U3 ABYX 3HAUCHUIl: «true»
(uctuna) wim «false» (JI0Kb)
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*,2.2. IlpuzHak [IPHU3HAK, OMPEIEIISIONINIA M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1
MPUMEHUMOCTH Y JeTer MPUMEHUMOCTb JICKAPCTBEHHOTO OmHO M3 IBYX 3HAUCHUIA: «truex»
(hcsdo:ChildIndicator) npemnapara y gereit: 1 — (uctunHa) win «false» (J105Kb)

npumensiercs y nereit; 0 — He

MPUMEHSIETCS y JAeTel
*.2.3. Ilpuznak Hamuuus MIPU3HAK, OTIPE SISO M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1
caxapa B JIEKAPCTBEHHOM HAJIMYKE caxapa B JICKAPCTBCHHOM OnHO M3 IBYX 3HAUCHHIA: «truey»
npenapare npenapare: 1 — caxap (uctuHa) min «false» (710Kb)
(hcsdo:Sugarlindicator) npucyrcTByeT; 0 — caxap

OTCYTCTBYET
*.2.4. Onucanue OIUCAaHUE BKYCOAPOMATHYECCKOM M.HC.SDE.00250 | csdo:Name120Type (M.SDT.00055) 0.*
BKYCOapOMaTHYEeCKOU T00aBKH Hopmanu3oBaHHast CTpoKa CHMBOJIOB, HE
N00aBKH coJiepKalliasi CHMBOJIOB pa3pbIBa CTPOKU
(hcsdo:TasteAroma (#xA) u Tabymsiimn (#X9).
AdditiveText) Mun. amuna: 1.

Makc. anuna: 120

*.2.5. Ilpupona omucanue npuposl pactoputens | M.HC.SDE.00251 | csdo:Text100Type (M.SDT.00070) 0.1
pacTBOpUTEIIS JIEKapCTBEHHOTO Tperapara CTtpoka CHMBOJIOB.
JIEKapCTBEHHOTO Mpernapara MuH. aiuna: 1.
(hcsdo:SolventText) Makc. anuna: 100
*.2.6. CeIpbeBas 4acTh CBIPbEBAsi 4YaCTh PACTUTEIBHOTO M.HC.SDE.00282 | csdo:Text250Type (M.SDT.00072) 0.1

PaCTUTCIILHOT O
HHTpEINEHTA
(hcsdo:RawPartMaterial
Text)

HUHI'PCAUCHTA, BXOJAIICTO B COCTAB
JICKApCTBCHHOTO ITpCriapara

Crtpoka CHMBOJIOB.
Mun. nnomHa: 1.
Makc. mmna: 250
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*2.7. CreneHb KOJOBOE 0003HAYECHUE CTENICHU M.HC.SDE.00584 | hcsdo:DegreeRefinementRawMaterial 0.1
M3MEIBYCHHOCTH ChIPhEBOM | M3MEIbUYEHHOCTH CHIPHEBON YaCTH CodeType (M.HC.SDT.00226)
YaCTH PACTUTEIIBHOTO PacTUTENILHOTO HHTPEIUCHTA O1HO 3HAYCHHE U3 TICPEUNCIICHUS.
HUHTPEIUCHTA JICKQpCTBEHHOT'O Mperapara Bo3MosKHBIC 3HAUCHUS:
(hcsdo:DegreeRefinement 01 — nenpHOE;
RawMaterialCode) 02 — u3MeNbYEHHOE;
03 — nmopormrok
* 3. Csenenus 00 CBEJICHHS 00 MHIPEIUCHTE, M.HC.CDE.00264 | hccdo:SubstanceDetailsV2Type 0.*
UHTPEINCHTE, BXOISIICM B BXOJIAIIEM B COCTaB (M.HC.CDT.00243)
COCTaB JIEKAPCTBEHHOTO JICKApCTBEHHOT'O Mperapara Omnpenensiercst 00IaCTIMH 3HAYCHHUN
npernapara BJIO)KCHHBIX 3JIEMCHTOB
(hcedo:SubstanceDetailsV2)
*.3.1. HaumeHoBanue HAaMMCHOBAHHE UHTPEIUCHTA M.HC.SDE.00051 | csdo:Name250Type (M.SDT.00068) 0.1
WHTPEIUCHTA JICKApCTBEHHOTO Mperapara Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(hcsdo:SubstanceName) cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmna: 250
*.3.2. Kon dbyskiuun KOJI0BO€ 0003HaUYeHUE (HYHKITUU M.HC.SDE.00437 | hcsdo:DrugSubstanceRoleCodeType 0.1

cyOcTaHIMM (BEUIECTBa,
Marepuaia) B COCTaBe
JICKApCTBCHHOTO ITpCriapara
(hcsdo:DrugSubstanceRole
Code)

cyOcTaHIUH (BeIlecTBa,
MaTepuaia) B COCTaBe
JIEKapCTBEHHOTO ITperapara

(M.HC.SDT.00182)

OnHO 3HAYEHUE U3 IEPEUUCIICHUS.
Bo3morxHbIe 3HaUEeHUS:

01 — neiicTByro1IIEE BEMIECTBO;

02 — BcrmomMoraTeabHO€E BEIIECTBO;
03 — pearent
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*.3.3. Jlo3upoBka KOJIMYECTBO BEIICCTBA, M.HC.SDE.00050 | csdo:UnifiedPhysicalMeasureType 0.1
(KoHIIEHTpAaITHs) BBIPOKCHHOE B €IMHUIIAX MACCHI, (M.SDT.00122)
(hcsdo:SubstanceMeasure) | 00bEMHBIX WIIH YCIOBHBIX YKCIo B IECATHIHON CHCTEME
(OnosorHUecKrX) eIUHHIAX, JINOO CUUCJICHUS.
rOMEOIAaTHYECKOE pa3BeICHHE Makc. koi-Bo nudp: 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 uaeHTuHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
KJIacCU(UKATOPA SIMHUI] U3MEPEHUS (M.SDT.00091)
(atpubyT measurement Hopwmanu3oBaHHas CTpoKa CHMBOJIOB, HE
UnitCodeListld) cozeprKarasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. mmunHa: 20
B) Macmirad MacmTad BeTMYUHBI, - 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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*.4. Kox Buia yrakoBKU Kom0Boe 0bo3HaueHue neppuynoii | M.SDE.00165 csdo:UnifiedCode20Type 1
(csdo:UnifiedPackageKind YIIaKOBKH JIEKAPCTBEHHOTO (M.SDT.00140)

Code) npernapara 3HaYeHUE KOJIa U3 KJIacCH(PHUKATOPa,
OIIpEAEIEHHOr0 aTpuOyTOM
«MnentudukaTop Kaaccupurkaropar.
MuH. mmHa: 1.
Makc. anuna: 20

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
*.5. Marepuan nepBHYHOMN MaTepuan U3 KOTOporo M.HC.SDE.00288 | csdo:Text4000Type (M.SDT.00088) 0.1
YITaKOBKH W3rOTOBJICHA MIEPBUYHAS YITAKOBKA CTpoka CUMBOJIOB.
(hcsdo:PackageMaterial Text) | ¢ ykaszaHueM JOMOJHUTEIBHBIX Mus. aiuna: 1.
CBOWCTB Makc. nnuna: 4000
*.6. KonmdecTBo B ymakoBKe | KOJMYECTBO JIEKAPCTBEHHOTO M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.*

(hcsdo:PackageMeasure)

npernapara B IepBUYHON YIaKOBKE

(M.SDT.00122)

Ymuciio B JeCATHUYHON CHCTEME
CUHCIICHUS.

Makec. xon-Bo mudp: 24.
Makc. kos-Bo 1po0. mudp: 6
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a) EnunHuia uamepeHus KOJOBOE 0003HAYCHUE €IMHULIBI — csdo:MeasurementUnitCodeType 1
(arpubyT measurementUnit | usmepenus (M.SDT.00074)
Code) BykBeHHO-1IU(DPOBOI KOI.
[Ia6non: [0-9A-Z]{2,3}
0) Unenrudukarop uaeHTuGUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
KJIacCU(UKATOpa SIMHUI] U3MEPEHUS (M.SDT.00091)
(atpubyT measurementUnit HopwmanuzoBanHasi CTpoka CUMBOJIOB, HE
CodeL.istld) coJiepKalasi CHMBOJIOB pa3pbiBa CTPOKU
(#xA) u TaOymsauu (#X9).
Mumn. mna: 1.
Makc. mmuna: 20
B) Macmrad MacmTald BEJIWYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(atpubyT scaleNumber) MIPEJICTABIICHHBII B BUJIC Yucno B JeCATHYHON CHCTEME
MoKasarens creneHu yucia 10 CUHUCIICHUS.
Makc. xoi-Bo mudp: 2.
Makc. xoin-Bo apo6. uudp: 0.
3HaueHue o ymomyanuio: 0
*.7. KonmuaecTBO KoJIM4ecTBO yrakoBanHbix eaunun | M.HC.SDE.00684 | csdo:Quantity4Type (M.SDT.00097) 0.1

YIIaKOBaHHBIX CIUHUIL BO
BTOPUYHOH YIIAKOBKE
(hcsdo:ComponentPackage

Quantity)

JIEKapCTBEHHOI'O IIperapara Bo
BTOPUYHOMN YIIaKOBKE

Lenoe HeOTpULIATENBHOE YUCIIO B
NECATUYHOIN CUCTEME CUHUCIIEHUS.
Makc. xoin-Bo mudp: 4
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*.8. CBeleHHs O MaKeTe CBEJICHHUS O MaKeTe IEPBUYHOMN M.HC.CDE.00413 | hccdo:DrugPackagelLayoutDetailsType 0.*
YIaKOBKH JICKAPCTBEHHOTO YIAKOBKH JICKaPCTBEHHOT'O (M.HC.CDT.00280)
npenapara npenapara Ompenensiercs: 00IacTIMHU 3HAYCHHIA
(hccdo:DrugPackageLayout BJIOYKCHHBIX 3JIEMCHTOB
Details)

*.8.1. Jlara noxymeHTa JaTa TMOIMICAaHUs, YTBEP)KICHHS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1

(csdo:DocCreationDate) WK PETUCTPALIUK JOKYMEHTA O06o03Ha4YeHHEe TaThl B COOTBETCTBHH C

I'OCT UCO 8601-2001

*.8.2. 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

*.8.3. 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 IByXOYKBEHHOTO KOJIa U3
npernapara 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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*.8.4. Kox ponu KOZI0BO€ 0003HAUCHHE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 0.1
rocyJapcTBa-ujieHa rocyaapcTBa-uieHa EBpasuiickoro (M.HC.SDT.00204)
EBpasuiickoro 3KOHOMHYECKOI0 COK03a, B OnHo 3HAYEHUE U3 MTEPEUHCIICHUS.
KOHOMHYECKOTO COK03a KOTOPOM MPUMEHSIETCS MaKeT Bo3MOKHBIE 3HAUCHUS:
(hcsdo:CountryKindCode) | ymakoBKH JIeKapCTBEHHOTO 01 — pedepenTHOE TOCYAAPCTRO;
npenapara, pu perucTpamnuu 02 — rocyaapcTBo MpU3HAHHS
JIEKapCTBEHHOTO TIpernapara
*.8.5. Jlara ucreyeHus JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
CpOKa ICHUCTBUS JOKYMEHTa | KOTOPOTO JTOKYMEHT HMEET CUITY O6o03HaYeHnEe TaThl B COOTBETCTBHH C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
3.7.2. Onucanue OIMCaHHUE TPOMEKYTOUHOU M.HC.SDE.00268 | csdo:Text100Type (M.SDT.00070) 0.1
MIPOMEXKYTOYHON YIIAKOBKH YITAKOBKH JIEKAPCTBEHHOTO CTpoKa CHMBOJIOB.
JIEKapCTBEHHOTO IMpernapara npemnapara MuH. mmHa: 1.
(hcsdo:MiddlePackageText) Makc. mna: 100
3.7.3. Kol KOMILIEKTYIOIIETO KOIOBOE 0003HAaYECHHUE M.HC.SDE.00257 | hcsdo:ComponentCodeType 0.*

(hcsdo:ComponentCode)

KOMILIEKTYIOILET0, BXOJALIETO B
YIIAKOBKY JIEKapCTBEHHOTO
mpernapara

(M.HC.SDT.00060)

3HadeHue Kojia u3 Kiaccudukaropa
«KOMILIEKTYyIOIIHE CPEICTBAY.
Mun. gouHa: 1.

Makc. mmHa: 3
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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
coJiepKaiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
3.7.4. Onucanue BTOPUYHON ONMCaHUE BTOPUYHOHN YITaKOBKU M.HC.SDE.00256 | csdo:Text250Type (M.SDT.00072) 1
YIIaKOBKH JIEKAPCTBEHHOTO JIEKapCTBEHHOTO Tperapara CTtpoka CHMBOJIOB.
npenapara MuH. miuna: 1.
(hcsdo:SecondaryPackageText) Makc. pmna: 250
3.7.5. TlpusHak Hanmuus Habopa | MpU3HAK Habopa yIMaKOBaHHBIX M.HC.SDE.00619 | bdt:IndicatorType (M.BDT.00013) 1
yIaKOBaHHBIX AMHUI] BO €IMHUI] BO BTOPHYHON YITAaKOBKE OmHO M3 IBYX 3HAUCHUIA: «truey
BTOPUYHOM YITaKOBKE JICKaApCTBEHHOTO mpemnapara: 1 — (uctuna) min «false» (J10kb)
JIEKapCTBEHHOTO Tperapara JIEKapCTBEHHBIH Iperapar
(hcsdo:DrugSetindicator) siBJsieTcst Habopom; 0 —
JICKapCTBEHHBIH Mperapar He
ABIIAEeTCS HAOOpOM
3.7.6. Cenenus 0 MmakeTe CBEICHUS O MaKeTe BTOPUUHOM M.HC.CDE.00413 | hccdo:DrugPackagelLayoutDetailsType 0.*

YIIAKOBKHU JICKAPCTBCHHOT' O
npenapara
(hccdo:DrugPackagelLayout
Details)

YIIaKOBKH JIEKAPCTBEHHOTO
npernapara

(M.HC.CDT.00280)
Omnpenensercst 001acTIMU 3HaUYESHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.1. 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. JlokymeHT B opmate noKkyMeHT B popmate PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.1
PDE (M.HC.SDT.00078)
(hcsdo:PdfBinaryText) Texcr B ¢popmare .pdf
*.3. Kopx crpansr KoJI0BOe 0003Ha4YeHue crpanbl, B | M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) KOTOPOM MPUMEHSIETCSI MAKeT (M.SDT.00112)
YIIAKOBKH JIEKAPCTBEHHOTO 3HaveHue ABYXOYKBEHHOTO KOJIA M3
npernapara Ki1accuukaTopa cTpaH Mupa,
OIIpeIeNIEHHOT0 aTpuOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Unentuduxarop obo3HaueHue Kaaccupukaropa, B | — csdo:ReferenceDataldType 1

Ki1accupukaropa
(atpubyT codeListld)

COOTBETCTBHUH C KOTOPBIM YKa3aH
KOm

(M.SDT.00091)

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

Mun. gouHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.4. Konx ponu rocynapcTBa- | KOJI0BOE 0003HAUCHHE POIIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 0.1
yieHa EBpa3uiickoro rocyaapcTBa-wieHa EBpasuiickoro (M.HC.SDT.00204)
KOHOMHYECKOT0 COI03a KOHOMHYECKOTO COH03a, B OHO 3HAYCHHE U3 TICPCUUCIICHUSI.
(hcsdo:CountryKindCode) KOTOPOM TPUMECHSIETCSI MaKeT Bo3MosKHBIC 3HAUCHUS:
YIIAKOBKH JIEKAPCTBEHHOTO 01 — pedepenTHOE TOCYAAPCTRO;
npenapara, pu perucTpamnuu 02 — rocyaapcTBo MpU3HAHHS
JIEKapCTBEHHOTO TIpernapara
*5. JlaTa ucTeueHHs CpoKa JaTta OKOHYaHus cpoka, B Teucare | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JOKYMEHT UMEET CHIIY OG6o3HaueHUE AaThl B COOTBETCTBUH C
(csdo:DocValidityDate) I'OCT HCO 8601-2001
3.8. Ceenenus o cepuun CBEJICHUS O CEpPUU M.HC.CDE.00290 | hccdo:BatchDetailsType 0.*
JICKapCTBEHHOTO TIperapara JIEKapCTBEHHOT'O TIperapara, (M.HC.CDT.00271)
(hccdo:BatchDetails) yKa3aHHBIE HA YIIAKOBKE Ompenensiercst 00IacTIMHU 3HAYCHHN
HEeJJ00POKAYECTBEHHOT O, BJIOYKCHHBIX 3JICMCHTOB
(banbcuPpUIMPOBAHHOTO U (WIIN)
KOHTPa(aKkTHOTO JIEKAPCTBEHHOTO
npenapara
3.8.1. Howmep cepun UACHTU(DUKATOP CEPUH, M.HC.SDE.00015 | bdt:IdentifierType (M.BDT.00010) 1

(hcsdo:BatchNumberld)

yKa3aHHbII Ha yIIaKOBKe
HE100pOKaYECTBEHHOTO,
banbcUPUIMPOBAHHOTO U (WIIN)
KOHTpa(aKTHOTO JIEKAPCTBEHHOTO
npernapara

Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
CoJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOymsiimu (#X9)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
3.8.2. O6wem cepun 00bEM CepUH JIEKAPCTBEHHOTO M.HC.SDE.00327 | csdo:UnifiedPhysicalMeasureType 0.1
JIEKapCTBEHHOTO Mperapara npenapara, ykasaHHbIH B (M.SDT.00122)
(hcsdo:BatchMeasure) JOKYMEHTE, ITOITBEPIKIAFOIIEM Yucio B IECATHYHON CHCTEME
MIPOBE/ICHUE UCIIBITAHUI Ka4yeCcTBa CUHCJICHUS.
Makc. kois-Bo 1udp: 24.
Makc. koJ-Bo Apo0O. mudp: 6
a) Enunuia usmepeHus KOJOBOE 0003HAYCHUE €IMHULIBI — csdo:MeasurementUnitCodeType 1
(atpubyT measurementUnit HU3MEpEHUs (M.SDT.00074)
Code) BykBeHHO-1IMPPOBOIT KOII.
[Ia6non: [0-9A-Z]{2,3}
0) Unentuduxarop uaeHTuUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
KJTacCU(UKaTopa SIMHUI] U3MEPEHUS (M.SDT.00091)
(arpubyT measurementUnit HopmanusoBaHHas cTpoKa CUMBOJIOB, HE
CodeListld) coJiep Kaiiasi CHMBOJIOB pa3pbIBa CTPOKHU
(#xA) u TaOynsiimm (#X9).
Mun. nnmHa: 1.
Makc. mmunHa: 20
B) Macirab MacmTald BEJWYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1

(arpubyT 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.
3.8.3. CBenenus o mapTuu CBEJICHUS O MMAPTHH M.HC.CDE.00094 | hccdo:ConsignmentDetailsType 0.*
JIEKapCTBEHHOTO Mperapara JIEKapCTBEHHOTO Mperapara (M.HC.CDT.00081)
(hccdo:ConsignmentDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO’KCHHBIX 3JICMCHTOB
*.1. KomuuecTBO TOBapa KOJIMYECTBO BBISBICHHBIX M.SDE.00167 csdo:UnifiedPhysicalMeasureType 0.1
(csdo:UnifiedCommodity YIIaKOBOK B IMaPTHH (M.SDT.00122)
Measure) JIEKapCTBEHHOTO Tpernapara Yucso B ACCITUYHON CUCTEME
CUHCIICHHSI.
Makc. kon-Bo nugp: 24.
Makc. koJ-Bo 1po0. mudp: 6
a) Eaunuia usmepenus KOJIOBOE 0003HAYCHUE CAUHUIIBI - csdo:MeasurementUnitCodeType 1
(atpuOyT measurementUnit | usmepenus (M.SDT.00074)
Code) BykBeHHO-TIMDPOBOI KOI.
[Ia6mon: [0-9A-Z]{2,3}
0) Unentudukarop uaeHTH(uKaTop Kiaccudukaropa | — csdo:ReferenceDataldType 1

KJaccuukaropa
(atpubyT measurementUnit
CodeListld)

CANHUI U3MCPCHUA

(M.SDT.00091)

HopmanuzoBanHas cTpoka CUMBOJIOB, HE
coJiepKalasi 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.
B) Macmrtab MaciTabd BEJIMYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(arpubyT scaleNumber) [IPEJCTABICHHBII B BUJIC Yucino B IECATHYHON CHCTEME
rokasaTesist creneHu uncia 10 CUUCJICHUS.
Makc. xoi-Bo mudp: 2.
Makc. koi-Bo apo6. uudp: 0.
3HaveHue 1o ymondanuto: 0
* 2. CBeneHus o CBEIEHUA O ITOCTAIUKE M.HC.CDE.00091 | ccdo:BusinessEntityDetailsType 0.1
JTUCTPUOBIOTOPE JIEKApCTBEHHOTO Mperapara (M.CDT.00061)
(mocTaBIIUKE) yYKa3aHHOU cepuu Omnpenensercst 001acTIMU 3HaYECHUN
(hccdo:DistributorDetails) BJIO’KEHHBIX 3JICMEHTOB
*.2.1. Kox cTpansl KO/ZI0BO€ 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) | peructpaiiyiu X03sHCTBYIOMIETO (M.SDT.00112)
CyOBeKTa 3HavyeHue NBYXOYKBEHHOTO KO/a U3
KJIaccuuKaTopa CTpaH MHpa,
OTpeIeNIEHHOT0 aTpruOyTOM
«UnenTndukarop kiaccupukaTopar.
[Ia6mnon: [A-Z]{2}
a) Wnentudukarop o0o3HaueHue KinaccupukaTopa, B | — csdo:ReferenceDataldType 1

KJaccudukaropa
(aTpudyt codeL.istld)

COOTBCTCTBHUU C KOTOPLIM yYKa3aH
KoL

(M.SDT.00091)

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

Mun. gouHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2.2. HaumeHnoBanwue MIOJIHOE HAMMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3HCTBYIOIIETO CYOBEKTa | XO3SHCTBYIONIETO CYOhEKTa UITH Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
(csdo:BusinessEntityName) | ¢bamunusi, UMsi 1 OTYECTBO cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(U3HYECKOTO NI, BEAYIIETO (#xA) u TaOymsauu (#X9).
XO3SHCTBEHHYIO JCSITEILHOCTh MuH. mmHa: 1.
Makec. gmuna: 300
*,2.3. Kparkoe COKpaIlleHHOE HANMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMEHOBaHHE XO3AHCTBYIOIIET0 CYOBEKTa UITH Hopmanu3oBaHHas CTpOKa CHMBOJIOB, HE
XO3SIMCTBYIOMIETO CyObeKTa | (haMUIUsl, UMSI B OTYECTBO COJiep KaIasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:BusinessEntityBrief | ¢usuueckoro nuia, Beaymero (#xA) u TaOymsauu (#X9).
Name) XO3HCTBEHHYIO JICSITEILHOCTh MuH. mmHa: 1.
Makc. mmna: 120
*2.4. Kon KOIOBOE 0003HAaYECHHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1

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

*.2.5. HaumeHnoBanwue HaMMeHOBaHMe opranusanuonso- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1

OpraHHU3aIMOHHO-TIPABOBOW | IPABOBOM ()OPMBI, B KOTOPOW HopmanuszoBanHasi CTpoka CUMBOJIOB, HE

bopmbI 3aperuCTPUPOBaH cojieprKalasi CHMBOJIOB pa3pbiBa CTPOKH

(csdo:BusinessEntityType | xo3siicTByIOIINI CYOBEKT (#xA) u Tabymsiimn (#X9).

Name) MuH. musa: 1.

Makc. anuna: 300

*.2.6. Unentuduxarop YHUKAIIBHBIN HICHTH()UKATOD M.SDE.00189 csdo:BusinessEntityld Type 0.1

XO3SICTBYIOMIETO CYOBEKTa | XO3IHCTBYIOIMIETO CyOBEKTa (M.SDT.00157)

(csdo:BusinessEntityld) Hopmanu3oBaHHasi CTpOKa CHMBOJIOB.

Munu. nnuHa: 1.

Makc. mmuHa: 20
a) Metox METO]l UACHTU(DUKAIIH - csdo:BusinessEntityldKindldType 1
UAeHTH()UKAITIH XO3SIUCTBYIONIUX CYOBEKTOB (M.SDT.00158)

(arpuoyT kindld)

3HaueHue uaeHTUPUKaTopa u3
CIPaBOYHHMKA METOOB UACHTHU(PUKAUU
XO3SIHCTBYIOLINX CYObEKTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*,2.7. HaymoromnaTenabInuK | COBOKYITHOCTh PEKBH3HTOB, M.CDE.00019 ccdo: TaxpayerDetailsType 0.1
(ccdo: TaxpayerDetails) [IPUCBOCHHBIX XO3AHCTBYIOIIEMY (M.CDT.00019)
CyOBEKTY HaJOTOBOU CITy)OO0H Omnpenensiercss 006JIaCTsIMU 3HAYCHUN
BJIO’KCHHBIX 3JICMCHTOB
*2.7.1. UACHTU(DHUKATOP FOPHIAIESCKOTO M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 1
Wnentudukarop WM (PU3UYECKOro JIHIla B peecTpe 3HaueHue uJeHTUPUKaTopa B
HAJIOTOIUIATE IbIUKA HAJIOTOILIATE IBIUKOB CTPAHBI COOTBETCTBHUH C MPABUIAMH, IPUHATHIMUA
(csdo:Taxpayerld) pErUCTpaIfK HAIOTOIIATE IbINKA B CTpaHe PEruCTpaluu
HAJIOTOILIATE bIINKA.
[Ta6mon: \d{8,20}
*.2.7.2. Kog npu4uHbl | KO, UACHTH(DUIUPYIOINT M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0.1
MOCTAaHOBKH Ha y4eT MPUYNHY ITOCTAHOBKH (M.SDT.00030)
(csdo:TaxRegistration OpraHMU3aI[MK Ha HAJIOTOBBIN y4eT Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
ReasonCode) B Poccuiickoii deneparuu [Ia6mon: \d{9}
*.2.8. Anpec anpec xo3siicTBytomero cyorekra | M.CDE.00058 ccdo:AddressDetails\V3Type 0.*
(ccdo:AddressV3Details) (M.CDT.00064)
Omnpenensercst 001acTSIMU 3HaUYECHUN
BJIO’KCHHBIX 3JIEMCHTOB
*2.8.1. Kox Buna KOJOBOE 0003HAYECHHUE BUA M.SDE.00192 csdo:UnifiedCode20Type 0.1

azpeca
(csdo:AddressKind
Code)

azmpeca

(M.SDT.00140)

3HavyeHue KoJia U3 Kilaccudukaropa,
OTIpeIeNIEHHOT0 aTpUOyTOM
«Unentudukarop kiaccupukaTopar.
Mun. nnomHa: 1.

Maxkc. mmnHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Unentuduxarop obo3HaucHHe Kiaccudukaropa, 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
*,2.8.2. 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 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
*.2.8.3. Kon 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.
*,2.8.4. Pervon 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
*,2.8.5. 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
*.2.8.6. 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
*.2.8.7. Hacenennsrit HAaUMEHOBAHHE HACEIICHHOTO 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.
*,2.8.8. 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
*.2.8.9. 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
*.2.8.10. 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
*.2.8.11. 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 aBTOMATHIECKOM
*.2.8.12. Homep HOMEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

aOOHEHTCKOr O AIINKa
(csdo:PostOfficeBoxId)

nNpeaAlpUATHHN IIOYTOBOH CBS3U

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. gouHa: 1.
Maxkc. mmHa: 20




61

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*.2.9. KoHTakTHBI KOHTAKTHBIA PEKBU3UT M.CDE.00059 ccdo:UnifiedCommunicationDetailsType | 0..*
PEKBU3UT X035HUCTBYIOIIETO CYOBhEKTa (M.CDT.00065)
(ccdo:Unified Ompenensiercs: 00IacTIMHU 3HAYCHHIA
CommunicationDetails) BJIO’KEHHBIX DJIEMEHTOB
*.2.9.1. Koz Buaa cBsi3u | KOJ0BOE 0003HAUCHHE BUA 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
*.2.9.2. HaumeHOBaHME | HaMMEHOBAHHE BHJIa CPEICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1

BHUJa CBA3U
(csdo:Communication
ChannelName)

(xanana) cBsi3u (TenedoH, dakc,
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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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
*,2.9.3. I0CJIEIOBATEIbHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
Nnentudukarop kaHama | HACHTUPUIIUPYIOIIAS KaHAT CBS3H (M.SDT.00015)
CBSI3U (yxa3anue HOMepa TenedoHa, Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(csdo:Communication daxkca, aapeca IEKTPOHHOU Mus. amuna: 1.
Channelld) IOYTHI M JIP.) Makc. mmna: 1000
3.9. KonndecTBo BBISBICHHBIX KOJIMYECTBO BBISBICHHBIX M.HC.SDE.00691 | csdo:UnifiedPhysicalMeasureType 1
YIIaKOBOK HEIOOPOKAUYeCBTEHHOT0, | YIIaKOBOK HEAOOPOKaYECBTEHHOTO, (M.SDT.00122)
(babCUPUITMPOBAHHOTO WITH (banbCcuUIIPOBAHHOTO WITH Yucio B IECATUYHON CHCTEME
KOHTPa(haKTHOTO JICKAPCTBEHHOT'O KOHTPa(haKTHOTO JICKAPCTBEHHOTO CUUCIICHUSI.
npenapara npenapara Makc. xos-Bo mudp: 24.
(hcsdo:CounterfeitPackageQuantity) Makc. Koi-Bo apo0. mudp: 6
a) Eaununa uzmepenus KOJIOBOE 0003HAYCHUE €IUHUIIBI - csdo:MeasurementUnitCodeType 1
(atpubyT measurementUnitCode) | usmepenust (M.SDT.00074)
BykBeHHO-1IM(DPOBOH KOI.
[Ta6non: [0-9A-Z]{2,3}
0) Unentudukarop uaeHTH(uKaTop Kiaccudukaropa | — csdo:ReferenceDataldType 1

Kiaccuukaropa
(atpuOyT measurementUnitCode
Listld)

CANHUI U3MCPCHUA

(M.SDT.00091)

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

Mun. nnmHa: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
B) Macmrab MaciTabd BEJIMYHHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(arpubyT scaleNumber) [IPEJCTABICHHBII B BUJIC Yucino B IECATHYHON CHCTEME
rokasaTesist creneHu uncia 10 CUUCJICHUS.
Makc. kon-Bo uugp: 2.
Makc. koi-Bo apo6. uudp: 0.
3HaueHue 1o ymordanuio: 0
3.10. Kon BHIa KOHTPOJIUPYEMOi KOJOBOE 0003HAYCHUE BUA M.HC.SDE.00316 | hcsdo:OrganizationRestrictionKindCode | 0..*
OpraHu3aIu KOHTPOJIMPYEMOI OpraHu3alli, Type (M.HC.SDT.00075)
(hcsdo:OrganizationRestrictionKind | rae 6bU10 BBISIBICHO 3HavyeHue Koja U3 Kiaccuduraropa
Code) HEeJI0OPOKaYECTBEHHOE, KOHTPOJIUPYEMBIX OpTaHH3aIUH.
(danscudupoBaHHoOE, MuH. yana: 1.
KOHTpa(aKTHOE JIEKapCTBEHHOE Makc. mmHa: 2
CpPENCTBO
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.
3.11. Kox moxpasieia eauHOM Kom0Boe obo3HaueHue moapasaena | M.HC.SDE.00117 | hcsdo:StatusLowQualityCodeType 1
0a3bl JAaHHBIX O JICKAPCTBEHHBIX €IMHOMN 0a3bl TaHHBIX O (M.HC.SDT.00243)
mpernaparax, B OTHOIICHHUH KOTOPBIX | JIGKAPCTBEHHBIX Tperaparax, B OnHO 3HAaYCHHE U3 MIEPEUNCIICHHUS.
MPHUHSITO PEIICHUE 00 UX U3BITHH OTHOIICHUU KOTOPBIX MPUHSTO Bo3moxHbIe 3HAYCHHS:
u3 oOparieHus pelieHre 00 UX U3bATUU U3 01 — He cooTBeTCTBYIOIIEE TPEOOBAHUSIM
(hcsdo:StatusLowQualityCode) o0palleHUs B CBSI3U C 10 Ka4ueCTBY;
HECOOTBETCTBUEM TPEOOBaHUEM 02 — kouTpadakTHOE;
1o Ka4yecTBy, (hanbcudukanueit u 03 — panscudunmupoBanHoe
(wn) KoHTpahaKTHBIM
XapaKTEPOM MPOUCX OKICHUS
3.12. Ceenenus o mokasareie CBEIICHUS O TI0Ka3arelie M.HC.CDE.00096 | hccdo:LowQualityDetailsType 0.*
HOPMAaTHUBHOI'O IOKYMEHTA 110 HOPMAaTUBHOT'O IOKYMEHTA 110 (M.HC.CDT.00083)
Ka4eCTBY, 110 KOTOPOMY BBEISIBJICHBI | KA4€CTBY, II0 KOTOPOMY BBISIBJICHBI Omnpenensiercss 00JaCTsIMU 3HAYCHUAN
HECOOTBETCTBHS HECOOTBETCTBUS BJIO’)KEHHBIX DJIEMEHTOB
(hcedo:LowQualityDetails)
3.12.1. Kop mokazarens KozoBoe o0o3Havyenue mokaszarens | M.HC.SDE.00067 | hcsdo:LowQualityCodeType 0.1

HECOOTBCTCTBHUA KaUCCTBa
(hcsdo:LowQualityCode)

HCCOOTBCTCTBHUA KaUCCTBaA
JICKApCTBCHHOT'O CpCACTBA

(M.HC.SDT.00005)

3HaueHue KoJla U3 Kiaccugpukaropa
«IToka3zaTenn HECOOTBETCTBUS Ka4eCTBa
JICKAPCTBEHHBIX CPEJICTBY.

Mun. gnuHa: 1.

Makc. mmHa: 3
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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)
(atpuOyT codeL.istld) KOJT Hopmanu3oBaHHas CTpoKa CUMBOJIOB, HE
cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKHU
(#xA) u Tabymsiimn (#X9).
MuH. mmHa: 1.
Makc. anuna: 20
3.12.2. Tlpumeuanue JOIOJHUTEIBHBIC TOKA3aTEIN M.SDE.00076 csdo: Text4000Type (M.SDT.00088) 0.1
(csdo:NoteText) HOPMAaTHBHOTO JOKYMEHTA I10 CTpoka CHMBOJIOB.
Ka4eCTBY, 110 KOTOPOMY BBISBIICHBI MuH. ummna: 1.
HECOOTBETCTBU Makc. gmuna: 4000
3.13. Csenenus o mpu3HaKe CBENIEHUS O TIPU3HAKe M.HC.CDE.00100 | hccdo:FalsificationSignDetailsType 0.*
banbcudukanum u (Mim) banpcudukanuu 1 (Uim) (M.HC.CDT.00087)
KOHTPa(aKTHOTO MPOUCXOXKICHUS | KOHTPA(PaKTHOTO TPOUCXOKIACHHS Ompenensiercst 00IacTIMH 3HAYSHHI
JIEKapCTBEHHOTO Mpernapara JICKapCTBEHHOTO Ipernapara BJIO)KEHHBIX DJICMEHTOB
(hccdo:FalsificationSignDetails)
3.13.1. Omucanue OIUCAaHUE MPU3HAKA M.SDE.00002 csdo:Text4000Type (M.SDT.00088) 0.1
(csdo:DescriptionText) banbcupuKauy JeKapCTBEHHOTO CTpoka CHMBOJIOB.
npernapara MuH. aiuna: 1.
Makc. nnuna: 4000
3.13.2. NnmocTpanus npu3Haka | WUTIOCTpanus M.HC.SDE.00308 | hcsdo:PicturelMBType 0.*

¢banbcupuKaMpPOBaHHOTO UITH
KOHTpa(aKTHOTO
JIEKapCTBEHHOTO ITpernapara
(hcsdo:PicturelMB)

¢banbcupUIMPOBAHHOTO WIH
KOHTpa(aKTHOTO JIEKAPCTBEHHOT'O
npenapara

(M.HC.SDT.00070)
Pa3mep daiina ve 6omee 1 MO.
Maxkc. mmnaa: 1048576
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
a) Kox ¢opmara maHHBIX KO/10BO€ 0003HaueHue hopmara - hcsdo:MediaFileCodeType 1
(atpubyT mediaFileCode) JTaHHBIX (M.HC.SDT.00071)
3Ha4yeHue K0Ja, 3apErUCTPUPOBAHHOE
AJIMUHHCTpaLIMEN aJpecHOro
npoctpancTsa MHTEepHET
4. CBeneHus 0O ICHCTBUH, CBEJICHUS O JICHCTBUM, M.HC.CDE.00682 | hccdo:AuthorityActionDetailsType 1
PEIIPUHITOM TOCYJapCTBEHHBIM MIPEANPUHITOM T'OCYIapCTBEHHBIM (M.HC.CDT.00459)
OpPraHOM WCIIOJHUTEIILHOM BIaCTH OpPraHOM UCIIOJIHUTEIILHOW BJIACTH, Omnpexensiercst 00IaCTIME 3HAYCHHUN
(hcedo: AuthorityActionDetails) B KOMIIETECHI[HIO KOTOPOTO BXOHUT BJIO)KCHHBIX 3JICMCHTOB
roCyJapCTBEHHBIN HAA30p
(KOHTPOJIB) 3a JICKAPCTBEHHBIMHU
CpencTBaMu
4.1. Onucanue OIMCaHME JCUCTBUS, M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 1

(csdo:DescriptionText)

MPEANPUHATOrO TOCYIapCTBEHHBIM
OpPraHOM WCTIOJTHUTEIHLHOM BIIACTH,
B KOMITETEHITHIO KOTOPOTO BXOJIUT
roCy/1apCTBEHHBIN HA/A30D
(KOHTpPOIIB) 32 JIEKAPCTBEHHBIMU
CpeICTBaMH

Crpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. mmnaa: 4000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
4.2. OdurmanbHbIA JOKYMEHT JOKYMEHT, Ha OCHOBaHHH M.HC.CDE.00006 | hccdo:OfficialDocDetailsType 1
(hcedo: OfficialDocDetails) KOTOPOT'O IIPUHSTHI MEPHI 110 (M.HC.CDT.00006)
NPEAOTBPAICHUIO O0paIleHHs Ompenensiercs: 00IacTIMHU 3HAYCHHIA
banbcupUIIPOBAHHOTO, BJIOKEHHBIX AJIEMEHTOB
KOHTPa(haKTHOTO MK HE
COOTBETCTBYIOIIETO TPEOOBAHUSIM
M0 KA4eCTBY JICKAPCTBEHHOT'O
npenapara
4.2.1. Homep noxymeHTa udpoBoe WM OyKBEHHO- M.SDE.00044 csdo:1d50Type (M.SDT.00093) 1
(csdo:Docld) 1 poBoe 0003HAYCHHE, Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
[PUCBAMBAEMOE JOKYMEHTY MPH MuH. mmHa: 1.
€ro perucTpanuu Makc. nnuna: 50
4.2.2. HaumeHoBaHHE HAaMMEHOBAHHE JIOKYMEHTA M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKYMEHTa Hopmanu3oBaHHast CTpOKa CHMBOJIOB, HE
(csdo:DocName) cojieprKaiasi CHMBOJIOB pa3pbiBa CTPOKH
(#xA) u TaOynsiimm (#X9).
Munu. nnuHa: 1.
Makc. mmnaa: 500
4.2.3. Jlata nokymeHTa JaTa MOANUCAHUS, YTBEPKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WA PETUCTPAIUU JIOKyMEHTA O0o03Ha4YeHue JaThl B COOTBETCTBHH C
I'OCT UCO 8601-2001
4.2.4. Unentuduxatop UACHTU(DUKATOD M.SDE.00068 csdo:1d50Type (M.SDT.00093) 0.1

rocyaapcrBa-djicHa
(csdo:Authorityld)

YIIOJIHOMOUYCHHOTO OpraHa

YIIOJIHOMOYCHHOT'O OpraHa,
BBIIABIICTO JOKYMCHT

HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
Mun. nnomHa: 1.
Makc. mmaa: 50




68

Nwms pexBusura Onucanue pekBU3UTA Wnentudukarop Tun ganHeIxX MH.
4.2.5. HaumeHnoBanwue HaMMeHOBaHMe yrmojaHoMoueHHoro | M.SDE.00066 csdo:Name300Type (M.SDT.00056) 1
YIIOJIHOMOYEHHOT'O OpraHa OpraHa, BbIIABIIEr0 JOKYMEHT Hopmanu3oBaHHas cTpoKa CHMBOJIOB, HE
rocy/iapcTBa-4JicHa cozieprKaliasi CHMBOJIOB pa3pbiBa CTPOKH
(csdo:AuthorityName) (#xA) u TaOymsauu (#X9).
MuH. mmHa: 1.
Makec. gmuna: 300
4.2.6. JIoKyMeHT B OMHApHOM noKkyMeHT B popmate PDF M.SDE.00106 bdt:BinaryTextType (M.BDT.00001) 0.1
dbopmarte KoneyHas mociie10BaTeibHOCTh
(csdo:DocBinaryText) JIBOMYHBIX OKTETOB (0AMTOR)
5. TexHonoruyeckue XxapakTEpUCTUKU | COBOKYMHOCTh TexHonornueckux | M.CDE.00032 ccdo:ResourceltemStatusDetailsType 1
3aImcH 00IIero pecypea CBEJICHUII O 3amKcH 00IIero (M.CDT.00033)
(ccdo:ResourceltemStatusDetails) pecypca Omnpenensiercst 00IaCTAMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
5.1. Tlepuon neicTust nepuo aevicteus 3anucu oouiero | M.CDE.00033 ccdo:PeriodDetailsType (M.CDT.00026) | 0..1
(ccdo:ValidityPeriodDetails) pecypca (peectpa, epedHs, 6a3bl Ompenensiercst 00IacTIMHU 3HAYCHHN
JTAHHBIX ) BJIO’KEHHBIX 3JIEMEHTOB
5.1.1. HavanbpHas nata v BpeMsi | HayallbHAs JlaTa U BpeMs M.SDE.00133 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:StartDateTime) O6o3HaueHue 1aThl U BPEMEHH B
cootBercTBuu ¢ [OCT MCO 8601-2001
5.1.2. Koneunas nara u BpeMs KOHEYHas JjaTa U BpeMs M.SDE.00134 bdt:DateTimeType (M.BDT.00006) 0.1

(csdo:EndDateTime)

O6o03HaueHue 1aThl U BpEMEHH B
coorercTBum ¢ 'OCT MCO 8601-2001
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Nwms pexBusura

Onucanue pekBU3UTA

Unentuduratop

Tun nagHBIX

5.2. Jlara u BpeMst OOHOBJICHHS
(csdo:UpdateDateTime)

JaTa ¥ BpeMsi OOHOBJICHUS 3aITHCH
obmrero pecypca (peectpa,
nepevHs, 6a3pl TaHHBIX )

M.SDE.00079

bdt:DateTimeType (M.BDT.00006)
O0o3HaueHue 1aThl U BPEMCHH B
coorBercTBun ¢ [ OCT UCO 8601-2001

0.1
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19. Onmcanue CTPYKTYpBl 3JEKTPOHHOTO JOKYMEHTa (CBEICHHMIA)
«/lomomHuTENEHBIE  CBEACHHS, CBS3aHHBIE C  (AaKTOM  BBISBIICHHS
banbcupuUpoBaHHOTO, KOHTpadaKTHOTO W (WMJHM) HE COOTBETCTBYIOIIETO
TpeOOBaHUsAM 10 KauecTBY JiekapcTBeHHOro cpeactsa» (R.HC.MM.03.002)

npuBeneHo B Tabnuie 11.

Tabnuia 11

Omnrcanue CTPYKTYPBHI AJEKTPOHHOTO TOKYMEHTA (CBEICHHH )
«/lomoHUTENEHBIE CBE/ICHNUS, CBSI3aHHBIC C (DAKTOM BBISBIICHUS
danbcuduIrpoBaHHOT0, KOHTPA(PAKTHOTO U (WIJIH) HE COOTBETCTBYIOIIETO
TpeOOBaHUSM IO KaueCTBY JiekapcTBeHHOro cpeactray (R.HC.MM.03.002)

No O0o3HaueHue 3IEMEHTa Omnucanue
/o
1 2 3
1 | Uma JOTIOJTHUTEIBHBIE CBEJICHHUS, CBSI3aHHBIE C (DaKTOM

BBISIBJICHHS (PasibCU(DUIIMPOBAHHOTO, KOHTPA(GAKTHOTO U
(unn) HE COOTBETCTBYIOMIETO TPEOOBAHUSAM IO KAUECTBY
JIEKapCTBEHHOI'O CPEJCTBA

2 | Unentuduxarop R.HC.MM.03.002
3 | Bepcus 1.0.0
4 | Onpenenenue JIOTIOJTHUTEJIbHBIE CBEICHMUSI, CBA3aHHBIE C (PAKTOM

BbISIBIIEHUS (PaTbCU(PULIIMPOBAHHOTO, KOHTPAa()aKTHOTO U
(MIM) HE COOTBETCTBYIOIIETO TPEOOBAHUM 110 KAYECTBY
JIEKapCTBEHHOI'O CPEACTBA

5 | Ucnonp3oBanue —

6 | Unentudukarop urn:EEC:R:HC:MM:03:CounterfeitDrugRequestDetails:v1.
IIPOCTPAHCTBA UMEH 0.0
7 | KopHeBoli 35ieMeHT CounterfeitDrugCorrespondenceDetails

XML-nokymenTa

8 | Ums daiina XML-cxemsr | EEC_R_HC_MM_03_CounterfeitDrugRequestDetails_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 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

21. PekBU3UTHBIA COCTaB CTPYKTYpbl 3JEKTPOHHOTO JOKYMEHTa
(cBeneHuil) «JlonmosHUTENbHBIE CBEJICHUS, CBA3aHHbIE C (PAKTOM BBISIBICHUS
danbcuUIMPOBAHHOTO, KOHTPA(PAKTHOIO W (WJIM) HE COOTBETCTBYIOIETO
TpeOOBaHUSAM IO KauyecTBY JiekapcTBeHHOro cpeactsa» (R.HC.MM.03.002)

npuBeaeH B Tabauie 13.
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Taommna 13

PeKBH3UTHBIN COCTAB CTPYKTYPHI JIEKTPOHHOTO JOKYMEHTa (CBEeHUM) «J[0omoTHUTEIbHBIE CBEICHUS, CBSI3aHHBIC
¢ ¢hakTOM BBIsBIICHUA (PambCUPUITMPOBAHHOTO, KOHTPa(PaKTHOTO U (MJIM) HE COOTBETCTBYIOIIETO TPEOOBAHUAM
10 Ka4ecTBY JiekapcTBeHHoro cpeactsa» (R.HC.MM.03.002)

Nwms pexBusura Onucanue pekBU3UTA Unentuduxatop Tun naHHbIX MH.
1. 3aronoBOK 3JIEKTPOHHOTO COBOKYITHOCTb TE€XHOJIOTHYECKUX M.CDE.90001 ccdo:EDocHeaderType 1
JIOKyMEHTa (CBEIeHUI) PEKBHU3UTOB 3JIEKTPOHHOI'O JJOKYMEHTA (M.CDT.90001)
(ccdo:EDocHeader) (cBeneHMIA) Omnpenensiercst 00IaCTIME 3HAYCHHUN

BJIOXXCHHBIX 3JICMCHTOB

1.1. Kox coobuieHus KOJOBOE 0003HaueHue coobuenus oomero | M.SDE.90010 csdo:InfEnvelopeCodeType 1

o0rrero mpoiecca nporiecca (M.SDT.90004)

(csdo:InfEnvelopeCode) 3HaYeHHE KOJIa B COOTBETCTBUU C
PeriamerToM HH(GOPMAIIMOHHOTO
B3aMMOJIENCTBHS.

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

1.2. Kop 31ekTpoHHOTO KOJIOBOE 0003HAYCHHE DIICKTPOHHOTO M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1

JIOKyMEHTA (CBEICHUH) JIOKyMeHTa (CBEJCHUI) B COOTBETCTBHH C 3HaveHMEe KOJ1a B COOTBETCTBUH C

(csdo:EDocCode) PEECTPOM CTPYKTYP ICKTPOHHBIX PEECTPOM CTPYKTYP ICKTPOHHBIX
JIOKYMECHTOB M CBEICHUI JIOKYMECHTOB M CBEJICHUIA.

[la6non: RO\.[A-Z]{2}\.[A-Z]{2}\.[0-
9{2})?\.[0-9{3}
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1.3. Unenrudukarop CTpOKa CHMBOJIOB, OJTHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
3JICKTPOHHOTO JIOKYMEHTa UIECHTU(OUIHPYIOIIAs DJIICKTPOHHBIN (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 uaeHTu(UKATOp 3IeKTpoHHOrO qokymenta | M.SDE.90008 csdo:UniversallyUniqueldType 0.1
HCXOJIHOTO AJIEKTPOHHOTO (cBemeHui), B OTBET Ha KOTOPBINA OBLIT (M.SDT.90003)
JIOKyMEHTa (CBEIeHUI) c(OopMUpPOBaH JaHHBIN AIEKTPOHHBII 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JOKYMEHT (CBEICHH) 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 CO3J[aHHs DIIEKTPOHHOTO M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
3JIEKTPOHHOTO JOKYMEHTA JIOKyMEHTA (CBEIACHUH) OO6o3HaueHue 1aThl U BPEMEHU B
(cBeneHMiN) cootrBerctBuu ¢ 'OCT MCO 8601
(csdo:EDocDateTime) 2001
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.
[Tabnon: [a-z]{2}




74

Nwms pexBusura Onucanue pekBU3UTA Wnentudukatop Tun nanHeIX MH.

2. Caenenus 3ampoca CBEJICHUS 3aMpOoca JOMOTHUTEIBHBIX M.HC.CDE.00293 | hccdo:CounterfeitDrug 1
JOTIOJTHUTEILHBIX CBEICHHM, CBEJICHUM, CBSI3aHHBIX C (DAKTOM BBISBICHUS CorrespondenceDetailsType
CBSI3aHHBIX C (haKTOM ¢anbcupuIMpoBaHHOTO, KOHTPA(PAKTHOTO U (M.HC.CDT.00264)
BBISIBIICHUS (WJIM) HE COOTBETCTBYIOIIETO TPEOOBAHHSIM Omnpenensiercst 00IaCTIMH 3HAYCHHUN
dbanbcupUIMPOBAHHOTO, 10 KQ4eCTBY JICKAPCTBEHHOT'O CPE/ICTBA BJIO’KEHHBIX 3JIEMEHTOB
KOHTpaakTHOTO | (WUJIN) HE
COOTBETCTBYIOIIETO
TpeOOBaHUSAM IO KAYECTBY
JIEKapCTBEHHOTO CPE/ICTBA
(hcedo:CounterfeitDrug
RequestDetails)

2.1. Jlata nokymeHTa JlaTa BbIJAYuH, TOANMCAHHUS, YTBEPIKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 1

(csdo:DocCreationDate) WA PETUCTPAILiU JTOKyMEHTa O06o3HaveHue TaThl B COOTBETCTBHUHU C

I'OCT UCO 8601-2001
2.2. Homep nokymenra rdpoBoe WM OyKBeHHO-II(DPOBOE M.SDE.00044 csdo:1d50Type (M.SDT.00093) 1
(csdo:Docld) 0003HaueHHe, IPUCBAMBAEMOE JOKYMEHTY Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
IIPU €r0 PETUCTPAIH MuH. anuna: 1.
Makc. mmuHa: 50
2.3. HaumeHnoBanue HAaUMEHOBAaHHE JOKYMEHTA M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1

JOKyMEHTA
(csdo:DocName)

HopmanuzoBanHas cTpoka CUMBOJIOB,
HE coJiep Kaliiasi CAMBOJIOB pa3pbIBa
cTpoku (#XA) u Tabymsiun (#x9).
Mun. gouHa: 1.

Makc. gnmuaa: 500
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3. Caezenus OTBETA Ha 3apOC | CBEIAECHUsS OTBETA Ha 3aIpOC M.HC.CDE.00283 | hccdo:CounterfeitDrug 0.*
JIOTIOJTHUTEIIBHBIX CBEIACHUIA, JIONIOJTHUTEIBHBIX CBEJCHHUH, CBI3aHHBIX C CorrespondenceDetailsType
CBSI3aHHBIX C (haKTOM (aKTOM BBISBICHHS (M.HC.CDT.00264)
BBISIBJIICHUS ¢anbcupuIMpoBaHHOTO, KOHTPA(PAKTHOTO U Omnpenensiercst 00MaCTIMH 3HAYCHUN
dbanbcupUIMPOBAHHOTO, (MK) HE COOTBETCTBYIOIIETO TPEOOBAHHUSIM BJIO’KEHHBIX 3JIEMEHTOB
KOHTpa(haKTHOTO U (WJIH) HE 10 KQ4eCTBY JICKAPCTBEHHOT'O CPE/ICTBA
COOTBETCTBYIOIIETO
TpeOOBaHUSAM IO KAYECTBY
JIEKapCTBEHHOTO CPE/ICTBA
(hcedo:CounterfeitDrug
AnswerDetails)

3.1. Jlata mokymeHTa JlaTa BbIJAYuH, TOANMCAHHUS, YTBEPIKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 1

(csdo:DocCreationDate) WA PETUCTPAILiU JTOKyMEHTa O0o3HaueHue TaThl B COOTBETCTBUH C

I'OCT UCO 8601-2001
3.2. Homep noxymeHTa rdpoBoe WM OyKBeHHO-II(DPOBOE M.SDE.00044 csdo:1d50Type (M.SDT.00093) 1
(csdo:Docld) 0003HaueHHe, IPUCBAMBAEMOE JOKYMEHTY Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
IIPU €70 PerucTpanuu MuH. mmHa: 1.
Makc. mmuHa: 50
3.3. HaumenoBanwue HAaUMEHOBAaHHE JOKYMEHTA M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1

JOKyMEHTA
(csdo:DocName)

HopmanuzoBanHas cTpoka CUMBOJIOB,
HE coJiep Kaliiasi CAMBOJIOB pa3pbIBa
cTpoku (#XA) u Tabymsiun (#x9).
Mun. gouHa: 1.

Makc. gnmuaa: 500
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4. Tlpumeuanue OIKCaHKE 3aIpoca WK OTBETA Ha 3aIIPOC M.SDE.00076 csdo: Text4000Type (M.SDT.00088) 0.*
(csdo:NoteText) JIOTIOJTHUTEIIbHBIX CBEJICHUH, CBS3aHHBIX C CTpoka CHMBOJIOB.
(haKkTOM BBISBIICHUS Mun. anuna: 1.
HEe100pOKaYeCTBEHHOTO, Makc. ninuna: 4000
danbcuUIMPOBaHHOTO U (WITH)
KOHTpa(aKTHOT'O JIEKAPCTBEHHOT'O CPEICTBA
5. Hokyment B popmate PDF | mokyment B popmare PDF M.HC.SDE.00326 | hcsdo:PdfBinaryTextType 0.*
(hcsdo:PdfBinaryText) (M.HC.SDT.00078)
Tekct B popmare .pdf
6. XML-mokymeHT XML-nokymenT npousBosbHoi ctpyktypsl | M.HC.CDE.00303 | hccdo:AnyDetailsType 0.*
(hcedo: AnyDetails) (M.HC.CDT.00274)
Omnpenensercst 001acTSIMU 3HaYESHUN
BJIO’KEHHBIX DJIEMEHTOB
6.1. XML-moxymeHT XML-10oKyMeHT IPOU3BOIBHONU CTPYKTYpPhl | — 1
0 -
7. TlpusHax NPU3HAK, OTPEIEIISIONINI M.HC.SDE.00605 | bdt:IndicatorType (M.BDT.00013) 1
KOH(UICHIIMATFHOCTH KOH(UICHIIMATBFHOCTD CBeIeHUI: 1 — OnHO U3 ABYX 3HAYECHHIA: «true
CBEJICHUM CBEICHHUS SBIIIOTCS KOH(DUIECHIINAILHBIMH, (uctuna) mm «false» (7105b)

(hcsdo:Confidentiality
Indicator)

0 — cBezieHUS HE SBIAIOTCS
KOH(HICHIIMATbHBIMH




