EBPA3UNCKASI DKOHOMUYECKASI KOMUCCUSI
KOJVIET'USA

PEINNIEHMUE

« » 20 T. Ne T.

O BHecennu usmenenn B Pemienune Kosternu EBpasuiickoit
IKOHOMHUYECKON KomMuccHH OT 25 okTsa0ps 2016 r. Ne 122

B coorBerctBun ¢ nyHkromM 30 Ilpotokomna o0 wuHboOpmManuoHHO-
KOMMYHHUKAIIMOHHBIX TEXHOJOTUSAX W MH(POPMALKUOHHOM B3aUMOJECHCTBUU
B pamkax EBpa3uiickoro SKOHOMHYECKOro cor3a (mpwioxeHue Ne 3
k JoroBopy o EBpasuiickom 3xoHOMHUYECKOM coro3e oT 29 mas 2014 rona)
Komnerus EBpasuiickoii 5KOHOMUYECKOM KOMUCCHH P € I M JI a:

1. Buectu B Pemenue Komnernn EBpa3uiickoii 3KOHOMUYECKOUN
komuccun OoT 25 okTsi0pst 2016 1. Ne 122 «O TeXHOTOTUYECKHUX TOKYMEHTAX,
perJaMeHTUPYIOIUX HH(POPMAIMOHHOE B3aHUMOJICHCTBUE MpPHU pealn3aluu
CpeliCTBaMU HMHTErpUpPOBaHHON HHGOpPMAIMOHHOW cucTteMbl EBpasuiickoro
PKOHOMHUYECKOTO coro3a obmiero mnpouecca «dDopMupoBaHue, BeIEHUE
Y UCIIOJIb30BAaHUE E€IMHOTO PEECTpa 3apEeruCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB EBpasmMiCKOro 3KOHOMHYECKOTO COK03a» HW3MEHEHMS COTIJIACHO
IIPUII0KEHUIO.

2. Hacrosimee  Pemienue BcTymaeT B CWJIy [0 UCTEYEHUH

30 kaneHaapHBIX THEH C 1aThl €ro OPUIIUATIBHOTO OMyOJIUKOBaHMS.

[Ipenacenarens Kommernu
EBpa3niickoil 5KOHOMUYECKOW KOMHUCCUH b. CarunraeB



[MTPUJIOKEHUE

K Pemtenuro Kosierun

EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUA
oT 2025 . Ne

N3IMEHEHMUA,
BHocuMbIe B Pemienue Kosterun EBpasuiickoi 3KOHOMHUYECKOM
KOMHUCCUHM OT 25 okTa0ps 2016 r. Ne 122

1. B IlpaBunax uH()OPMAIMOHHOTO B3aUMOJICHCTBHS MPHU peaTnu3aluu
CpelICTBaMH HMHTETPUPOBAHHON HH(POPMAIMOHHOW cucTteMbl EBpasuiickoro
PKOHOMHUYECKOTO coro3a obmero mnpouecca «DopmupoBaHue, BeleHUE
Y UCIIOJIb30BAaHUE E€IMHOIO0 PEeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CcpeacTB EBpa3zuiCKOro dJKOHOMUYECKOT0 COK03a», YTBEPKACHHBIX YKA3aHHBIM
Pemennem:

a) B Tabnure 11:

no3unuu P.MM.01.CLS.009 u P.MM.01.CLS.010 uckmrouurs;

JOIIOJIHUTD ITO3UIHAMHA CIICAYIOMICTO COACPIKAHMA!

P.MM.01.CLS.028 | cnpaBoYHUK IpUYHUH CIPaBOYHMK COJIEP’KUT NIEPEUEHB KOJIOB
PUOCTAaHOBKHU Y HAaUMEHOBaHUI MPUYUH
JIEHCTBHS IIPUOCTAHOBKH JE€HCTBUS
PETUCTPAIIHOHHOTO PETUCTPAIIHOHHOTO
yJIOCTOBEPEHHUSI yJIOCTOBEpEHHUS

P.MM.01.CLS.029 | cnpaBouYHUK yCIOBHit CIPABOYHUK COJIEP’KUT NIEPEUYEHb KOJI0B
OTMEHBI Y HaUMEHOBAHUM YCIIOBUI
PErUCTpaiOHHOTO OTMEHBI PErHCTPALUOHHOTO
YIIOCTOBEPEHHSI YIIOCTOBEPEHUS

0) B mynrtax 201, 202 cioBa «0 HOBOM 3asiBJICHUM Ha MPOBEICHUE
MPOIEAyp pPETUCTpaAIlMy JIEKApCTBEHHOTO TMpemnapara st (GOpMHUPOBAHUS
eIMHOM 0a3bl JAHHBIX) 3aMEHHUTH CIIOBAMH «B C€IMHYIO 0a3y TaHHBIX,

B) B Tabmnuie 100:




2

B HAMMEHOBAHUM CJIOBA «O HOBOM 3asiBJICHUU Ha MTPOBEACHUE MPOLIETYP
pEerucTpalyy JIEKapCTBEHHOTO MpernapaTa s (OpMUPOBAHUS €AUHOU 0a3bl
JAHHBIX)» 3aMEHUTH CJIOBAMH «B €IMHYIO 0a3y TAHHBIX;

B no3uiiuu P.MM.01.0PR.073 B rpade BTOpOIl CIOBO «IOTYYCHHBIX)
WCKITIOUNTb;

r) B Tabiuie 103 B HauMeHOBaHUU U Tpade TpeThell MO3ULUU 2 CIIOBO
«TOJTYYEHHBIX» UCKITIOYUTH;

n) B Tabmume 108 xkomoBoe o6o3HaueHue «P.MM.01.OPR.088»
3aMeHUTh KOg0oBBIM 0003HaueHueM «P.MM.01.0PR.078x»;

e) B Tabiuie 110 B HaumeHoBaHUU U rpade TPEThEeil MO3UIMU 2 CIIOBA
«00paboTKa CBEJAEHUI» 3aMEHUTh CIOBaMU «0O0pabOTKa CBEACHUN s
UCKITFOUCHHU .

2.B Pernamente uwH(POPMAIMOHHOTO  B3aWMOJICHCTBHS  MEXKIY
YIOJTHOMOYEHHBIMU OpraHaMH TOCYAapCTB — wWiIeHOB EBpasuiickoro
DKOHOMHUYECKOI0 COX03a U EBpasuiicKoll SKOHOMHUYECKOW KOMMCCUEU IIpU
peanu3alnu CPeJACTBAMU HHTETPUPOBAHHONW HH(POPMAIMOHHONW CHUCTEMBI
EBpa3uiickoro s5KOHOMHYECKOro coro3a oduiero npouecca «PopMupoBaHue,
BEJCHUE W HCIOJb30BAHUE E€JUHOTO peecTpa 3aperucTPUPOBAHHBIX
JCKApCTBEHHBIX  CpPeACTB  EBpasuiCKOro  SKOHOMHUYECKOTO  CO03ay,
YTBEP>KICHHOM yKa3aHHBIM Perenuem:

a) B Tabmute 26:

B mo3unuu 2 rpady BTOPYIO U3IOXKHUTh B CIEAYIOMICH pEIaKIuu:
«3Ha4YeHue pekBuzuTa «ToproBoe HAaWMEHOBAHHE  JIEKAPCTBEHHOTO
npenapara» (hcsdo:DrugTradeName) B coctaBe pekBuszuta «CBEIEHHUS O
perucrparuu JIEKapCTBEHHOTO npernapara B rocyapcTBe-
yineHe»(hcedo:DrugCountryRegistrationDetails) JTOJKHO COBIIAJIaTh
CO 3HaueHUEeM pekBu3uTa «ToproBoe HAMMEHOBAHHME JIEKAPCTBEHHOIO

npemnapata» (hcsdo:DrugTradeName) B cocraBe pekBuszuta «CBeaeHUS
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o peructparnun»  (hccdo:CountryDrugRegistrationDetails), nepemanHom

B cooOmieHnu oOiero mpoiecca «CBeAeHUsI O PACCMOTPEHHUM 3asiBICHUSD)
(P.MM.01.MSG.033), B oTBET Ha KOTOPOE MOJY4YEHO COOOIICHHE OOIIEro
nporiecca «Cmenenuss o Homepe 3asBiaeHus (P.MM.01.MSG.013),
coJepkaiiee 3HaueHue pekBuzuta «Homep 3asBieHuss o perucrparuu
nekapctBeHHoro  npemnapata»  (hcsdo:Applicationld),  coBmanaroiee
CO 3HaUYeHHEM pekBu3nTa «Homep 3asiBiaeHUS O perucTpaliu JeKapCTBEHHOTO
npenapara» (hcsdo:Applicationld), momydeHHOM B COOOIIEHUU OOIIETO
nporecca «CBelleHUsT O  TOPSIKOBOM  HOMEPE  PETUCTPAIIMOHHOTO
ynocroBepenusn» (P.MM.01.MSG.015), kotopoe cOOEpXUT 3HAYEHUE
pexkBu3uTa <«IlOpSAKOBBII HOMEpP PErHCTPAIMOHHOTO  YJOCTOBEPEHUS
nexapctBenHoro mpenapata» (hcsdo:RegistrationNumberld), coBnagaromee
co 3HadueHHWeM pekBuzuTa «llopsSAKOBBI HOMEpP PETUCTPAIUOHHOTO
yAoCTOBepeHus jekapcTBeHHoro npenaparay (hcsdo:RegistrationNumberld)
B II€pe1aBacMbIX B EMHBIN pEECTp CBEICHUIX Y,

JIOTIOJIHUTD IO3ULIUEH CICAYIOIICTO COACPIKAHUS:

87 €CJIM 3aIO0JTHEHO He MeHee 2 IK3eMIUIIPOB peKBU3nTa «CpOK rOAHOCTH
nekapcrBeHHoro npenaparay (hcsdo:ShelfLifeDurationDetails), To pekBuzut
«HaunmMeHnoBanwue siekapctBenHoi popmbi» (hcsdo:DosageFormName) B coctase
pexBu3nTa «CpOK FOAHOCTH JISKAPCTBEHHOTO MTpErapara
(hcsdo:ShelfLifeDurationDetails) nomken ObITh 3am0THEH

0) B Tabmuiie 27 B O3UIHH «3-82»:

B rpade nepBoit uudpsl «3-82» 3ameHuTh Huppamu «3-87»;

B rpade BTOopoM 1udpel «3-85» 3aMmeHuth nudppamu «3-87», ciosa
«1a0auib! 20» 3aMEHUTH CIIOBAMH «TaOHUIIBI 26%;

B) TaOIUITy 35 MOMOIHUTH MO3HUITUEH CISTYIONMIETO CONCPIKAHMS:

4 3HAYEHUIO, COZIepIKaleMycs B pekBu3uTe «Homep 3asBICHUS O perUCTpauu
nexapcTBeHHoro npemnapara» (hcsdo:Applicationld) momkHO COOTBETCTBOBATH
TONbKO | yHUKanbHOE 3HaUeHHEe pekBU3HUTa «[lopsSAKOBBIA HOMEP
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIGKAPCTBEHHOTO TIperiapaTay
(hcsdo:RegistrationNumberld)




r) TabauIy 46 U3JI0KUTh B CIICAYIONICH PeaaKIINM:

TpeOoBaHus K 3aMOTHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX IOKYMEHTOB
(cBeneHuil) «CBelleHUs] 0 paCCMOTPEHUU 3asiBIICHUS U (UJIH)
peructpanuonHoro aocbke» (R.HC.MM.01.006), nepenaBaeMbix B
coobtennn «CBeaeHus 0 paccMoTpeHuu 3asasieHus» (P.MM.01.MSG.033)

Kon
TpeOOBaHUs

dopmynrpoBka TpeOOBaHUS

1

pekBu3nT «HoMmep 3asBICHHS O PETUCTPAIIMU JICKAPCTBEHHOTO MperapaTay
(hcsdo:Applicationld) momkeH ObITH 3anI0NHEH, ecu pekBU3UT «Kox sTana
pPacCMOTPEHHMS 3asIBJIICHHS Ha PETHCTPAIIHIO JICKAPCTBCHHOTO TIperaparay
(hcsdo:ApplicationStatusCode) ne comepskut 3Hauenue «01 — mpuem
3asIBJICHUS» U KOJI CTPaHbI YIIOJTHOMOYEHHOT'O OpTraHa, HalpaBUBIIETO
coO0IIIeHHE HE COOTBETCTBYET 3HAYCHHUIO pekBu3uTa «Komx cTpaHbi»
(csdo:UnifiedCountryCode) B cocTaBe TOTO K€ IK3eMIUIIpa PeKBU3UTA
«Csegnenus o peructpanum» (hcedo:CountryDrugRegistrationDetails), B
KOTOPOM 3HaueHHe pekBu3uTa «Koj poiu rocynapcraa-uicHa»
(hcsdo:CountryKindCode), coorBercTByeT 3HadueHHIO «01 — pedepeHTHOE
TOCYAapCTBOY»

pekBu3uT «HoMep 3asiBIICHHS O PErHCTPAIMH JISKAPCTBEHHOTO MpenapaTa
(hcsdo:Applicationld) momkeH ObITh 3amoiHEH, eciii pekBU3UT «Kox stana
paccMOTpEHHUs 3asBJICHUS HA PETUCTPAIIMIO JICKAPCTBEHHOTO Mperaparay
(hcsdo: ApplicationStatusCode) He conepxut 3nauenue «01 — npuem
3asIBJICHUS», KOJI CTPAHbI YIIOJTHOMOYEHHOTO OpraHa, HalpaBUBIIETO
coo0IIIeHHe, He COOTBETCTBYET 3HAYCHUIO pekBr3uTa «KoJ cTpaHbD»
(csdo:UnifiedCountryCode) B cocTaBe TOTO € 3K3eMIUIIpa peKBU3UTA
«Csegnenus o peructpanum» (hcedo:CountryDrugRegistrationDetails), B
KOTOPOM peKkBU3UT «Ko posin rocyjapcTBa-uieHay
(hesdo:CountryKindCode), cootBeTcTBYET 3HaueHUIO «02 — TOCYIapCTBO
NpU3HAHUS» U 3HaUeHHE pekBu3uTa «Kos BuIa JOKyMeHTa
PETUCTPAIIMOHHOTO JIOChE Ha JICKAPCTBEHHBIH Mpermapar»
(hcsdo:DrugRegistrationDocCode) B cocTaBe ClI10KHOTO PEKBH3UTA
«CBenleHHsI 0 JOKYMEHTE PETUCTPAILIMOHHOTO JTOChE (J1e1a)»
(hccdo:RegistrationDossierDocDetails) ne cootBetcTByeT 3HaueHH0 «01003 —
3as1BJICHUE O BHECEHUH N3MEHEHUH B PErUCTPAIIMOHHOE 10ChEe
JICKApCTBEHHOTO Mperapara

pekBu3uT «HoMep 3asBICHHS O PETUCTPAIMK JICKAPCTBEHHOTO MperapaTay
(hcsdo:Applicationld) e nomKkeH OBITH 3aMIOJHEH, €CITH BBITIOJTHEHO
CIIE/TYIOIIEE YCIOBUE:

HarmnpaBieHue oT yrmoJHOMOYEHHOTO opraHa pedepeHTHOro rocyapcTaa B
Komuccuto nepBoro cooOmieH st 0 MOCTYIUICHHH HOBOTO 3asIBJICHUSI.
Coo0I11IeHre HANIPABJISICTCS C LENBIO MOJyYSHHsI HOMEpa 3asiBJICHHSI
YIIOJIHOMOYEHHBIM OPraHOM pedepeHTHOro rocyaapcTBa. B Takoi cuTyaruu
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Kon
TpeOOBaHU

dopMynupoBKa TpeOOBaHUS

pekBu3nT «HoMmep 3asBICHHS O PETUCTPAIMU JICKAPCTBEHHOTO MperapaTay
(hcsdo:Applicationld) He 3amoHSIETCS, TPA STOM:

a) pekBu3uT «KoJ 3Tana paccMOTpeHUs 3asiBIICHUS Ha PETHCTPALIUIO
nekapctBeHHoro npemnapata» (hesdo: ApplicationStatusCode) nomken
COOTBETCTBOBAThH 3HAUYCHUIO «01 — prem 3asBICHUNY;

0) KOJ CTpaHbl YIIOJTHOMOYEHHOTO OpraHa, HalpaBUBIIETO COOOIIECHHE,
JIOJDKEH COOTBETCTBOBAThH PEKBU3UTY «Koa cTpaHbI»
(csdo:UnifiedCountryCode) B cocTaBe TOTO K€ IK3eMIUIIpa PeKBU3UTA
«Csenenus o peructpanum» (hcedo:CountryDrugRegistrationDetails), B
KOTOPOM peKBU3HT «Ko posu rocyaapcTBa-uieHa
(hcsdo:CountryKindCode), cootBetcTByeT 3HaueHHto «01 — pedepenTHOE
TOCYJapCTBOY.

pexBu3uT «HoMmep 3asBIeHHs O pETUCTPAINH JIEKAPCTBEHHOTO MIPETapaTay
(hcsdo:Applicationld) He moMKEeH OBITH 3aITOTHEH, €CJIA BBITIOTHEHO
CleyIolee yCIOBUE:

Hanpapnenue oT yrnoJiHOMOYEHHOTO OpraHa rocyapcTBa Npu3HaHus B
Kommuccnio nepBoro cooOmeHns 0 MOCTYIIICHUA HOBOTO 3asIBIICHUS O
BHECCHUHU M3MEHEHUH B PETUCTPAIIMOHHOE JI0ChE 3apETUCTPHUPOBAHHOTO
JIEKapCTBEHHOT'0 Iperapara yrnoJIHOMOYEHHBIM OPraHOM rocyapcTBa
npu3HaHus 0e3 MPUBJICYEHUS YIIOJIHOMOYEHHOTO OpraHa pe)epeHTHOTO
rocyJapcTBa B CIyvasx, MperycMOTpeHHbIX [IpaBuinaMu perucrpanuu (IyHKT
2.1.5 Tlpunoxxenust Ne 19 IlpaBui perucrpanuu B pegakuuu Pemenust CoBeta
Komuccun ot 29 mast 2024 1. Ne 43). CooO1nieHne HanpaBiIseTcs ¢ IEeNbIo
HOJIy4EeHHUs1 HOMepa 3asBJICHUS YIIOJIHOMOYEHHBIM OPTaHOM T'OCyJapcTBa
npu3HaHus. B Takoi cutyannu pekBusuT «Homep 3asBiIeHUs O perucTpauuu
nekapcTBeHHoro npemnapara» (hcsdo:Applicationld) e 3anonusiercs, npu
3TOM:

a) pekBu3uT «KoJ 3Tana paccMOTpeHUs 3asBICHUS Ha PETHCTPALIUIO
nekapctBenHoro npemnapatay (hesdo: ApplicationStatusCode) nomken
COOTBETCTBOBATh 3HaUeHUIO «01 — mpreM 3asBICHUY;

0) KOJ1 CTpaHbl YIOJHOMOYEHHOI'O OpraHa, HalpaBUBILIEro COOOIIEHUE,
JIOJDKEH COOTBETCTBOBATh peKBU3UTY «KoJ cTpaHbI»
(csdo:UnifiedCountryCode) B cocTaBe TOTO e HK3eMILIsIpa peKBU3UTA
«Csegnenus o peructpauun» (hcedo:CountryDrugRegistrationDetails), B
KOTOPOM peKBU3UT «Koj posu rocyaapcTBa-uieHa
(hcsdo:CountryKindCode), cootBeTcTBYeT 3HaueHHIO «02 — rocy1apcTBO
NPU3HAHUS;

B) pekBU3HT «Ko/ BUIa TOKYMEHTa PErHCTPAalMOHHOTO JOChE Ha
nexapcTBeHHbIH mpenapar» (hcsdo:DrugRegistrationDocCode) B coctaBe
CJIOKHOTO pekBu3nTa «CBeICHUS O JOKYMEHTE PErUCTPALMOHHOTO JOChE
(mema)» (hcedo:RegistrationDossierDocDetails) momkeH cOOTBETCTBOBATH
3HaueHHIo «01003 — 3asiBieHNE O BHECEHUU U3MEHEHHI B pETUCTPAL[MOHHOE
JI0Che JIEKapCTBEHHOT'O IpenapaTa
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Kon dopMynupoBKa TpeOOBaHUS
TpeOOBaHU
5 JIOJDKEH OBITB 3a1ofiHeH | AKk3eMIUIsIp pekBu3uTa «CBEIEHHS O PACCMOTPEHHUH

3asBJIEHUS U (WIH) PETUCTPALIUOHHOTO JOCHE)
(hccdo:DrugApproval ApplicationDetails)

6 3Hayenue pekBm3uT «Koz crpanbn» (csdo:UnifiedCountryCode) B coctaBe
CJI0KHOTO peKBHU3UTa «CBEJIEHUS O PACCMOTPEHUH 3asiBJICHUS U (WIIH)
peructpanunonHoro gocke» (hcedo:DrugApproval ApplicationDetails) qomkHo
COOTBETCTBOBATh 3HAYCHUIO, YKa3aHHOMY B 3arojioBke wsa:ReplyTo
coo01IeHus

7 ecnu pekBU3HUT «KoJl BUJa TOKyMEHTa PEruCTPAllMOHHOTO JI0Che Ha
nexkapctBeHHbIN npenapar» (hesdo:DrugRegistrationDocCode) B coctaBe
CJIOHOTO PeKBU3HUTA «CBEICHUS O JOKYMEHTE PETHCTPAIIMOHHOTO JIOChE
(mema)» (hcedo:RegistrationDossierDocDetails) coorBeTcTBYeT 3HaUCHUIO
«01002 — 3asBIIEHHE O PETUCTPALIMH JICKAPCTBEHHOTO Mpernapara s
MEAMIIMHCKOTO MPUMEHEHHUS (IPUBEICHUU PETUCTPAIIMOHHOTO 10CHE
JICKapCTBEHHOTO TIperapaTa B COOTBETCTBUE ¢ TpeboBaHusMu EBpa3uiickoro
SKOHOMHYECKOTO COI03a)», TO peKBU3UT «[lopsIKoBEIi HOMED
PETUCTPALIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO Mpenapara
(hcsdo:RegistrationNumberld) e 3anomusiercs

8 ecnu pekBu3uT «KoJ Buga TOKyMEeHTa PerucTpalliOHHOTO JOChE Ha
nekapctBeHHbli penapar (hesdo:DrugRegistrationDocCode) B cocrase
CJIO)KHOTO peKBU3UTa «CBEACHUS O JOKYMEHTE PETUCTPAIMOHHOTO JOChE
(mema)» (hcedo:RegistrationDossierDocDetails) cOoTBETCTBYET 3HAUCHHIO
«01003 — 3asBEHNE O BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE TOChE
JIEKapCTBEHHOT 0 Ipenapara» uin 3HadeHuto «01004 — 3asBnenue o
nepeperucTpalny JIEKapCTBEHHOTO TIpernapaTay, To peKBU3UT «IlopsaKoBbIii
HOMEp PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIGKAPCTBEHHOTO MTPETaparTay
(hcsdo:RegistrationNumberld) gomkeH ObITh 3aMOTHEH U TOJKEH
COJIEPKaThCS B aKTyalIbHOM 3alHCH €JUHOTO PEecTpa, MPU ITOM KO CTPAHbI
YIIOJITHOMOYEHHOTO OpTraHa, HallPaBHUBIIIETO COOOIIEHHE, TOJDKEH
COOTBETCTBOBATH KOy TOCY/IapCTBA-UICHA YITOJIHOMOYEHHOTO OpTaHa,
MPEJICTAaBUBIIETO aKTYyaJbHYIO 3aMKCh B €AUHBIN peecTp

9 JIOJKHBI IPUCYTCTBOBATH OJIMH WJIH HECKOJIBKO IK3EMIUIIPOB PEKBU3UTA
«Csegnenus o peructpanum» (hcedo:CountryDrugRegistrationDetails), u3
KOTOPBIX MEPBHI 3K3EMIUISIP JOHKEH CONlepKaTh peKkBU3HUT «Ko ponu
rocynapcrBa-wieHa» (hcsdo:CountryKindCode), cootBeTcTBYIOITNI
3HaveHunto «01 — pedepeHTHOE TOCYIapCTBOY, @ B APYTHX IK3EMIUIAPAX ITOT
PEKBU3UT JOJIKEH COOTBETCTBOBATH 3HaUeHHIO «02 — rocyaapcTBO
MIPU3HAHMS

10 3HayeHus pekBu3UTOB «Koxa crpanbny (csdo:UnifiedCountryCode) ne moryT
HIOBTOPSITHCS CPE/IH IK3EMILIIPOB pekBH3HUTa «CBENICHHS O PETUCTPALIAN
(hcedo:CountryDrugRegistrationDetails)
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Kon
TpeOOBaHU

dopMynupoBKa TpeOOBaHUS

11

B K&)XKJIOM dK3eMIUTsIpe pekBU3nuTa «CBEICHUS O PETUCTPAIIHI
(hccdo:CountryDrugRegistrationDetails) pekBusut «Koj crpanby
(csdo:UnifiedCountryCode) nomkeH conepkarb KOJoBoe 0003HaAUYCHUE
rocyJaapcTBa-wieHa U3 KIacCU(PHUKATOpa CTpaH MUPa, YKa3aHHOTO B pa3jerie
VII I1paBun nHGOPMAITMOHHOTO B3aUMOJICHCTBUS, & aTPHUOYT
«uaeHTuuKaTop cnpaBouHuka (kmaccuduxaropa)» (arpudyt codeListld) B
€ro COCTaBe JO0JKEH CoJiepKaTh 3HaueHue «2021»

12

B KaXXJIOM 9K3eMILTApEe peKBU3UTA «CBEICHUS O PETHUCTPAIIHI
(hcedo:CountryDrugRegistrationDetails) peksusut «ToproBoe HauMeHOBaHHE
nexapcTBeHHoro npemnapara» (hcsdo:DrugTradeName) nomken ObITh
3aM0JIHEeH

13

ecy pekBU3UT «KoJl BUa POTICTyphI PETHCTPAITII
(hcsdo:RegistrationKindCode) 3amonHeH, TO OH JOKEH COOTBETCTBOBATH
OJTHOMY U3 3HAYCHHI:

01 — mpoueypa B3aMMHOTO TIPU3HAHHUS,

02 — neneHTpanM30BaHHAS MIPOLICTYPA;

03 — perucrpanus M0 UHUIUATHBE YIIOJIHOMOYEHHOTO OpraHa rocy1apcTBa-
4jieHa

14

pekBU3UT «CBeaeHus 00 3Tare pacCMOTPEHUS 3asBICHUS HA PETUCTPALIHIO
nekapcTBeHHoro npemnapara» (hccdo: ApplicationStatusDetails) gomken ObITh
3aI0JIHEH U JOJDKEH COJIepKaTh HH(POPMAIIHIO O TEKYIIEM dTare

15

pexBm3uT «KoJ 9Tana paccMOTpeHus 3asBICHUS Ha PETUCTPALIUIO
nexapctBeHHoro npemnapatay (hesdo: ApplicationStatusCode) nomken
COOTBETCTBOBAThH OJIHOMY U3 CICIYIONINX 3HAYCHUIA:

01 — npuem 3asBieHUS;

02 — skcnepTH3a 10Che;

03 — ampoOariust METO0B KOHTPOJISI KAa4eCTBa;

04 — uHCTeKIUs TPOU3BO/ICTBA;

05 — moaroToBKa SKCIEPTHOTO OTYETA;

06 — o100peHue SKCIEePTHOrO OTYETA;

07 — orkas;

08 — 0T3BIB MO OOpAIIEHUTIO 3aSIBUTEIIS;

99 — npyroe

16

eciu pekBU3HT «Ko ATama paccMOTpeHust 3asBICHUS Ha PETUCTPAIIHIO
aexapcTBeHHoOro npenaparay (hcsdo: ApplicationStatusCode) coorBeTcTBYeET
3HaYeHu10 «99 — npyroe», To pekBU3UT «HanmMeHoBaHMe 3Tara pacCCMOTPEHUS
3asIBJICHHS HA PETUCTPAIHIO JICKAPCTBEHHOTO TIpernapaTa
(hcsdo:ApplicationStatusName) 3amonusieTcst 0053aTeIbHO

17

B cOcTaBe pekBu3nTa «CBeeHUs 00 Tare pacCMOTPEHHUS 3asBIICHUS Ha
perucTpanuio JekapcteeHHoro npemnapara» (hcedo: ApplicationStatusDetails)
TOJIKEeH OBITH 3armoaHeH pekBU3HT «/latay (csdo:EventDate)
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Kon
TpeOOBaHU

dopMynupoBKa TpeOOBaHUS

18

HE 3aMoJHseTCs PeKBU3UT «KOJ MPUYMHBI HEBO3MOXXHOCTH PACCMOTPEHHSI
sasBiieHus» (hesdo: ApprovallmpossibilityReasonCode)

19

JIOJDKEH TMPUCYTCTBOBATh POBHO OJIMH DK3EMIUIIP pekBu3nuTa «CBEICHUS O
JIOKYMEHTE PETUCTPALMOHHOTO 0Che (Aer1a)»
(hccdo:RegistrationDossierDocDetails)

20

pekBu3uT «lIpu3HaK MPUHAIICIKHOCTH JTOKYMEHTA K PETUCTPAI[HIOHHOMY
nocbey» (hesdo:RegistrationFilelndicator) momkeH OBITH 3aIIOJIHEH U TOJDKEH
COOTBETCTBOBATh | U3 3HAYCHUNA:

«0 — TOKyMEHT PErUCTPAIMOHHOTO JIeIIaY,

«l — TOKyMEHT PEerucTpaluoOHHOTO JJOChE)

21

ecyy 3HaueHue pekBu3uTa «lIpu3HaK mpUHAUIEKHOCTH JOKYMEHTA K
peructpaunonHomy nocke» (hesdo:RegistrationFileIndicator) cooTBeTcTByeT
3HaUEHUIO «1 — JOKYMEHT PErUCTPAMOHHOTO JJOChe», TO peKBU3UT «Koj
BHJIa JIOKYMECHTA PETUCTPAIIMOHHOTO JOChE Ha JICKAPCTBEHHBIN Mperapar»
(hcsdo:DrugRegistrationDocCode) B cocTaBe C10KHOIO pEKBU3HTA
«CBefieHHs 0 JOKYMEHTE PEruCTPAIlIOHHOTO JI0Che (era)»
(hcedo:RegistrationDossierDocDetails) qomken ObITh 3aM0JIHEH U €T0
3Ha4YeHHE JI0JDKHO COJIepPKaTh KOJOBOE 0003HAYCHNE BU/IA JIOKYMEHTA U3
KJ1accu(pUKaTopa BUIOB JOKYMEHTOB PErHCTPAIMOHHOTO 10CHE
JIEKapCTBEHHOI0 IIpernapara, ykazaHHoro B paszeie VII IIpaBun
WH(OPMAIIMOHHOTO B3aMMOJICHCTBHSI, & aTPUOYT «HICHTU(DUKATOP
cnpaBouHHKa (kimaccudukaropa)» (arpudyt codeListld) B cocraBe aToro
PEKBU3UTA JOJKEH CoepkKaTh 3HaUeHHne «2058».

22

OJIMH M3 SK3EMIUISIPOB peKkBU3nuTa «CBEICHHUS O TOKYMEHTE
peructpanuonHoro nocke (aena)» (hcedo:RegistrationDossierDocDetails)
JIOJDKEH cozieprkaTh peKBU3UT «Koa Buja TOKYMEHTa perucTpaloHHOTO
nocke Ha JtekapcTBeHHbIi npenapat (hesdo:DrugRegistrationDocCode)
COOTBETCTBYIOIIUHU | U3 3HAUEHUHA:

01002 — 3asBneHue 0 perucTpalmy JeKapcTBEHHOTo Ipernapara Jyis
MEIUIUHCKOTO IPUMEHEHHUs (MPUBEIEHUH PETUCTPALIMOHHOTO J10Che
JIEKapCTBEHHOTO TIperiapara B COOTBETCTBHE ¢ TpeboBaHMsIMA EBpazuiickoro
HKOHOMHUYECKOTO COI03a);

01003 — 3asBrneHue 0 BHECEHUU U3MEHEHHI B PErHCTPAIIMOHHOE TOChE
JIEKapCTBEHHOTO Mpenapara;

01004 — 3asBrieHUE O TIEpPEePETUCTPAIMH JICKAPCTBEHHOTO TIperiapara

23

eciu 3HaueHue pekBu3uTa «Koa Bula JOKyMEHTa PErHCTPAIIHOHHOTO TI0ChE
Ha jekapcTBeHHbIN mpenapar» (hcsdo:DrugRegistrationDocCode)
COOTBETCTBYET 3HAUEHUIO «99999 — npyroil NTOKyMEHT», TO PEKBU3UT
«HanMeHoBaHUE BUIa JOKYMEHTA PETUCTPAIIMOHHOTO JOChE Ha
nexapcTBeHHbIN npenapar» (hesdo:DrugRegistrationDocName) 3amonnsercs
00s3aTeNbHO
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Kon
TpeOOBaHU

dopMynupoBKa TpeOOBaHUS

24

ecyy 3HaueHue pekBu3uta «lIpu3Hak mpuHaIIeKHOCTH JOKYMEHTA K
peructpanroHHomy aocke» (hesdo:RegistrationFilelndicator) coorBercTByer
3Ha4eHUI0 «0 — JOKYMEHT PEerucTpalMOHHOTO Jieflay, TO peKBU3UT «Koxa Buaa
JIOKYMEHTa PErUCTPAIMOHHOTIO JieJia Ha JIEKapCTBEHHbIN Mpenapar»
(hcsdo:DrugRegistrationFileCode) momken ObITh 3aII0IHEH M €r0 3HAYECHHUE
JIOJDKHO COJIepKaTh KOJAOBOE 0003HaUCHHE BUa JOKYMEHTA U3
KJaccu(ukaTopa BUI0B JJOKYMEHTOB PETUCTPALIMOHHOTO Jeia
JIEKapCTBEHHOI0 IIpenapara, ykazaHHoro B paszeie VII [IpaBun
MH(OPMALIMOHHOTO B3aUMOJACHCTBUS, a aTPUOYT «UIeHTU(DUKATOP
cripaBovHMKa (KiaaccudpukaTopa)» (arpudyt codeListld) B cocTaBe aToro
PEKBU3UTA JOJDKEH COlepKaTh 3HaueHue «2040»

25

pexkBu3uT «HanMeHOBaHUE BUa JOKYMEHTA PErUCTPAIIMOHHOTO JIeNa Ha
nekapctBeHHbIN npenapar» (hesdo:DrugRegistrationFileName) 3amonasiercst
00s13aTeNIbHO, eClT 3HaueHne pekBu3nTa «Kos Buma 1oKyMeHTa
PETHCTPAIIMOHHOTO JIeJla Ha JIEKapCTBEHHBIH penapar
(hcsdo:DrugRegistrationFileCode) cooTBeTCTBYET OJHOMY U3 CIEIYIOIINUX
3HA4YCHMI:

0199 — npyroe;

0299 — npyroe;

0399 — npyroe;

0499 — npyroe

26

HC 3aIIOJIHACTCA PCKBU3UT «I[OKYM@HT B 6I/IHapHOM (bopMaTe»
(hcsdo:DocCopyBinaryText)

27

He 3anosHsaeTcs pekBu3nuT «XML-nokymenT» (ccdo:AnyDetails)

28

He 3anonHseTcs pekBu3uT «/lata» (csdo:EventDate)

29

HE 3aI0JIHSIETCs PEKBU3NUT «CBeIeHNs O HAMMEHOBAHHH JIEKAPCTBEHHOTO
npenapara (cpeactsa)» (hccdo:DrugNameDetails)

30

HE 3aroJHsAeTCs PeKBU3UT «CBEIEHUS O JIEKapCTBEHHOU (hopmey
(hccdo:DosageFormDetails)

31

HC 3aIlIOJIHACTCA PCKBU3UT <<CB€I[CHI/15[ O IMPOU3BOAUTECIICH
(hcedo:ManufacturingAuthorizationHolderDetails)

32

HE 3armojHsAeTcs peKBU3UT «CBEIeHUs O JAeprKaTese (3asBUTENe)
PErucCTpaliluOHHOTO YAOCTOBCPCHU A
(hccdo:RegistrationCertificateHolderDetails)

33

HE 3aI0JIHACTCS PEKBU3UT « TEXHOJOTMUECKUE XapaKTEPUCTHKH 3aHCH
obmrero pecypca» (ccdo:ResourceltemStatusDetails)

1) Tabauiy 47 U3I0KUTh B CIEAYIONMICH peaaKIuu:
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TpeOGoBaHus K 3aMOTHEHUIO PEKBU3UTOB 3JIEKTPOHHBIX IOKYMEHTOB
(cBenenuit) «CBeneHus O paCCMOTPEHUU 3asiBJICHUS U (MITH)
peructpanronnoro gocke» (R.HC.MM.01.006), nepegaBaeMbIx
B cooOmiennu «CBeieHus )1l BKIFOUCHUS B €IMHYI0 0a3y TaHHBIX»

(P.MM.01.MSG.034)

Kon
TpeOOBaHUs

dopmynupoBKa TpeOOBaHUS

1

B €IMHO# 0a3e J0JDKHA OTCYTCTBOBATH 3aIUCh, B KOTOPOI 3HAYEHUE PEKBU3HTA
«Homep 3asBIIeHHsI O PETMCTPALMH JIEKAPCTBEHHOTO TperapaTa
(hcsdo:Applicationld) coBmamaer ¢ nepegaHHbIMU B COOOIIEHUN

KOJI CTpaHbl, IPE/ICTABIIAIONICH CBEACHUS ISl BKIIOUCHHS B €AMHYIO 0a3y
JAHHBIX, TOJKEH COBIMAAATh C KOJAOM CTPaHBI, OJyYUBIIEH COOTBETCTBYIOIIUI
HOMeEp 3asIBJICHUSI O PETUCTPAIIMU JIEKAPCTBEHHOTO Mpernapara B peKBU3UTE
«Howmep 3asBiIeHUs O pEruCTpalny JIGKAPCTBEHHOTO MperapaTay
(hcsdo:Applicationld) ot Komuccun B coobmiennn o61iero mpouecca
«Csegnenus o Homepe 3asBieHus» (P.MM.01.MSG.013), npu BeIIOTHEHUH
npoueaypsl odiiero npoiecca «HarpasieHue cBeJIeHNI 0 pacCMOTPEHUU
zasBneHus» (P.MM.01.PRC.023)

3naueHune pexksusuta «Kox crpans» (csdo:UnifiedCountryCode) B coctaBe

CIIOYKHOTO pekBu3nuTa «CBeneHHs O PACCMOTPEHUH 3asiBICHUS U (VJIH)
peructparronsoro gocke» (hccdo:DrugApproval ApplicationDetails) mosmkHo
COOTBETCTBOBAThH 3HAYEHHUIO peKBU3HUTA «KOJ CTpaHbD»
(csdo:UnifiedCountryCode), coaepskaiemMycsi B COCTaBe OJJHOTO U3
9K3EMILISIPOB pekBU3nuTa «CBEICHHS O PETUCTPAIIANY
(hcedo:CountryDrugRegistrationDetails)

ecnu pexkBU3UT «Kox ctpanb» (csdo:UnifiedCountryCode) B cocTaBe mo0ObIx
CJIO’KHBIX PEKBH3HTOB 3aII0JIHEH, TO €T0 3HAaY€HUE JTOJDKHO COOTBETCTBOBATh
KOy CTpaHbl U3 Ki1accudukaTopa cTpad MUpa, yKazaHHOro B pazzaene VII
[TpaBui nH(pOPMAIIMOHHOTO B3aUMOACHCTBUS a aTpUOYT «HIEHTH(PHUKATOP
cnpaBouHHKa (kinaccudukaropa)» (atpudyt codeListld) B ero cocrase nomxen
cojepxath 3HaueHue «2021»

JOJIZKCH OBITH 3aIIOJIHEH TOIBKO 1 OK3CEMIUIAAP PCKBU3UTA «CBeI[eHI/I}I (6]
pPacCMOTPEHHUH 3asBJICHUS U (UITH) PETUCTPAITMOHHOTO JTOCHE»
(hcedo:DrugApproval ApplicationDetails)

pekBu3nT «HoMep 3asBICHHS O PETUCTPAINH JIEKAPCTBEHHOTO MTPETaparTay
(hcsdo: Applicationld) nomken ObITh 3aMOTHEH

ecy pekBU3HT «KoJ1 BUIa IOKYMEHTa PErUCTPAIIMOHHOTO JIOChE Ha
nexapctBeHHbIN ipenapar» (hesdo:DrugRegistrationDocCode) cogepxut 1 u3
3HAYEHUM:

01003 — 3asBrneHue O BHECEHUU U3MEHEHHI B PETHCTPAIIHOHHOE TOChE
JICKapCTBEHHOTO TIperapara;
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Kon
TpeOOBaHUs

dopmMynupoBKa TpeOOBaHMS

01004 — 3asBiieHHE O IEpEPETUCTPAIINH JICKAPCTBEHHOTO IIperapara,

TO peKBH3UT «llOpSAKOBBIN HOMEP PETUCTPALIMOHHOTO yIOCTOBEPCHIS
nekapcTBeHHoro npemnapara» (hcsdo:RegistrationNumberld) gomken ObITh
3aI0JTHeH

pexBm3uT «Jlata» (csdo:EventDate) nomkeH ObITh 3aM0THEH

pexBu3uT «K0OJI BHIa JOKYMEHTA PETHCTPAIIMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN
npenapat» (hcsdo:DrugRegistrationDocCode) momxkeH ObITh 3armoHeH

10

pexkBu3HT «KoJ BUja JOKyMEHTa PErHCTPAlMOHHOTO JI0ChE Ha JIEKAPCTBEHHBIN
npenapat» (hcsdo:DrugRegistrationDocCode) momken comepkars KOJI0BOE
0003HaueHHE BUAA JOKYMEHTA U3 KIACCU(PHUKATOPa BUIO0B JTOKYMEHTOB
PETHCTPAIIMOHHOTO J0ChE JIEKAPCTBEHHOTO Mperapara, yKa3aHHOTO B pa3Jielie
VII [IpaBun undopmMaioHHOT0 B3aUMOICHCTBUS, a aTpUOYT «uAeHTU(DUKATOD
cnpaBouHuKa (kimaccudukaropa)» (arpudyt codeListld) B cocTaBe sToro
PEKBH3UTA JIOJKEH coiepkKaTh 3HaueHue «2058». Bua noxkymeHnTa n0mKkeH
COOTBETCTBOBATh 3HAYCHUIO «3asBJIICHHE O TIPOLIEAYPE PETHUCTPALIUH,
oopmiieHHOE B cOOTBETCTBUH ¢ npriioxenueM Ne 2 k [IpaBunam
PETUCTPAINI U MOYKET MPHHUMATH CJICIYIONINe 3HAUYCHHS:

01002 — 3asBneHHE O PETUCTPAIMHU JIEKAPCTBEHHOTO MperapaTa Jyis
MEIUIIMHCKOTO IPUMEHEHUS (IPUBEICHUH PETUCTPALIMOHHOTO J10ChEe
JIEKapCTBEHHOT'O Mpernapara B COOTBETCTBHE ¢ TpeboBanusmu EBpazuiickoro
HKOHOMHUYECKOTO COI03a);

01003 — 3asBneHHE O BHECEHUH U3MEHEHUHN B PETUCTPAIIIOHHOE JJOCHE
JIEKapCTBEHHOT O Npenapara;

01004 — 3asBneHue 0 MepeperucTpaly JeKapcTBEHHOr o Mpenapara

11

JIOJKHBI OBITh 3aITOJIHEHB! OJTUH UM HECKOJIbKO SK3EMILISIPOB PEKBU3UTA
«Csenenus o peructpanun» (hcedo:CountryDrugRegistrationDetails), u3
KOTOPBIX MEPBBIA HK3EMIUISP JTOJDKEH CoJIepkKaTh pekBU3UT «Ko pomun
rocynapcra-wieHa» (hcsdo:CountryKindCode), cooTBeTCTBYIOIINI 3HAYEHUTO
«01 — pedpepeHTHOE rOCYIaPCTBOY, @ B APYTUX IK3EMIUIAPAX 3TOT PEKBUUT
JIOJDKEH COOTBETCTBOBATh 3HauUeHUIO «02 — rocyaapCcTBO MpU3HAHUS

12

3HaueHus pekBu3nToB «Kox crpansn» (csdo:UnifiedCountryCode) He MmoryT
MIOBTOPSTHCS CPENIU IK3EMILIAPOB PeKBU3UTA «CBEICHUS O PETHCTPAIIUNY
(hcedo:CountryDrugRegistrationDetails)

13

B KKIOM DK3eMILTsIpe peKBU3uTa «CBEIEHUS O PETUCTPALIUN»
(hcedo:CountryDrugRegistrationDetails) pexBusut «Kox ctpanby
(csdo:UnifiedCountryCode) nomken ObITh 3aroTHeH

14

eciu 3HaYeHue pexBu3nuTa «Ko ponu rocyaapcTa-uieHay
(hcsdo:CountryKindCode) coorBercTByeT 3HaueHHO «02 — rocy1apcTBO
NPU3HAHUSY, TO HE TOJDKHBI ObITH 3aI0JIHCHBI PEKBH3HTHI:

«CBeJIcHHs1 0 HAMMEHOBAHUH JIEKaPCTBEHHOTO Tpernapara (CpeicTBa)»
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Kon
TpeOOBaHUs

dopmMynupoBKa TpeOOBaHMS

(hccdo:DrugNameDetails);

«Caenenus o nekapcrBenHoi gopme» (hccdo:DosageFormDetails);
«CBenenus o popme BBIITyCKa JIEKaPCTBEHHOTO IpenapaTa
(hccdo:PackageFormDetails);

«CBeI[eHI/I}I O IMPOU3BOJUTCIICH
(hcecdo:ManufacturingAuthorizationHolderDetails)

15

B KXKJIOM JK3eMIUIsIpe peKkBU3nuTa «CBEICHUS O PETUCTPAIIHI
(hcedo:CountryDrugRegistrationDetails) pexkBu3ut «ToproBoe HauMEHOBaHHE
nexapcTBeHHoro npemnapara» (hcsdo:DrugTradeName) nomkeH ObITh 3aM0THEH

16

ecyu pekBU3UT «CBeeHUSI O HAMMEHOBAHHUHU JICKapCTBEHHOTO Mperapara
(cpenctBa)» (hcedo:DrugNameDetails) 3amonHeH, TO B €ro cocTaBe J0KEH
OBITh 3a110JIHEH peKBU3UT «KoJ1 HaMeHOBaHNs aKTUBHOM (papMalleBTUYECKOM
cyocranium» (hcsdo:DrugCode) unu pekBusut «HanMeHnoBaHue akTUBHON
dapmaneBTuueckoit cyocranuum» (hesdo:DrugName)

17

ecu pekBU3HUT «KoJl HauMeHOBaHMsI aKTUBHOU (hapMalieBTHUECKOH
cyocranium» (hcsdo:DrugCode) 3amonHen, To ero 3Hau€HUE TOJKHO
COOTBETCTBOBATH KOJTy M3 CIIPABOYHUKA MEKIYHAPOIHBIX HEIIATEHTOBAHHBIX
HAaNMMEHOBAHUH JIEKAPCTBEHHBIX CPEACTB, IpuBeAcHHOTO B pasaeine VII [Tpasui
MH(OPMALIMOHHOTO B3aUMOACHCTBHS a aTpUOYT «HACHTU(UKATOP CIIPABOYHUKA
(xmaccudukaropa)» (atpudyt codeListld) B ero cocraBe qomxkeH coaepxarh
3Hauenue «1016»

18

ecli peKBU3UT «CBeJIeHHs O JIEKapCTBEHHOH opme»
(hcedo:DosageFormDetails) 3amonHeH, TO B €ro cocTaBe A0KEH ObITh
3anosiHeH pekBu3uT «Koxa nexkapcreernoit popmen» (hesdo:DosageFormCode)
win «HaumeHnoBanue nexapctBeHHON Gpopmb» (hecsdo:DosageFormName)

19

eciu pekBU3HT «CBenieHus 0 OpMe BBIITyCKa JIEKAPCTBEHHOTO TperapaTa
(hccdo:PackageFormDetails)3amonHen, To B €ro cocTaBe JOMKEH OBbITh
3anosiHeH pekBu3uT «Kon nekapcrBennoi popmen» (hesdo:DosageFormCode)
nnn «HanmenoBanue nexkapctBeHHol ¢hopmb» (hcsdo:DosageFormName)

20

ecnu pexkBu3HT «Kox nexapctBenHoit popmbl» (hesdo:DosageFormCode)
3aIl0JIHEH, TO €r0 3HaUeHHE JOJDKHO COOTBETCTBOBATH KOJIY U3 HOMEHKJIATYPHI
JeKapCcTBEHHBIX (popm, ykazanHoil B paznene VII [IpaBun nundopmanrionHoro
B3aUMOJICHCTBHUSA, a aTPUOYT «MACHTU(PHUKATOP CIIPABOUYHUKA
(xmaccuduxaropa)» (atpudyt codeListld) B ero coctaBe momxkeH comaepKaTh
3HaueHue «2057»

21

CCJIN pCKBU3UT <<KO,Z[ CTCIICHU U3MCIBYCHHOCTHU CLIpBCBOfI qacTu
pactutensHoro uarpeauenta» (hcsdo:DegreeRefinementRawMaterialCode)
3aI10JIHEH, TO OH AOJIKEH COOTBETCTBOBATH OAHOMY M3 3HAa4YCHUH:

01 — nenpHOE;

02 — u3MenbUeHHoE;
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Kon
TpeOOBaHUs

dopmMynupoBKa TpeOOBaHMS

03 — mopomiok;
99 — npyroe

22

ecIli 3HaueHNe pekBu3nTa «KoJ cTeneHn n3MeNnbuYeHHOCTH ChIPhEBOM YacTH
pacturensHoro uHrpenuentay (hcsdo:DegreeRefinementRawMaterialCode)
COOTBETCTBYET 3HAUEHUIO «99 — npyroey, To pekBU3UT «HanmeHoBaHue
CTETICHU U3MEIbYCHHOCTH ChIPhEBOW YaCTH PACTUTEIILHOTO HHTPEIUCHTA
nexkapctBeHHoro npenapata» (hcsdo:DegreeRefinementRawMaterialName)
3aroJHsAeTCs 0053aTEBHO

23

ecli peKBU3HT «CBENIEHUS O CIUHHIIC JO3UPOBAHHUS JICKAPCTBEHHOTO
npenapara» (hcecdo:DrugDosageUnitDetails) 3amomHeH, To B €ero cocTaBe
JIOJKCH OBITH 3aIOTHEH PeKBU3HUT «KoJ1 BUa €IMHUIIBI BRIPAKEHHUS COCTaBa
nekapctBerHoro npemnapara» (hcsdo:DrugDosageUnitKindCode) wim pexkBusut
«HanmeHoBaHME BU/Ia €AMHUIIBI BEIPAKEHUS! COCTAaBAa JICKAPCTBECHHOTO
npenapata» (hcsdo:DosageUnitKindName)

24

eciu pekBU3HT «Ko1 BUJa €IMHUIIBI BRIPQXKECHHUS COCTaBa JICKAPCTBECHHOTO
npenapata» (hcsdo:DrugDosageUnitKindCode) 3anonuen, To ero 3HaueHue
JIOJKHO COOTBETCTBOBATH OJTHOMY U3 CIETYIONINX 3HAYCHUH:

01 — mo3upoBKa yKka3aHa Ha €IUHHILY JIEKApPCTBEHHON (OPMBI;

02 — no3upoBKa yKa3aHa Ha SMHHUILY JO3UPOBAHUS;

03 — 103upoOBKa yKa3aHa Ha CMHHILY MACCHI;

04 — no3upoBKa ykazaHa Ha CIUHUILY 00beMa;

05 — mo3upoBKa yka3aHa Ha 00Iee KOIMYECTBO JIEKAPCTBEHHOTO CPE/ICTBA B
MEPBUYHON YIIaKOBKE;

06 — 1o3upoBKa yKa3aHa Ha €JMHUILY 00beMa MociIe pacTBOPEHUS;

07 — mo3upoBKa yKazaHa Ha eIMHUILY 00beMa Iiepe]] pa3BeICHUEM;

08 — mo3upoBKa yka3aHa Ha €JUHHILY BPEMEHH;

09 — no3upoBKa ykazaHa Ha €IMHHUILY JIEKapCTBEHHOU (HOPMBI, COBMAAAIONIYIO C
€IMHULIeH J03UPOBaHUS

25

€CIIu aTpuOyT «KOJ| €IUHHIIBI U3MEPEHUS JO3UPOBKH U KOHLIEHTPALII)
(arpubyt SubstanceMeasureCode) He 3amoyiHeH, TO aTpUOYT «HAUMEHOBaHUE
€IMHUIIBI U3MEPEHUS TO3UPOBKHU U KOHIICHTPALUN (aTpuOyT
SubstanceMeasureName) 3amoHseTcs 0053aTeIbHO

26

€CITM aTprOyT «KOJ| €AUHHIIB H3MEPEHUS JO3UPOBKH U KOHIIEHTPAIHI)
(arpubyT SubstanceMeasureCode) 3amoHeH, TO €ro 3Ha4eHHUe JOJKHO
COOTBETCTBOBAThH KOy U3 KJIaCCHU(PHUKATOpa €INHUI] U3MEPEHUS JO3UPOBKU U
KOHIICHTPALUH JICHCTBYIOIIMX BEIIECTB B COCTaBE JIEKAPCTBEHHBIX MTPETapaToB,
ykazanHoro B pazaene VII [Ipasun nHbopMaimoHHOT0 B3aUMOIEHCTBUS, a
aTpulyT «uIeHTU(UKATOp CIIpaBOYHMKA (Ki1accudukaropa)» (aTpulyt
codeListld) nomxken conepxath 3HaueHHE «2044»

27

eciu pekBU3UT «Koj G yHKIMHM HHTPEUEHTa B COCTAaBE JIEKAPCTBEHHOTO
npenapata» (hcsdo:DrugSubstanceRoleCode) 3anonHeH, To OH T0KEH
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Kon
TpeOOBaHUs

dopmMynupoBKa TpeOOBaHMS

COOTBETCTBOBATH OJTHOMY W3 3HAYCHUN:
01 — neiicTByrOIIIEE BEIIECTBO;

02 — BcmoMoraTeIbHOE BEIIECTBO;

03 — pearenT

28

eciu 3HaueHue pekpu3uta «Koa GpyHKIMM HHTpEeTUEHTA B COCTaBE
nekapctBeHHoro npenapata» (hcsdo:DrugSubstanceRoleCode) nnu pexBu3ura
«HanmeHnoBanue QyHKIMHM HHTPEIUCHTA B COCTABE JICKAPCTBEHHOTO
npenapara» (hcsdo:DrugSubstanceRoleName) cooTBeTCTBYyeT 3HaYEHHUIO
«IIEHCTBYIOIIEE BEIIECTBOY, TO B COCTaBE CIIOKHOTO pekBU3nTa «CBEACHHS 00
WHTPEANCHTE, BXOJSIIEM B COCTAB JIEKAPCTBEHHOTO TIpermapaTay
(hcedo:DrugSubstanceDetails) momkeH ObITh 3aI10THEH peKBU3HUT «CBeeHUs 00
AKTUBHOU (hapMaIieBTHYECKON CYOCTaHIIMH B COCTABE JICKAPCTBEHHOTO
npemapata» (hccdo: ActiveSubstanceDetails), a pexkBu3uTsl «CBeAcHHS O
BCIIOMOTATEIILHOM BEIIIECTBE B COCTABE JIEKAPCTBEHHOTO IIpenapaTa

(hccdo: AuxiliarySubstanceDetails) u «HanmenoBanue peareHTa)
(hcsdo:ReagentName) He 3anomHSIOTCS

29

eclii 3HaueHue pekBu3nTa «Koa pyHKIIMU HHIPEMEHTA B COCTABE
nexapcTBeHHoro npemnapara» (hcsdo:DrugSubstanceRoleCode) nnu pexkBusuta
«HanmenoBanme yHKIIMHM HHTPETUEHTA B COCTABE JIEKAPCTBEHHOTO
npemapata» (hcsdo:DrugSubstanceRoleName) cooTBeTCTBYeT 3HAUCHUIO
«peareHT», TO B COCTaBe CIIOKHOTO pekBu3nTa «CBeeHNus 00 HHTpeUeHTE,
BXOJISIIEM B COCTaB JICKAPCTBEHHOTO MPEapara
(hcedo:DrugSubstanceDetails) nomkeH ObITh 3aMI0JTHEH PEKBU3HUT
«HaumenoBanue pearenra» (hcsdo:ReagentName), a pexBuzutsl «Cenenust o0
AKTUBHOH (papMalleBTUYECKOM CyOCTaHIIUU B COCTaBE JIEKAPCTBEHHOTO
npenapata» (hccdo:ActiveSubstanceDetails) n «CBeieHHs 0 BCIOMOTaTeIbHOM
BEIIIECTBE B COCTABE JIEKAPCTBEHHOTO TIperapaTay
(hcedo:AuxiliarySubstanceDetails) He 3anmosHsrOTCS

30

ecnu 3HaueHue pekBu3nTa «Koa pyHKIINN HHTpENEeHTa B COCTAaBE
nekapctBenHoro npemnapatay (hcsdo:DrugSubstanceRoleCode) miu pekBusuta
«HanMeHOBaHMe (QYHKIIMH MHTPEANEHTA B COCTABE JIEKAPCTBEHHOTO
npenapata» (hcsdo:DrugSubstanceRoleName) cooTBeTCTBYET 3HAUSHHIO
«BCITIOMOTATEJIBHOE BEIIECTBO», TO B COCTABE CIIOKHOTO PEKBU3UTA «CBENEeHUS
00 MHTPEMEeHTE, BXOISIIEM B COCTAB JIEKAPCTBEHHOT'O TIperapara
(hccdo:DrugSubstanceDetails) gomkeH ObITh 3amoHEH peKBU3UT «CBEICHUS O
BCIIOMOT'aTEIILHOM BEIIECTBE B COCTABE JICKAPCTBEHHOT'O MperapaTa
(hcedo:AuxiliarySubstanceDetails), a pekBusnutsl «CBeeHNs 00 aKTUBHON
(bapMarieBTHYeCKOl CyOCTaHIIH B COCTaBe JIEKAPCTBEHHOTO TIpenapaTay
(hcedo:ActiveSubstanceDetails) n «HanmenoBanue peareHTta»
(hcsdo:ReagentName) He 3amoyHsAOTCS

31

ecliu peKBU3UT «CBeJIEHHs O BCIIOMOTaTeIbHOM BEILIECTBE B COCTABE
aexkapcTBeHHOro npenaparay» (hccdo:AuxiliarySubstanceDetails) 3amonsen, To B
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TpeOOBaHUs

dopmMynupoBKa TpeOOBaHMS

€ro COCTaBe JI0JKEH OBITh 3aMoJHEH peKBU3UT «Ko BCrIOMOraTe/ibHOro
BEILIECTBA, BXOSIIETO B COCTAB JICKAPCTBEHHOT'O MperapaTa
(hcsdo:AuxiliarySubstanceCode) miu «HanmeHoBaHrE BCIOMOTaTeIbHOTO
BEIIIECTBA, BXOSIIETO B COCTAB JICKAPCTBEHHOT'O MpenapaTa
(hcsdo:AuxiliarySubstanceName)

32

ecyu pekBU3HUT «KoJ1 BCIoMOraTepHOro BellecTBa, BXOSIIET0 B COCTaB
nekapcTBeHHoro npemnapatay (hesdo:AuxiliarySubstanceCode) 3anonHeH, TO
€ro 3Ha4eHHe JOJHKHO COOTBETCTBOBATH KOy U3 CIIPAaBOYHUKA
BCIIOMOTaTEIIbHBIX BEIIECTB, UCMOJIb3YEMBIX TIPH IMTPOU3BOJICTBE JICKAPCTBEHHBIX
cpeacTs, ykazanHoro B pazzaene VII [IpaBun nndopmarionHoro
B3aMMOJICICTBUS, a aTpUOYT «HIEHTU(HUKATOP CIIPAaBOYHUKA
(xmaccuduxaropa)» (atpudyt codeListld) B ero cocraBe nomxeH coaepxaTh
3HaueHue «1019»

33

ecli peKBU3HT «CBENIEHHS O BCIIOMOTaTeIbHOM BEIIECTBE B COCTABE
nekapcTBeHHoro npemnapara» (hccdo: AuxiliarySubstanceDetails) 3anonHeHn, To B
€r0 COCTaBe JIOJDKEH OBITh 3al0JIHEH peKBH3HUT «Koj QpyHKIIMOHAIBHOTO
Ha3Ha4yeHus BcrioMorarenbHoro BeniectBa» (hcsdo:FunctionalPurposeCode)
win «HaumeHoBaHMe QYyHKIIMOHAILHOTO HA3HAYCHHS BCTIOMOTaTEIbHOTO
sertectBa» (hesdo:FunctionalPurposeName)

34

ecnu pekBU3HUT «Kol (yHKIMOHATEHOTO Ha3HAUEHHUS BCIIOMOTaTeIbHOTO
BemiectBay (hesdo:FunctionalPurposeCode) 3amoitHeH, To ero 3Ha4eHHe JOKHO
COOTBETCTBOBATH KOy U3 CIIPABOYHMKA (DYHKIIMOHABHBIX Ha3HAYEHUH
BCIIOMOTaTEJIbHBIX BELIECTB, UCIOJIb3YEMBIX IIPHA IPOU3BOJCTBE JIEKAPCTBEHHBIX
CpeAcTB, yka3aHHoro B pazzaene VII IIpasun nundopmarrionHoro
B3aMMOJIEICTBUS, a aTpUOyT «MIEHTU(UKATOP CIIPaBOYHUKA
(xmaccudukartopa)» (atpudyt codeListld) B ero cocraBe moiKeH copepKaTh
3HaueHue «1020»

35

ecyid aTpuOyT «KOJI TUIA BEJIMYMHBI JO3UPOBKU (KOHLIEHTPALMH)» (aTpuOyT
SubstanceMeasureTypeCode) 3anonHeH, TO OH JOKEH COOTBETCTBOBATH
OJTHOMY U3 CJIEIYIOUINX 3HAUEeHUI:

01 — yka3aHa TOYHAs BeTMYUHA JJO3UPOBKH;

02 — Benn4mMHA TO3UPOBKH MEHBIIIE TUOO paBHA YKa3aHHOMY 3HAYECHUIO;

03 — BeinyMHA 1O3UPOBKU OOJIbIIE TUOO paBHA YKa3aHHOMY 3HAYEHUIO;

04 — BenuMHA 103UPOBKU MEHbIIIE YKA3aHHOTO 3HAUEHUS;

05 — Bemu4HMHA JO3UPOBKH OOJIBIIIEC YKA3aHHOTO 3HAYCHHUS

36

B COCTaBe CJI0KHOTO peKBU3HTa «CBeeHHs 00 yITakOBaHHOMN eTMHHIIE
nekapctBeHHoro npemnapatay (hccdo:PackageDetails) nomken ObITh 3amoaHeH
pexBu3nT «Koja BUAa NepBUYHON YIIAKOBKH JIEKAPCTBEHHOT'O MPETapaTa
(hcsdo:DrugPackageKindCode) unu pekBusut «HanmeHoBanue Buia
MEPBUYHOMN YIIAaKOBKU JIEKAPCTBEHHOTO TIperapara
(hcsdo:DrugPackageKindName)
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37

eciu pekBU3HT «Ko Bujia MepBUYHON YITAaKOBKH JIEKAPCTBEHHOTO TIpenapaTay
(hcsdo:DrugPackageKindCode) 3anonHeH, To ero 3HaY€HUE TOJKHO
COOTBETCTBOBATH KOy U3 KJIACCH(PHUKATOPa BUAOB MEPBUYHBIX YIAKOBOK
JIEKapCTBEHHBIX CPEICTB, YKazaHHOTo B pazjaeine VII [IpaBun
UH(POPMAIIMOHHOTO B3aMMOJICHCTBHS, a aTPUOYT «UACHTU(UKATOP
cnpaBouHuKa (kinaccudukaropa)» (arpudyt codeListld) B ero cocrae momxen
cojepxath 3HaueHue «2045»

38

eciu pekBu3UT «lIpusHak HepachacoBanHO# poaykiuu (in bulk)»
(hcsdo:InbulkIndicator) cooTBeTcTBYeT 3HaUeHUIO «0 — MPOIYKIMS HE SIBIISCTCS
Hepac(hacoBaHHOI», TO B COCTaBE CIIOKHOTO pekBu3nuTa «CBEACHHS 00
yIaKOBaHHOW eauHuIIe JekapcTBeHHoro npenapara» (hcedo:PackageDetails) B
cocraBe pekBu3nTa «KOJIM4eCcTBO B YITaKOBKE JICKAPCTBECHHOTO MPEIaparay
(hccdo:PackageMeasureDetails) pekBuzut «Komm4ecTBO B yITakOBKe
nekapcTBeHHoro npernapara» (hcsdo:PackageMeasure) obsi3arenes ais
3aIlOJTHEHHUS, U PeKBU3UTHI «HWKHSS rpaHHila MHTEpBaJia KOJMYECTBA B
yIakoBKe JiekapcTBeHHOro mpemnaparay (hesdo:PackageLowerLimitMeasure),
«BepxHsis rpaHKIla HHTEPBaia KOJMUYECTBA B YITAKOBKE JIGKAPCTBEHHOTO
npemapata» (hcsdo:PackageUpperLimitMeasure) He 3an0OTHSIOTCS

39

ecnu pexkBu3uT «lIpu3Hak HepachacoBannoi mpoxykuu (in bulk)y»
(hcsdo:InbulkIndicator) cooTBeTcTBYeT 3HaUeHUIO «0 — MPOIYKIHS HE SIBIISCTCS
HepacacoBaHHON», B COCTaBE CIIOKHOTO pekBu3nTa «CBeeHUs 00
yIIaKOBaHHOMW eAMHMIIE JeKapcTBeHHOro npenapara» (hcedo:PackageDetails)
JOJIKEeH OBIThH 3aroiaHeH pekBu3UT «KoJ Buja BTOpHUHON (TOTPEOUTENBCKON)
YITIaKOBKH JIEKAPCTBEHHOTO ITpeTapara
(hcsdo:DrugSecondaryPackageKindCode) unu peksusut «HaumeHoBaHue Bua
BTOPUYHOMN (IOTPEOUTENBCKOM) YIIaKOBKHU JIEKAPCTBEHHOTO MTperapara
(hcsdo:DrugSecondaryPackageKindName)

40

ecnu pekBU3UT «Koa Bua BTOpUYHOH (OTPeOUTENBCKOM) YITaKOBKH
nekapctBenHoro npemnapatay» (hcsdo:DrugSecondaryPackageKindCode)
3aroJIHEH, TO €ro 3HaYeHHe JOJKHO COOTBETCTBOBATh KOy U3 Kilaccu(ukaropa
BUJIOB BTOPHUHBIX (OTPEOUTEIHCKUX) YIAKOBOK JIEKAPCTBEHHBIX CPEJICTB,
ykazanHoro B pazzene VII [Ipasun nadopmaimoHHOro B3auMo1eicTBys, a
aTpulyT «ueHTU(UKaTOp crpaBoyHMUKA (Kinaccudukaropa)» (aTpulyT
codeListld) B ero coctaBe moimkeH copepxaTh 3HaUeHnE «2046»

41

eciu pekBU3HT «lIpu3Hak HepacacoBaHnHOM npoaykuuu (in bulk)»
(hcsdo:InbulkIndicator) cooTBeTCTBYET 3HAUEHHIO «1 — TIPOTYKITUS SIBIISIETCS
HepachacoBaHHOI», TO peKBU3UT «KoIM4ecTBO B yIIaKOBKe JIEKaPCTBEHHOTO
npenapata» (hccdo:PackageMeasureDetails) B cocTaBe clioKHOTO peKBU3UTA B
«CBeneHus o popmMe BBIITyCKa JIEKAPCTBEHHOTO TperapaTa
(hcedo:PackageFormDetails) He 3anmonHsieTcst

42

ecnu pekBU3UT «lIpusHak HepachacoBanHol npoaykuuu (in bulk)»
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(hcsdo:InbulkIndicator) cooTBeTCTBYET 3HAUCHHIO «1 — IPOYKITUS SBIISICTCS
Hepac(hacoBaHHOI», TO B COCTaBE CIIOKHOTO pekBu3nuTa «CBEACHHS 00
yIIaKOBaHHOUW eIMHHMIIE JeKapcTBeHHOTo npemnapara» (hccdo:PackageDetails) B
cocraBe pekBu3nTa «KoJIn4ecTBo B yIakOBKe JICKAPCTBEHHOTO MIPETaparay
(hccdo:PackageMeasureDetails) pexBu3nuTbl «HKHSIsI rpaHuIla HHTEpBAIA
KOJINYECTBA B YIIAKOBKE JICKAPCTBEHHOTO IpemapaTa
(hcsdo:PackageLowerLimitMeasure), «BepxHsisi rpaHuiia HHTEpBaja
KOJINYECTBA B YIIAKOBKE JICKAPCTBEHHOT'O TperapaTa
(hesdo:PackageUpperLimitMeasure) o0s3aTeIbHBI TSI 3aITOJTHCHHS

43

ecnu aTpuOyT «eauHHLa n3MepeHus» (arpudyt measurementUnitCode)
3aIl0JIHEH, TO €ro 3Ha4eHHe JOHKHO COOTBETCTBOBATH KOy U3 KilacCU(pUKaTopa
eMHUII U3MepeHus U cueTa EBpaznuiickoro S5KOHOMUYECKOTO COI03a,
ykaszanHoro B paznene VII [IpaBun nHPOPMAITMOHHOTO B3aUMOICHCTBHS, a
aTpuOyT «HIeHTH(HUKATOP CIpaBOYHMKA (Kiaccudukaropa)» (aTpudyT
measurementUnitCodeListld) momken coaepxkars 3Hauenue «2064»

44

ecm pekBm3uT «Kon komruiekTyromero» (hesdo:ComponentCode) 3amonnes,
TO €ro 3HaU€HHUE JIOJDKHO COOTBETCTBOBAThH KOAY M3 KiaccH(pUKaTopa
KOMIUIEKTYIOIUX CPEICTB YIIAKOBKH JIEKAPCTBEHHBIX MPEMapaToB, yKa3aHHOTO
B pazzaene VII [IpaBwui nHGOPMAITMOHHOTO B3aMMOICHCTBHSI, & aTpUOYT
«uneHTUUKaTOp crpaBouHuKa (kmaccudukaropa)» (arpudyt codeListld) B ero
COCTaBe JIOJKEH cofiepkaTh 3HaueHue «2059»

45

ecnu aTpuOyT «Ko1 s3b1ka» (aTpudyT languageCode) 3amonHeH, TO ero
3HaYeHHE JI0JKHO COOTBETCTBOBAThH KOy U3 KlacCU(UKaTOpa SI3bIKOB,
ykazanHoro B pazzaene VII [IpaBun nHGpOpMAaLMOHHOTO B3aMMOAECHCTBUS

46

ecIi 3HaueHue pekBu3nTa «Koja ponu rocyapcra-uiaeHay
(hcsdo:CountryKindCode) coorBercTByeT 3HaueHuto «01 — pedepentHoe
TOCY/IapCTBOY, TO JIOJKEH OBITh 3aIOJTHEH XOTs Obl | 9K3eMILISp peKBU3UTA
«CBenieHHsI O IPOU3BOIUTEIICH
(hccdo:ManufacturingAuthorizationHolderDetails)»

47

ecsu pekBU3UT «Kol opraHi3aliiOHHO-TIPaBOBOM POPMBID»
(csdo:BusinessEntityTypeCode) 3amosiHeH, To ero 3Hau€HUE T0JIKHO
COOTBETCTBOBATH KOJy U3 KJIacCHU(PHUKATOpa OPraHU3al[MOHHO-TIPAaBOBBIX (hopM,
ykazanHoro B pazaene VII [IpaBun nadopmaimoHHOTo B3auMOIEHCTBYS, a
aTpulyT «uIeHTU(UKATOp CIIpaBOYHMKA (Ki1accudukaropa)» (aTpulyt
codeListld) B ero cocraBe noimkeH conepxkarh 3HaueHHue «2049»

48

ecnu atpulyT «meron uneHtupukanuny» (atpudyt kindld) 3anonuen, To ero
3HAUEHUE JI0JKHO COOTBETCTBOBATh KOy U3 CIIPABOYHHUKA METOJ/I0B
UICHTU(PHUKAIMY XO3IHCTBYIOIIMX CYOBEKTOB IIPH UX FOCYJapCTBEHHOMN
PETHCTPallMK B TOCYAapPCTBaX - wieHaX EBpa3suilcKoro 5KOHOMUYECKOTO COH03a,
ykazanHoro B pazzaene VII [Ipasui nHbOpMaIMOHHOTO B3aUMOICHCTBUS
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49

€CIIM B COCTaBE JIFOOBIX PEKBU3UTOB 3aII0JIHEH PEKBU3HT «AJpEcy
(ccdo:AddressV4Details), To B ero coctaBe pekBu3uT «Koj Buia agpecar
(csdo:AddressKindCode) o0s13aTenbHO 3aMOIHAETCS KOJOM U3 TIEPEYHS BUI0B
azpeca, ykazanHoro B pazzaene VII I1paBun uHbopMaimoHHOTO
B3aUMO/ICHCTBUS

50

eciu pekBU3UT «Anpecy (ccdo:AddressV4Details) B cocTaBe M100BIX CII0KHBIX
PEKBU3UTOB 3aIOJIHEH, TO B €0 COCcTaBe peKBU3HUT «Kox cTpaHbD»
(csdo:UnifiedCountryCode) momxken ObITh 3amoHeH

51

eciu pekBU3HUT «Anpecy (ccdo:AddressV4Details) B cocTaBe M00BIX CI0KHBIX
PEKBU3UTOB 3aIIOJHEH, TO B €T0 COCTABE JIOJKCH OBITh 3aII0JTHEH PEKBU3HT
«"opon» (csdo:CityName) wnu pexBu3ut «HaceneHHBIH MyHKT»
(csdo:SettlementName)

52

ecyu pekBM3UT «Anpecy (ccdo: AddressV4Details) B cocTaBe TF0OBIX CIIOXKHBIX
PEKBU3UTOB 3aIl0JIHEH, TO PEKBU3UT «Y mumay» (csdo:StreetName) B ero cocraBe
3aroJHsAeTCs 0053aTEIbHO

53

ecnu pekBU3HT «KoHTakTHBIH pekBu3nuT» (ccdo:CommunicationDetails) B
COCTaBe JIOOBIX CIIOXHBIX PEKBU3UTOB 3aII0JIHEH, TO B €T0 COCTABE JI0JKEH
OBITH 3an0THEH peKkBH3HT «KoJ BHIa CBA3N»
(csdo:CommunicationChannelCode) nnu pexBusut «HaumenoBanue Buia
cBs3u» (csdo:CommunicationChannelName)

54

eciu pekBu3UT «Kop Buaa cBsa3u» (csdo:CommunicationChannelCode)
3aIl0JIHEH, TO €r0 3HaUeHHE JODKHO COOTBETCTBOBATH KO/IY BH/IA CBSI3H U3
nepeyHs BUAOB CpelICTB (KaHAIOB) CBs3H, ykazaHHOTO B paznene VII [IpaBun
MH(OPMAIIMOHHOTO B3aUMOACHCTBHUS

55

ecnu pekBU3UT «Koa Tamna npon3BoJICTBA JEKApCTBEHHOIO CPEICTBAY
(hcsdo:ManufacturingStageCode) 3amonHeH, TO €ro 3Ha4eHHe JOIKHO
COOTBETCTBOBATH KOy M3 MEPEYHSI ATAIOB (CTaJANi) MPOU3BOJICTBA
JIEKapCTBEHHBIX CPEACTB, YKazaHHOro B paszaeine VII [IpaBun
WH(OPMAIIMOHHOTO B3aMMOACHCTBHUSI, a aTpUOYT «HMIEHTU(DUKATOP
crnpaBouyHHKa (kinaccudukaropa)» (atpudyt codeListld) B ero cocrase nomxen
coaepxath 3HaueHue «1018»

56

B cocTaBe pekBu3nTa «CBEICHHS O JAepKarene (3asBUTENE) PerUCTPAIMOHHOTO
ynocroBepenus» (hccdo:RegistrationCertificateHolderDetails) momxken Ob1Th
3anonHeH pekBu3uT «Kox crpansny (csdo:UnifiedCountryCode)

57

B cOCTaBe pekBu3nTa «CBEACHUS O AepiKaTele (3asiBUTENe) peruCTPaliOHHOTO
ynocroBepenus» (hccdo:RegistrationCertificateHolderDetails) gomxen 6b1Th
3aMoIHeH PeKBU3UT «HanMeHOBaHUE X03SMCTBYIOMIETO CYObEKTa
(csdo:BusinessEntityName) u (nnn) pekBu3ut «Kpatkoe HauMeHOBaHUE
x03sHcTBYyIOMEro cyorekTa» (csdo:BusinessEntityBriefName)
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58

B cocTaBe pekBu3nTa «CBeICHUS 0 JepiKarTeie (3asBUTENIC) PErHCTPAIMOHHOTO
ynoctoBepenus» (hcedo:RegistrationCertificateHolderDetails) momxken ObITh
3amoiaHeH pekBU3nuT «Anpecy (ccdo:AddressV4Details)

59

eciu pekBU3HUT «KoJ BUa MPOTIeIyphl PETHCTPAIII
(hcsdo:RegistrationKindCode) 3armosiHeH, To OH J0JDKEH COOTBETCTBOBATh
OJTHOMY W3 3HAYCHHI:

01 — npouieypa B3auMHOTO TTPU3HAHUS,

02 — neneHTpaIM30BaHHAS MPOLIETYPA;

03 — perucrpanus 10 MHULIMATHBE YIIOJIHOMOYEHHOTO OpraHa rocy1apcTBa-
qjieHa

60

pekBu3uT «CBeaeHus 00 3Tarne pacCMOTPEHHMS 3asIBJICHHSI HA PETHCTPALIUIO
nekapcTBeHHoro npernapara» (hccdo: ApplicationStatusDetails) mommkeH ObITh
3aI0JTHEH U JIOJDKEH COJIePIKaTh HHPOPMAIHIO O TEKYIIIEM JTare

61

pexBm3uT «Ko 3Tana paccMOTpeHUS 3asBICHUS Ha PETUCTPALIUAIO
nekapcTBeHHoro npemnapara» (hcsdo: ApplicationStatusCode) momxen
COOTBETCTBOBATH OJTHOMY U3 CJICYIOUINX 3HAYCHUIL:

01 — mpuem 3asBICHWUS;

02 — skcriepTH3a 10ChE;

03 — anpobarust MeTO10B KOHTPOJIS Ka4eCTBa;

04 — yHCNIEeKIMS TPOU3BO/ICTBA;

05 — moAroTOBKA IKCIIEPTHOTO OTYETA;

06 — o100peHre IKCIEPTHOTO OTYETA;

07 — oTkas3;

08 — 0T3BIB MO O0OpAILIEHUIO 3aIBUTEIIS;

99 — npyroe

62

ecnu pekBU3HT «KoJI aTama paccMOTpeHHUs 3asiBICHUS Ha PETUCTPAIUIO
nekapctBeHHoro npenapata» (hcsdo: ApplicationStatusCode) cooTBeTCTBYET
3HaYeHHI0 «99 — npyroe», To pekBU3NT «HanmMeHoBaHMe dTara pacCMOTPEHUS
3asIBJICHUS Ha PETUCTPAIIMIO JEKAPCTBEHHOTO Tpernapara
(hcsdo:ApplicationStatusName) 3amonHsercs 00s3aTenbHO

63

B cOCTaBe pekBu3uTa «CBeieHus 00 3Tarne pacCMOTPEHUs 3asBICHUS Ha
perucTpanmio JekapcTBeHHoro npenapara» (hccdo:ApplicationStatusDetails)
JIOJDKEH OBITH 3amoyiHeH pekBU3UT «/lata» (csdo:EventDate)

64

HE JIOJDKEH OBITh 3aI0THeH PeKBU3HUT «KO1 IPHYHHBI HEBO3MOYKHOCTH
paccmoTtpenus 3assienus» (hcsdo:ApprovallmpossibilityReasonCode)

65

HE OOJIZKEH OBITH 3aIIOJIHEH PCKBU3HUT «CBCI(CHI/ISI 0 JOKYMCHTC
peructparnroHHoro gocke (mema)» (hcedo:RegistrationDossierDocDetails)

66

JOJIKEeH OBITH 3aIOTHEeH PeKBU3HT «HauanbpHast 1aTa u BpeMs»
(csdo:StartDateTime) B coctaBe pekBu3uTa «TeXHOIOTHUECKHIE
XapaKTEePUCTUKH 3amucu od1iero pecypcay» (ccdo:ResourceltemStatusDetails)
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Kon dopmMynupoBKa TpeOOBaHMS
TpeOOBaHUs
67 He 3anoHseTcs pekBu3uT «Koneuynas mpara u Bpems» (csdo:EndDateTime) B
cocTaBe PeKBU3HUTA « T €XHOIOTHYECKUE XaPAKTEPUCTUKHU 3aMUCH OOIIETO
pecypca» (ccdo:ResourceltemStatusDetails)
68 3HaueHue pekBu3nTa «ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO TIperapaTay

(hcsdo:DrugTradeName) B cocTaBe KakJ0Tr0o 3K3eMIUISIPa CI0KHOTO PEKBU3UTA
«Csenenuns o peructpanun» (hcedo:CountryDrugRegistrationDetails) qomxHO
COBIIAJaTh CO 3HAYEHUEM peKBU3UTa «TOpProBoe HANMEHOBAHKE
nekapctBeHHoro npemnapatay (hcsdo:DrugTradeName) B cocTtaBe o1HOTO U3
9K3EMIUIIPOB CI0KHOTO peKBU3NTa «CBEACHUS O PETHCTPALIUNY
(hccdo:CountryDrugRegistrationDetails), mepenanHOM B COOOIIEHUH O0IIIETO
nporecca «CBeaeHust o paccMoTpennu 3aspienus» (P.MM.01.MSG.033) B
OTBET Ha KOTOPOE MOJIyU4EH HOMED 3asIBJICHUS O PETHUCTPAIIUH JICKAPCTBEHHOTO
npemnapara B pekBu3nute «Homep 3asBIeHHS O PETUCTPAIMH JIEKAPCTBEHHOTO
npemapata» (hcsdo:Applicationld) B coobmenuu o6miero mpomecca «CBeIeHUAS
o Homepe 3asgBreHus» (P.MM.01.MSG.013), npu BBIIIOJIHEHUHU TPOIIEAYPhI
obmrero nporecca «HarmpasieHue cBeICHHI 0 PACCMOTPCHUU 3asBICHUS
(P.MM.01.PRC.023), COOTBETCTBYIOIIHI IIEPEAABAEMOMY B COOOIIICHUH
obmrero npomecca «CBeeHNs Uil BKIIOYCHUS B €IUHYIO 0a3y TaHHBIX»
(P.MM.01.MSG.034)

) Tabmuity 48 U3NMOXKUTH B CICIYIONIECH PEAaKIIUN:

TpebGoBaHMsI K 3aIMOTHEHNUIO PEKBU3UTOB 3JICKTPOHHBIX JIOKYMEHTOB
(cBeneHuil) «CBelIeHUsI O paCCMOTPEHUU 3asIBJICHUS U (UJTH)
peructpainuonnoro aocbke» (R.HC.MM.01.006), nepenaBaeMbix B
coobmennun «CBeaeHUs 711 BHECEHUSI M3MEHEHUM B €AMHYI0 0a3y TaHHBIX)

(P.MM.01.MSG.035)

Kon ®opmyarpoBKa TpeOOBaHUS
TpeOoBaHUS
1 B €IMHOM 0a3e TaHHBIX JOJKHA COJIEPIKAThCS 3alliCh, B KOTOPOW PEKBU3UT

«Koneunas nara u Bpems» (csdo:EndDateTime) B cocTaBe ClI0)XKHOTO PEeKBU3HTA
«TexHoIorn4eckre XapakTeprucTUKU 3aICcH O0IIero pecypcay
(ccdo:ResourceltemStatusDetails) He 3amonHeH, 3HaueHne pekBU3UToB «Homep
3asBJIEHUS O perucTpaluy JekapcTBeHHoro npemnapara» (hesdo: Applicationld)
u «Kox crpans» (csdo:UnifiedCountryCode) B cocTaBe cI0KHOTO peKBU3HTA
«CBeieHUs 0 paCCMOTPEHUH 3asIBIICHUS U (MITH) PETUCTPALIMOHHOTO JIOChE»
(hcedo:DrugApproval ApplicationDetails) conamaeT ¢ nepeaanHbIMU B
cooOmieHny, a 3HaYeHne pekBu3nTa «HadanpHas nata u Bpemsi»
(csdo:StartDateTime) B cocTaBe ClI0XKHOT0 pekBu3nuTa «TexHogornueckue
XapaKTEPUCTHKH 3anucu obuero pecypca» (ccdo:ResourceltemStatusDetails)
paHbIIIE YeM B COOOIICHUH
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Kon dopmMynupoBKa TpeOOBaHMS
TpeOOBaHUs
2 COOTBETCTBYIOT TpeOoBaHUsIM 2 — 68 Tabnuibl 47 HacTosmero PermamenTa

) B myHKTE 61 cioBa «CBeeHUs ISl UCKIIFOYEHUS» 3aMEHUTh CJIIOBaMHU
«MudbopMaims 06 UCKITIOUCHUU CBEICHUN;

3) B Tabmuiie 49:

cioBa «CBeeHUS 7151 HCKITIOUEHUS» 3aMeHUTH clioBaMu «Hbopmarus
00 UCKIIIOUCHUHN CBEICHUIN;

B no3uniuu 1 rpady 2 U3N0XKUTH B CIACAYIOMIEH pelaKiuu: «B €IUHOU
0a3e MaHHBIX JOJIKHA COACPKAThCS 3aMMKCh, B KOTOPO# pekBu3nuT «KoHneunas
nata u Bpemsi» (csdo:EndDateTime) B cocTaBe CIOXKHOTO pPEKBU3HUTA
«TexHONOTHYECKWE  XapaKTepUCTUKH  3alHCH  OOmero  pecypcay
(ccdo:ResourceltemStatusDetails) e 3anonHeH, 3HaueHUe pekBu3nTa «Homep
3asIBIICHUS 0 pEerucTpaluu JIEKapCTBEHHOTO npemnapara
(hcsdo:Applicationld) n «Koa ctpanb» (csdo:UnifiedCountryCode) B coctaBe
CJIIO)KHOTO pekBu3uTa «CBEIEHUS O PACCMOTPEHUM 3asABJICHUA U (UJIN)
PErUCTPalMOHHOTO JIOCHE» (hcedo:DrugApprovalApplicationDetails)
COBIAJaeT C TIEPENaHHBIMA B COOOIICHWH, a 3HAUYCHHE PEKBU3HWTOB
«HauanpHnas mara u Bpemsi» (csdo:StartDateTime) B cocTaBe Ci0KHOTO
pekBusnTa «TEeXHOTOTHUYECKHE XapaKTEPUCTUKHU 3alliCH OOIIET0 pecypcay
(ccdo:ResourceltemStatusDetails) panbiiic 4eM B COOOIICHHM.

3.B Permamente HMHPOPMAIIMOHHOTO  B3aUMOJCHCTBHUS  MEXKIY
YIOJIHOMOYCHHBIMM ~OpPTaHaMH TOCYJapCTB — wWieHOB EBpaswuiickoro
SKOHOMHUYECKOTO COI03a TPH peaju3alyyl CPeICTBAMH HHTETPUPOBAHHOMN
nH()OPMAIMOHHOMN cHCTeMbI EBpa3suiickoro 3KOHOMHYECKOTO COI03a OOIIETo
nporecca «DopMupoBaHre, BEJICHHE W HCIOJIb30BaHUE EIMHOTO peecTpa
3aperuCTPUPOBAHHBIX JICKapCTBEHHBIX CpEJIICTB EBpaswniickoro
PKOHOMHYECKOTO COI03a», YTBEPKIACHHOM YKa3aHHBIM Perrenunem:

a) B Tabmure 1:
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ITO3HUIIHNIO «PCFI/ICTpaTOp» HU3JI0KHUTH B CJ'ICI[YIOH.[CIZ pPCaAaKIUU:

Perucrparop

HaIpaBJIAeT CBEACHUS O 3asBJICHUU HA
MIPOBEJICHUE MPOLIEYp PETUCTPALIUU
JIEKapCTBEHHOTI'0 Ipernapara, HalpasJseT
yBEIOMJICHHE 00 U3MEHEHHUH CBEJICHUI O
perucTpaluu JeKapcTBeHHOI 0 Ipernapara,
MIpPeJICTaBIseT JOCTYI MO 3alpocy K
JIOKYMEHTaM PETUCTPALMOHHOTO JieJia WU
PETUCTPALIMOHHOTO J10ChE, IOJyYaeT
3aMeyaHus U MPEeAJIOKEHUs B OTHOIICHUN
JIOKYMEHTOB PErUCTPAllMOHHOTIO Jiefia HIn
PETUCTPALIMOHHOTO J10ChE, IOJIyYaeT
CBEJICHUS PEIICHUS O MPU3HAHUU
(Hempu3HAHUM) SKCIIEPTHOTO OTYETa

YIIOJTHOMOYEHHBIN Oprax
rocy1apcTBa-uieHa
(P.MM.01.ACT.001);
YIIOJIJHOMOYEHHBIN OpraH
pedepeHTHOTO
rocynapcraa
(P.MM.01.ACT.002)

no3ulni0 «Coryacyromnii» U3JI0KUTh B CICAYIOLIEH pelaKIuu:

Cornacyromuii

II0JIy4YaeT CBE/ICHUS O 3asIBJICHUU Ha
IIPOBEJICHUE MPOLIEYp PETUCTPALIUN
JIEKapCTBEHHOT'0 Mpenapara, HarpasJisieT
YBEJIOMJICHHE O BO3MOKHOCTH
paccMOTpeHMs 3asIBJICHUS Ha IPOBECHUE
IIPOLEYp PErUCTPALUU JIEKAPCTBEHHOIO
npernapara, rojyJaeT yBeJoMJIeHue 00
U3MEHEHHMHU CBEJIEHUH O perucTpaiuu
JIEKapCTBEHHOTO IIpenapara, moxy4aeTt
CBEJICHUS U3 PETUCTPALMOHHOIO Jejia UK
PETUCTPALIMOHHOIO I0ChE I10 3aIpocy,
HaIpaBJIAeT 3aME€YaHMsl U MIPENJIOKEHUS B
OTHOIIEHUHU JOKYMEHTOB
PETrUCTPALIOHHOIO €A WIN
PETUCTPALIMOHHOTO J10OChE, HAIIPABIISAET
pErucTpaTopy NOATBEPKACHUE IPU3HAHUS
(Hempu3HaHUA) IKCIEPTHOTO OTYETa

YIIOJIJHOMOYEHHBIN OpraH
rocyzapcrBa IpU3HaHUs
(P.MM.01.ACT.003)
3aMHTEPECOBAHHBIN OpraH

rocyaapcrBa-djicHa
(P.MM.01.ACT.007)

0) B Tabsuile 2 B HAUMEHOBAHUM TMO3UIIUU 2 CIIOBO «HEBO3MOMXKHOCTH)

3aMCHUTDH CJIOBOM «BO3MOXKHOCTH),

B) TaOauIty 19 M310KHUTH B CASAYIOMICH PEIaKITIN:

TpebGoBaHus K 3aMIOTHEHUIO PEKBU3UTOB AJIEKTPOHHBIX TOKYMEHTOB
(cBeaenuit) «CBeneHus 0 pACCMOTPEHUH 3asiBJICHUS U (WJIN)
peructpannonHoro gocke» (R.HC.MM.01.006), nepenaBaeMbIX B
COOOILIEHNH «YBEIOMIIEHHE O BO3MOKHOCTH PACCMOTPEHUS 3asBJICHUS Ha
MIPOBEACHUE MPOLEIYP PETUCTPALMH JIEKAPCTBEHHOTO IpenapaTa

(P.MM.01.MSG.016)
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Kon dopmMmynupoBKa TpeOOBaHMS
TpeOOBaHUs
1 JIOJDKEH OBITH 3aIofTHeH 1 SK3eMInIsIp pekBu3UTa «CBEIEHUS O PACCMOTPEHUH

3asBJIEHUS U (WIH) PETUCTPALIUOHHOTO JOCHE)
(hccdo:DrugApproval ApplicationDetails)

2 3Hayenue pexksusuta «Koxa crpansn» (csdo:UnifiedCountryCode) nomkHo
COOTBETCTBOBATH KOJIy CTPaHbI U3 KJIACCH(PUKATOpPA CTPaH MUPA, YKa3aHHOTO B
pasnene VII [TpaBun ua)opMarimoHHOTO B3aMMOJICHCTBHS a aTpuOyT
«uIeHTH(PUKATOP CpaBoyHUKa (Kinaccudukaropa)» (atpudyt codeListld) B
€ro COCTaBe JOJDKEH COoJiepKaTh 3HaueHue «2021»

3 HE 3aII0OJIHACTCA PEKBU3UT <<CB€,I[€HI/I$I O perucCTpaurmn
(hcedo:CountryDrugRegistrationDetails)

4 HC 3aIIOJIHACTCA pCKBHU3UT ((KOI[ BUJa IpOUCAYpPbl pEruCTpannumn»
(hcsdo:RegistrationKindCode)

5 eci pekBH3UT «KOo MPUYMHBI HEBO3MOKHOCTH PACCMOTPEHUS 3asiBIICHUS
(hcsdo:ApprovallmpossibilityReasonCode) 3amosseH , To €ero 3Ha4eHHe
JIOJKHO COOTBETCTBOBATH OJTHOMY U3 CIIEIYIONINX 3HAYCHUH:

01 — BBIABNICHBI HAPYIICHNUS, CBSI3aHHBIE C OILJIATON cOOpa (MOILTHHBI);

02 — BBISBIICHBI HAPYIICHUS TIPH IPOBEJCHNUH ITPOBEPKH ITOJTHOTHI U (VJIH)
KOPPEKTHOCTH IPE/ICTABICHHBIX JOKYMEHTOB;

03 — 3asBUTENIEM HE NIPECTABICHBI 3AIPOIIICHHBIE JOKYMEHTHI,

04 — 3asBUTENIEM OTO3BAHbI JOKYMEHTHI;

99 — npyroe

6 He 3aMoHAeTCs peKBU3NT «CBeieHns 00 3Tane pacCMOTPEHUs 3asBICHUS Ha
perucTpanmio JekapcTBeHHoro npenapara» (hccdo:ApplicationStatusDetails)

7 pexBu3nuT «HoMmep 3asBIeHHs O pEruCTPaIliy JICKAPCTBEHHOTO MpeTapaTa
(hcsdo:Applicationld) 3anonusieTcst 00s3aTeaBHO

8 JIOJI’KHO OBITH 3aII0JIHEHO HE 00JIee 0HOT0 IK3eMILIsipa peKkBU3nTa «CBeNeHUS
0 TOKyMEHTE PETUCTPAIlMOHHOTO J0Che (J1ea)»
(hcedo:RegistrationDossierDocDetails)

9 €CJIM 3aMOJTHEH PeKBU3HUT «CBEEHHS O JOKYMEHTE PErHCTPAIIHIOHHOTO 10ChEe
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero cocTaBe peKBU3UT
«[Ipu3HaK MPUHAICKHOCTH JIOKYMEHTA K PETHCTPAIIMOHHOMY JIOCHE)
(hcsdo:RegistrationFilelndicator) mommkeH cOOTBETCTBOBATH 3HAYCHHIO

«0 — TOKYMEHT PEeTUCTPALIMOHHOTO JeNIa»

10 €CJIM 3aITOJTHEH PEKBU3HUT «CBEACHUS O JJOKYMEHTE PETHCTPAIIMOHHOTO JIOChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe T0omKeH
OBITh 3amoyiHeH pekBU3UT «HanmeHnoBanue noxkymenta» (csdo:DocName)

11 €CJIN 3aMOJTHEH PEeKBU3UT «CBEJEHUS O JOKYMEHTE PETHCTPAIIHIOHHOTO 10ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe He
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Kon
TpeOOBaHUs

dopmMmynupoBKa TpeOOBaHMS

3aIOJTHSIOTCS PeKBU3UTHI «Ko1 BUIa TOKYMEHTa PErHCTPAlMOHHOTO JI0Che Ha
nexapcTBeHHbIH mpenapar (hcsdo:DrugRegistrationDocCode) u
«HaumeHnoBanue Bua TOKYMEHTa PETHCTPALIMOHHOTO JI0ChE Ha
nexapctBeHHbIN npenapar» (hesdo:DrugRegistrationDocName)

12

€CJIN 3aIO0JTHEH PEKBU3HUT «CBEACHHUS O JOKYMEHTE PETUCTPAIIMOHHOTO JI0ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe peKBU3HUT
«Kon Buga ToKyMeHTa perucTpalioOHHOrO Jiejia Ha JIEKApCTBEHHBIN IIpernapary
(hesdo:DrugRegistrationFileCode) momken coaepkarh K010BOoe 0003HaUYCHHE
BUJIA IOKYMEHTA U3 KJIACCU(UKATOPA BUJIOB TOKYMEHTOB PETUCTPALIMOHHOTO
Jleia JJIEKApCTBEHHOI 0 Ipenapara, ykasasHHoro B pazaene VII [IpaBun
MH(OPMALIMOHHOTO B3aUMOJCHCTBUS, a aTpUOYT «UIeHTU(DUKATOP
cnpaBoyHHKa (knaccudukaropa)» (arpudyt codeListld) B coctaBe aToro
PEKBU3HTA JIOJDKEH coepKaTh 3HaueHue «2040»

13

€CITU 3aI0JTHEH PeKBH3HUT «CBEIIEHHS O IOKYMEHTE PETUCTPAIIMOHHOTO JI0ChEe
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe T0mKeH
OBITH 3aMoJIHEH peKBU3UT «JlOKyMeHT B OnHapHOM (hopmaTe»
(hcsdo:DocCopyBinaryText), a atpubyt «koa ¢popmarta JaHHBIX» (aTpHOYT
mediaTypeCode) B ero cocraBe A0JKEH coliep:kaTh 3HaueHue «pdH

14

€CJIM 3aI0JIHEH PeKBU3HUT «CBEACHHS O JOKYMEHTE PETUCTPALIMOHHOTO JI0ChE
(mena)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe He
3anonHsAeTcst peKBU3UT «XML-nokymenT» (ccdo: AnyDetails)

15

€CIIU 3aI0JHEH PEeKBU3UT «CBeIeHHs O IOKyMEHTE PErUCTPAlMOHHOIO J10Che
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe q0/KeH
OBITH 3aITOJIHEH PEKBU3UT «YHUKAIBHBINA UICHTH()HUKATOP JOKYMEHTA
(hcsdo:DocUUId) u ero 3nauenne qomkHO ObITh paccuntano mo dbf-daiiny,
cojJiepKaliemMcs B peKBU3UTE «J{okyMeHT B OMHapHOM (opmarte»
(hcsdo:DocCopyBinaryText), B COOTBETCTBHH C alTOPUTMOM, OTIPEICIICHHOM B
.11 IlpaBun uHPOPMAIIMOHHOTO B3aUMOIEHCTBUS

16

He 3anoaHseTcs pekBu3uT «Jlara» (csdo:EventDate)

17

He 3anoHsAeTcs pekBU3UT «Koj Buaa JOKyMeHTa peruCTPAIlMOHHOTO I0ChE Ha
nekapctBeHHbIN nipenapar» (hcsdo:DrugRegistrationDocCode)

18

HE 3aMO0JIHAETCS peKBU3UT «CBeIeHUs 0 HANMEHOBAaHUH JIEKAPCTBEHHOTO
npenapara (cpeactsa)» (hccdo:DrugNameDetails)

19

HC 3aIIOJIHACTCA PCKBU3UT «CBCIICHI/IH (6] HeKapCTBCHHOﬁ (bopMe»
(hccdo:DosageFormDetails)

20

HC 3aIIOJIHACTCA PCKBU3UT «CBeZ[eHI/I}I O IIPOU3BOJUTCIICH
(hcedo:ManufacturingAuthorizationHolderDetails)

21

HC 3aIIOJIHACTCA PCKBU3UT ((CBe,Z[eHI/I}I 0 JACpKaTeiIC (3aHBI/ITCHC)
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Kon dopmMmynupoBKa TpeOOBaHMS
TpeOOBaHUs
PETUCTPAIMOHHOT'O YAOCTOBEPCHUA»
(hccdo:RegistrationCertificateHolderDetails)
22 HE 3aIlI0OJIHACTCA PCKBU3UT «TexHOoJIOTnYECKHE XapPaKTCPHUCTUKHU 3aIINCHU

obmiero pecypca» (ccdo:ResourceltemStatusDetails)

r) Tabnuiry 20 U3J10KUTh B CIEIYIONICH peaaKIINu:

TpeOoBaHus K 3aMOTHEHUIO PEKBU3UTOB JIEKTPOHHBIX IOKYMEHTOB
(cBenenuit) «CBeneHUs O paCCMOTPEHUU 3asiBJICHUS U (WITH)
peructpannonnoro gocke» (R.HC.MM.01.006), nepenaBaeMbIX B
co0OI1IeHNH «Y BEJOMJIEHHUE 00 U3BMEHEHUH CBEJICHUM O pErucTpaluu

aekapcTBeHHoro npemnaparta» (P.MM.01.MSG.017)

Kon ®opmynrpoBKa TpeOOBaHUS
TpebOBaHU

1 JIOJIKEH OBITH 3armoiHeH 1 sk3eMIunsip pekBu3nuTa «CBeICHHs O paCCMOTPEHUU
3asBIEHUS U (WIH) PETUCTPALIMOHHOTO JOCHE)
(hccdo:DrugApproval ApplicationDetails)

2 3Hauenue peksusnta «Kox crpans» (csdo:UnifiedCountryCode) momkHo
COOTBETCTBOBAThH KOJIy CTPaHbI U3 Kilaccu(ukaTropa cTpaH MUpa, YKa3aHHOTO B
pazznene VII [IpaBui nnhopMainoHHOTO B3aUMOJCHCTBHS a aTpuOyT
«unaeHTuuKaTop cnpaBoyHuka (knaccuduxaropa)» (arpudyt codeListld) B
€ro COCTaBe J0JKEH CoJiepKaTh 3HaueHue «2021»

3 pexBU3UT «HoMep 3asBIEHUS O PETUCTPALIUY JIEKAPCTBEHHOTO Mpenapara
(hcsdo: Applicationld) 3anmonHsieTcst 00s3aTENBHO

4 HE 3amoJHsAeTCs peKBU3UT «Koj MpuYrHBI HEBO3MOKHOCTH PACCMOTPEHUS
3asBieHus» (hesdo: ApprovallmpossibilityReasonCode)

5 He 3anoJHseTcs pekBu3uT «Jlata» (csdo:EventDate)

6 He 3anoHsAeTcs pekBU3UT «Koj Buaa JOKyMeHTa peruCTPAIlMOHHOTO I0ChE Ha
nekapctBeHHbIi ipenapar (hesdo:DrugRegistrationDocCode)

7 HE 3aM0JIHAETCS peKBU3UT «CBeIeHNs 0 HANMEHOBAaHUH JIEKAPCTBEHHOTO
npemnapata (cpeactsa)» (hcedo:DrugNameDetails)

8 HE 3aMOJIHSAETCS peKBU3UT «CBEACHUS O IEKAapCTBEHHOU (hopme»
(hccdo:DosageFormDetails)

9 HE 3aMO0JIHAETCS peKBU3UT «CBEICHUS O POU3BOIUTEICH
(hccdo:ManufacturingAuthorizationHolderDetails)

10 HE 3aMO0JTHAETCS peKBU3UT «CBeIEeHUs O JiepKaTese (3asBUTEIE)

PErucCTpaliuOHHOTO YIOCTOBCPCHU I
(hccdo:RegistrationCertificateHolderDetails)
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Kon dopmynupoBKa TpeOOBaHMs
TpeOOBaHUs
11 HE 3aII0JHACTCS PEKBU3UT «TeXHOJOTHUECKUE XapaKTEPUCTHKH 3aITCH
obmiero pecypca» (ccdo:ResourceltemStatusDetails)

1) TabnuIy 24 U3JI0KUTh B CICAYIOIICH peaaKIINu:

TpeOGoBaHMS K 3aITOJTHEHUIO PEKBU3UTOB AJICKTPOHHBIX JIOKYMEHTOB
(cBenenuit) «CBeneHUs O paCCMOTPEHUH 3asiBJICHUS U (WITH)
peructpanuonHoro aocbke» (R.HC.MM.01.006), nepenaBaeMbix B
co001IeHNH «YBEIOMJICHHE 00 OTMEHE PETrUCTPALIMOHHOTO YI0OCTOBEPEHUS
(P.MM.01.MSG.022)

Kon dopmynupoBka TpeOOBaHUS
TpebOBaHU
1 JIOJIKEeH OBITH 3armoiHeH 1 sk3eMIusip pekBu3nuTa «CBeICHUS O paCCMOTPEHUU

3asBIEHUS U (WIM) PETUCTPALIMOHHOTO JOCHE)
(hccdo:DrugApproval ApplicationDetails)

2 3Hauenue peksusnta «Kox crpans» (csdo:UnifiedCountryCode) momkHo
COOTBETCTBOBAThH KOJIy CTPaHbI U3 Kilaccu(ukaTropa cTpaH MUpa, YKa3aHHOTO B
pazznene VII [IpaBui nnhopMalinoHHOTO B3aUMOJCHCTBHS a aTpuOyT
«uneHTuuKaTop cnpaBoyHuka (knaccuduxaropa)» (arpudyt codeListld) B
€ro COCTaBe J0JKEH CoJiepKaTh 3HaueHue «2021»

3 JOJIKEeH OBITH 3aMOJIHEeH PeKBU3HUT «llopsSAKOBBIN HOMEp PETUCTPALIMOHHOTO
yIOCTOBEpeHUs JiekapcTBeHHOro npenapartay (hcsdo:RegistrationNumberld)

4 HC 3aIIOJIHACTCA PCKBU3UT ((CBC,Z[eHI/I}I O perucTpatuumn»
(hcedo:CountryDrugRegistrationDetails)

5 HC 3aIIOJIHACTCA PCKBU3UT ((KOI[ BUJa IPpOUCAYPbI pEruCTpannumn»
(hcsdo:RegistrationKindCode)

6 JOJIZKHO OLITH 3aITOJIHEHO HE OoJiee OIHOTO 3K3EMILIApa pCKBU3UTA «CBCI[GHI/I}I
0 TOKyMEHTE PETUCTPAIlMOHHOTO J0Che (J1ea)»
(hcedo:RegistrationDossierDocDetails)

7 €CJIM 3aMOJTHEH PeKBU3HUT «CBEACHHS O JOKYMEHTE PETUCTPAIIMOHHOTO JI0ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe peKBH3UT
«[Ipu3HaK MPUHAUICKHOCTH JOKYMEHTa K PETHCTPAIIMOHHOMY JIOChE»
(hcsdo:RegistrationFileIndicator) momkeH cOOTBETCTBOBATH 3HAUCHUIO

«0 — TOKYMEHT PEeTUCTPALIMOHHOTO JENIa»

8 €CJIN 3aMOJTHEH PEeKBU3UT «CBEJCHUS O JOKYMEHTE PETHCTPAIIHIOHHOTO J10ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero cocTaBe T0KeH
OBITH 3amoyiHeH pekBu3nuT «HammenoBanue noxkymenTtay (csdo:DocName)
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Kon
TpeOOBaHUs

dopmynupoBKa TpeOOBaHMs

9

€CITM 3aTI0JTHEeH PEeKBH3HUT «CBENIEHUS O IOKyMEHTE PETUCTPAIIMOHHOTO JI0ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe He
3aIOJHSIOTCS PeKBU3UTHI «KOo1 BUIa TIOKYMEHTa PErHCTPAIIOHHOTO JI0ChE Ha
nekapcTBeHHbIH mpenapar (hesdo:DrugRegistrationDocCode) u
«HanmeHoBaHMe BUIa TOKYMEHTA PETHCTPALIMOHHOTO JJOChE HA
nexapcTBeHHbIH npenapar» (hcsdo:DrugRegistrationDocName)

10

€CJIM 3aIM0JIHEH PeKBU3HUT «CBEACHHS O JOKYMEHTE PErUCTPALIMOHHOTO JI0ChEe
(menma)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe peKBH3UT
«Kon B2 TOKyMEHTa PETUCTPAIMOHHOTO Jejia Ha JIGKAPCTBEHHBIN ITpemapaTy
(hcsdo:DrugRegistrationFileCode) momkeH coaepkaTh KOJ0BOE 0003HAUCHUE
BU/JIA IOKYMEHTa U3 KJIacCU(UKATOPa BUJIOB TIOKYMEHTOB PETUCTPALIMOHHOTO
JleJ1a JIEKApCTBEHHOI0 Ipenapara, ykasasHoro B pasaene VII Ipasuin
WH(OPMAIIMOHHOTO B3aUMOJICUCTBHS, & aTPUOYT «HUICHTU(DUKATOP
cnpaBouHuKa (kimaccudukaropa)» (arpudyt codeListld) B cocraBe aToro
PEKBU3HUTA JOJDKEH cojiepKaTh 3HaueHue «2040»

11

€CITM 3aII0JTHEH PEeKBH3HUT «CBEIEHHS O TIOKYMEHTE PETUCTPAIIMOHHOTO JI0ChEe
(mena)» (hcedo:RegistrationDossierDocDetails), To B ero coctaBe n0KeH
OBITH 3aIOJIHEH PEKBU3UT «J[OKyMEHT B OMHApHOM (hopmaTe»
(hcsdo:DocCopyBinaryText), a atpudyT «xox ¢popmara JaHHBIX» (aTpuOyT
mediaTypeCode) B ero cocraBe J0DKEH coliepkaTh 3HaueHue «pdH

12

€CITM 3aT0JTHEH PEKBH3HUT «CBENIEHUS O TOKYMEHTE PETUCTPAIIMOHHOTO I0ChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero cocraBe He
3anosiHsAeTcs pekBU3UT «XML-n1okymeHnT» (ccdo: AnyDetails)

13

€CJIN 3aIOJTHEH PEKBU3HUT «CBEACHMS O JJOKYMEHTE PETUCTPAIIMOHHOTO JIOChE
(mema)» (hcedo:RegistrationDossierDocDetails), To B ero cocTaBe 10KeH
OBITh 3aIOJIHEH PEKBU3UT «Y HUKAIBHBIA UACHTU(DHUKATOP TOKYMEHTa»
(hcsdo:DocUUId) u ero 3HaueHue 10mkHO ObITh paccuuTano no dbf-gaiiny,
coJiepkaniemMcsi B pekBu3uTe «JlokyMeHT B OMHapHOM (opmMare»
(hcsdo:DocCopyBinaryText), B COOTBETCTBHH C aITOPUTMOM, OIIPEIEICHHOM B
n.11 IlpaBun nHGOPMAIIMOHHOTO B3aUMOICHUCTBUS

14

HE 3aroHsAeTcs peKkBU3nT «CBefieHns 00 3Tane pacCMOTPEHUS 3asBJICHHS Ha
perucTpanmio JekapcTBeHHoro npenapara» (hccdo:ApplicationStatusDetails)

15

HE 3aroyHseTCs peKBU3UT «KOoJI MPUYMHBI HEBO3MOXXHOCTH PACCMOTPEHHSI
sasBienus» (hesdo: ApprovallmpossibilityReasonCode)

16

He 3anoHseTcs pekBu3uT «Jlaray (csdo:EventDate)

17

HE 3anoHseTcs pekBu3uT «Ko1 BUaa JOKYMEHTa PErHCTPAlMOHHOTO JOChE Ha
nekapcTBeHHbIH mpenapary» (hcsdo:DrugRegistrationDocCode)
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Kon dopmynupoBKa TpeOOBaHMs
TpeOOBaHUs

18 HE 3aI0JHACTCS peKBU3UT «CBEICHHUS O HAMMEHOBAHHUH JICKAPCTBEHHOTO
npemapata (cpeactsa)» (hcedo:DrugNameDetails)

19 HE 3aroJHsAeTCs peKBU3UT «CBEICHHUS O JICKApCTBEHHOM (popmey
(hccdo:DosageFormDetails)

20 HE 3aIoJHACTCS peKBU3UT «CBEICHUS O TPOU3BOIUTEIIC)
(hcecdo:ManufacturingAuthorizationHolderDetails)

21 HE 3aroJHsAeTcs pekBU3UT «CBeIeHUs O JeprKaTese (3asBUTEIIe)
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
(hccdo:RegistrationCertificateHolderDetails)

22 HE 3aII0JIHACTCS PEKBU3UT «TEXHOJOTHUECKUE XapaKTEPUCTHKH 3aICH

obmero pecypca» (ccdo:ResourceltemStatusDetails)

4. B Onucanuu (GopMaToB U CTPYKTYp DJIEKTPOHHBIX JOKYMEHTOB U
CBEJICHUI, MCIOJIb3YEMBIX ISl PEAIM3alMUA CPEACTBAMH HWHTEIPUPOBAHHOMN
uH(OpMaIMOHHOMN cucTeMbl EBpa3suiickoro 3KOHOMHYECKOTO COI03a OOIIEro
nponecca «dopMupoBaHuEe, BEAECHHE W MCIOJB30BAHUE €IUHOTO peEecTpa

3apETUCTPUPOBAHHBIX JIEKapCTBEHHBIX CPEACTB EBpa3suiickoro

9KOHOMHYECKOI'O COI03a», YTBEPKIACHHOM YKa3aHHBIM Pemenuem:

a) Tabmuity 10 u3NM0XHUTH B CIEAYIONMIECH PEAaKIINN:
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PekBU3UTHBIN COCTaB CTPYKTYPHI JCKTPOHHOIO JOKYMeHTa (CBeaeHui) «CBeIeHUs O PETUCTPAIIMH JICKAPCTBEHHOTO
npemapata» (R.HC.MM.01.001)

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
1. 3aroI0BOK 3JEKTPOHHOTO JOKYMEHTa | COBOKYIMHOCTh TexHonorndeckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
(cBemeHwMi) PEKBH3HTOB AJICKTPOHHOTO Omnpenensercs 00JacTAMK 3HAYCHHIMA
(ccdo:EDocHeader) JIOKyMEHTa (CBEICHUT) BJIOKEHHBIX 3JICMEHTOB
1.1. Kox cooOuienus oommero KOJ0BOE 0003HaueHue coobmenuss | M.SDE.90010 csdo:InfEnvelopeCodeType 1
nporiecca o0r1iero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3HaYeHHE KOJIa B COOTBETCTBUU C
PeriameHTOM HH()OPMAIIHOHHOTO
B3aUMO/ICHCTBUSI.
[Ia6mon: P\.[A-Z]{2}\.[0-
91{2}\. MSG\.[0-9]{3}
1.2. Ko 3JIeKTpOHHOTO JIOKyMEHTa KOJIOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1

(cBeneHui)
(csdo:EDocCode)

AIIEKTPOHHOTO JIOKyMEHTa
(cBeneHmit) B COOTBETCTBHH C
pEEeCTPOM CTPYKTYP IIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUI

3HaueHKe KOJ1a B COOTBETCTBUH C
PEECTPOM CTPYKTYP DIIEKTPOHHBIX
JIOKYMEHTOB U CBEJICHUH.

[Ia6mon: R(\.[A-Z]{2}\.[A-Z]{2}\.]0-
9K2}1)?\.[0-9K3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
1.3. UnenTHHUKATODP JIEKTPOHHOIO | CTPOKA CHMBOJIOB, OJJHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
JIOKyMEHTA (CBEACHUI) UICHTUDUIHP YOS (M.SDT.90003)
(csdo:EDocld) NIEKTPOHHBIN TOKYMEHT 3HaueHHe HIICHTU(PHUKATOpA B
(cBeneHus) coorBercTBuH ¢ ISO/IEC 9834-8.
[a6non: [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. nenTrHhUKATOP HCXOIHOTO UIEHTU(PHUKATOP IEKTPOHHOIO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
JIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBEICHHU ), B OTBET (M.SDT.90003)
(cBeneHui) Ha KOTOPBIX ObLT CHOPMUPOBAH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIHA JIEKTPOHHBIN JIOKYMEHT cootBercTBuM ¢ ISO/IEC 9834-8.
(cBeneHuMs) [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. lata 1 Bpemst SJIEKTPOHHOTO JlaTa ¥ BpeMs CO3JJaHHs M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEICHUH) ANEKTPOHHOTO TOKYMEHTA O6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBenCcHMIA) COOTBETCTBUH C cepuei ctanmaptos ISO
8601
1.6. Kon s13b1ka KOZI0BO€ 0003HAYEHHUE S3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIN KO/ SI3bIKA B
coorsercTBuM ¢ ISO 639-1.
[Ta6non: [a-z]{2}




31

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2. CBeJIeHHsI O PETUCTPALUN CBEJICHUS O PErHCTPALUN M.HC.CDE.00028 | hccdo:DrugRegistrationDetailsType 1.*
JIEKapCTBEHHOTI'O Ipernapara JIEKapCTBEHHOT'O Ipernapara (M.HC.CDT.00025)
(hccdo:DrugRegistrationDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHIM
BJIO’KEHHBIX 3JICMEHTOB
2.1. [TopsAKOBEI HOMEP HOPSIKOBEI HOMEP M.HC.SDE.00672 | hcsdo:RegistrationNumberldType 0.1
PETUCTPAIIIOHHOTO YIOCTOBEPEHUSI | PETUCTPAIIHOHHOTO (M.HC.SDT.00629)
JICKapCTBEHHOTO Iperapara yIIOCTOBEPEHHSI JICKAPCTBEHHOTO Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:RegistrationNumberld) npemnapara [a6mou: \d{6}
2.2. CBeneHHsI O PETUCTPAIUH CBEJICHUS O PErHCTPALUN M.HC.CDE.00457 | hcedo:DrugCountryRegistrationDetails 1.*
JIEKapCTBEHHOT'O Ipernapara B JIEKapCTBEHHOT'O Ipernapara B Type (M.HC.CDT.00457)
roCyJapCcTBe-uJIeHe roCyJapCTBe-uJIeHe Omnpenensiercst 00IaCTAMH 3HAYCHUN
(hcedo:DrugCountryRegistration BJIOXKCHHBIX 3JIEMEHTOB
Details)
2.2.1. Kox ctpansr Ko/10Boe 0003HaueHue cTpansl, B | M.SDE.00162 csdo:UnifiedCountryCodeType 1

(csdo:UnifiedCountryCode)

KOTOPOU pEruCTpUpyeTCs
JIeKapCTBEHHBIH Mpenapar

(M.SDT.00112)

3HadeHue ,I[BYX6YKBGHHOFO KOoIa CTpaHbI

B COOTBETCTBHUH CO CITPABOYHUKOM
(xnaccuuxaTopom), HIEHTU(DUKATOP
KOTOPOT'O OIpe/iesieH B aTpulyTe
«MnentugukaTop cripaBOYHUKA
(xnaccuduxaTopa)».

[Ia6mnon: [A-Z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) LICHTU(HUKATOP CIIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(kmaccudukaTopa) (kmaccudukaTopa), B (M.SDT.00091)
(arpubyT codeL.istld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. mivna: 1.
Makc. mmuna: 20
2.2.2. Ko poau rocymapcrsa- KOJ/I0BOE 0003HAYCHHE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 1
qiieHa rocyaapcTBa-uieHa npu (M.HC.SDT.00204)
(hcsdo:CountryKindCode) perucTpalyu JeKapCTBEHHOTO HopmanusoBanHas CTpOKa CHMBOJIOB
npernapara
2.2.3. Homep 3asiBiieHus O HoMmep 3asBieHus o peructparuu | M.HC.SDE.00260 | csdo:1d50Type (M.SDT.00093) 0.*
PETHCTPAIMH JIEKAPCTBEHHOTO WITH TIPOBE/ICHUU MHBIX TPOIIEYD, Hopmanu3oBaHHasi CTPOKa CHMBOJIOB.
rpernapara CBSI3aHHBIX C PETHCTpaluen MuH. umna: 1.
(hcsdo:Applicationld) JICKapCTBEHHOTO Iperapara Makc. mmHa: 50
2.2.4. Cenenusi o CBEJIICHUS O PETUCTPAIIMOHHOM M.HC.CDE.00031 | hccdo:DrugRegistrationCertificate 0.1
PETUCTPAIIMOHHOM YJOCTOBEPCHUHU | YIIOCTOBEPEHUH Ha DetailsType (M.HC.CDT.00027)
Ha JIEKapCTBEHHBIH Mpernapar JIEKapCTBEHHBIH Tpernapar Omnpenensercs: 00JacTAME 3HAYCHHIMA
(hccdo:DrugRegistrationCertificate BJIOXKCHHBIX 3JIEMEHTOB
Details)
*.1. Homep perucTpalidiOHHOTO0 | HOMEP PErHCTPAlHOHHOTO M.HC.SDE.00045 | csdo:1d50Type (M.SDT.00093) 1

YAOCTOBECPCHUSA
(hcsdo:RegistrationCertificateld)

YAOCTOBCPECHUA

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Makc. mmaa: 50
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 2. Jlata JOKyMeHTa JaTa perucTpanun M.SDE.00045 bdt:DateType (M.BDT.00005) 1
(csdo:DocCreationDate) JIEKapCTBEHHOTO Iperapara O06o03HaueHue JaThl B COOTBETCTBHU C
pedepeHTHBIM FOCYIaPCTBOM HUITU cepueit cranaaptoB [SO 8601
rOCY/1apCTBOM TPU3HAHUS
*.3. Jlata ucreuenus cpoka JlaTa UCTEUCHHUS CPOKa JICHCTBHA M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JCUCTBHS JTOKyMEHTa PETUCTPALMOHHOTO O0o03Ha4YeHHUE JaThl B COOTBETCTBHH C
(csdo:DocValidityDate) yIIOCTOBEPEHHSI JICKAPCTBEHHOTO cepueii crannaptoB ISO 8601
npernapara
* 4. JlaTa BHECCHHS U3MEHCHHS | JlaTa BHECCHHS M3MEHEHHIM M.HC.SDE.00070 | bdt:DateType (M.BDT.00005) 0.1
(hcsdo:DocExtensionDate) (mepeodopmiieHUs) B O0o03HaveHue aThl B COOTBETCTBUU C
pEerucTpaloHHOE YA0CTOBEpEHNE cepueit ctannaptoB [SO 8601
JIEKapCTBEHHOTO Mpernapara
*.5. Jlata oT™MeHBI nara oTMeHbl peructpanuonsoro | M.HC.SDE.00159 | bdt:DateType (M.BDT.00005) 0.1
PETHCTPAIHOHHOTO yIOCTOBEPEHHS Ha O0o03Ha4YeHUE JaThl B COOTBETCTBHH C
YIOCTOBEPEHUS JIEKapCTBEHHBIN IIpenapar cepueii cragaaptos [SO 8601
(hcsdo:CertificateCancelDate)
*.6. Ko cratyca KOJ/IOBOE 0003HAUCHHE CTAaTyCa M.HC.SDE.00266 | hcsdo:RegistrationStatusCodeType 1
PErucTpaliMOHHOTO pErucTpaluy JEKApCTBEHHOTO (M.HC.SDT.00062)
YIOCTOBEPEHHSI npenapara Hopmanu3oBaHHas cTpOKa CHMBOJIOB
(hcsdo:RegistrationStatusCode)
* 7. HanmeHoBaHMe cTaTyca HaNMEHOBAHHE CTaTyca M.HC.SDE.00771 | csdo:Name500Type (M.SDT.00134) 0.1

PETUCTPALIMOHHOTO
YAOCTOBCPCHUA
(hcsdo:RegistrationStatusName)

PErUCTpaluU JEKapCTBEHHOTO
npemnapara

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. mmHa: 1.
Make. gmuna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 8. Koa mpuunub! KOJI0BO€ 0003HAYCHHE TIPUIHHBI M.HC.SDE.10000 | csdo:Code2Type (M.SDT.00170) 0.1
MIPUOCTAHOBKH JICHCTBHS PUOCTAHOBKH JCHCTBHS Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
PETHCTPAIHIOHHOTO PErHCTPAIIHOHHOTO Jmuna: 2
YIIOCTOBEPEHHUSI YIOCTOBEPEHHUSI
(hcsdo:CertificatePauseCode)
*.9. IlpyunHa MPUOCTAHOBKU npuurHa npuoctanoBku aevicteus | M.HC.SDE.10002 | csdo:Text4000Type (M.SDT.00088) 0.1
JEUCTBHS PETUCTPAIIMOHHOTO PErHCTPAIIMOHHOTO CTpoKa CHMBOJIOB.
YIOCTOBEPEHHSI YIOCTOBEPEHHSI MuH. mmHa: 1.
(hcsdo:CertificatePauseText) Makc. piuna: 4000
*.10. Kox npuyYMHbBI OTMEHBI KOI0BO€ 0003HAYCHHE TIPUIHHEI M.HC.SDE.00160 | csdo:Code2Type (M.SDT.00170) 0.1
PETHCTPAIHIOHHOTO OTMEHBI PETHCTPAIIHOHHOTO Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
YIOCTOBEPEHHSI YIOCTOBEPEHHUSI Juna: 2
(hcsdo:CertificateCancelCode)
*.11. TlpuuriHa OTMEHBI NPUYHMHA OTMEHBI M.HC.SDE.00161 | csdo:Text4000Type (M.SDT.00088) 0.1
PETHCTPAIIOHHOTO PETHCTPAIIHOHHOTO CTpoka CUMBOJIOB.
YIOCTOBEPEHHS YIOCTOBEPEHHUSI MuH. anuna: 1.
(hcsdo:CertificateCancel Text) Makc. piuna: 4000
*.12. Kon ycnoBust OTMEHBI KOZI0BO€ 0003HaUEHHUE YCIIOBHSI, M.HC.SDE.10001 | csdo:Code2Type (M.SDT.00170) 0.1

PETUCTPALIMOHHOTO
YAOCTOBECPCHUSA
(hcsdo:CertificateCancel
ConditionCode)

IIPU KOTOPOM OTMEHEHO
PETUCTPALIMOHHOE YIOCTOBEPEHHE

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Hmuna: 2
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.13. YcimoBre OTMEHBI YCIOBHE OTMEHBI M.HC.SDE.10003 | csdo:Text4000Type (M.SDT.00088) 0.1
PETUCTPAIIIOHHOTO PETUCTPAIIMOHHOTO CTpoka CHMBOJIOB.

YIOCTOBEPEHHS yIOCTOBEPEHHUSI MuH. mHa: 1.
(hcsdo:CertificateCancel Makc. mpiuna: 4000
ConditionText)
*.14. lara JlaTa IOATBEPIKICHHS M.SDE.00131 bdt:DateType (M.BDT.00005) 0.1
(csdo:EventDate) peructpanuu (IepeperucTpaum) O6o3HaueHue 1aThl B COOTBETCTBUU C
cepueil cranaaptoB ISO 8601
*.15. Cenenus 00 ocobom CBe/ieHUs1 00 0COOOM YCIIOBUU M.HC.CDE.00404 | hccdo:DrugRegistrationSpecial 0.*
YCIIOBUH PETHCTPAIMN pErucTpayy JeKapCTBEHHOTO ConditionDetailsType
JIEKapCTBEHHOTO Ipernapara npenapara (M.HC.CDT.00505)
(hccdo:DrugRegistrationSpecial Omnpenensiercst 001aCTIMH 3HAYCHHH
ConditionDetails) BJIO)KCHHBIX 3JIEMCHTOB
*.15.1. Kox Buma ocoboro KOJIOBOE 0003HAYCHUE BUIA M.HC.SDE.00598 | hcsdo:DrugUsageRestrictionKindCode 0.1
YCIIOBUSI pETUCTPALIHI 0Cc0o00r0 yCIOBUS pErUCTpaAIluN Type (M.HC.SDT.00099)
JICKApCTBEHHOTO Mperapara JICKapCTBEHHOTO Iperapara Hopmanu3oBaHHas CTpOKa CHUMBOJIOB
(hcsdo:DrugUsageRestriction
KindCode)
*.15.2. HaumeHoBaHMe BUAa | HAMMEHOBAaHHE BUIa 0CO00TO M.HC.SDE.00772 | csdo:Name500Type (M.SDT.00134) 0.1

0CcO00TO0 yCITOBUS
perucTpanru JCKApCTBCHHOT' O
npernapara
(hcsdo:DrugUsageRestriction
KindName)

YCJIOBHSI pETUCTPAITIH
JIEKapCTBEHHOIO Mpenapara

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.
Make. gmuna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.15.3. Oncanue OIKCaHKE 0COOOT0 YCIOBHUS M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 1
(csdo:DescriptionText) perucTpanyu JeKapCTBEHHOTO CTpoKa CHMBOJIOB.

npernapara Mumn. juna: 1.
Makc. ninuna: 4000
*.15.4. Cenenus 00 CBelIeHUs1 00 00s3aTEeIbCTBE M.HC.CDE.00403 | hccdo:ObligationHolderDetailsType 0.1
00s13aTeTILCTBE IepPIKATENS JIepIKaTEIIs PETUCTPAIIMOHHOTO (M.HC.CDT.00504)
PETHCTPAIHOHHOTO YIOCTOBEPEHHS, TTOIICKAIICM Ormpenensiercs: 001aCTIMU 3HAUCHUIT
YIOCTOBEPEHHSI BBITIOJTHEHHUIO B PaMKax BJIO’KEHHBIX 3JIEMEHTOB
(hccdo:ObligationHolder «PETHCTPAIMH HA YCIOBUSIX)
Details)
*.15.4.1. Koneunas narta cpok BeIMoNTHEeHHs obsi3arenbeTBa | M.SDE.00074 bdt:DateType (M.BDT.00005) 0.1
(csdo:EndDate) 1 HAJIOXKCHHBIX OTPaHHYCHHH JJTs O0o3HaveHue TaThl B COOTBETCTBUH C
JieprKarteliss perucTpaluoOHHOIO cepueii cragaaptos [SO 8601
YIOCTOBEPEHHSI, YCTAaHOBJICHHBIE
IPU PETUCTPALIUH
JIEKapCTBEHHOTO Ipernapara
*.15.4.2. Onucanue oInMcaHue 00s3aTeIbCTBA M.SDE.00002 csdo:Text4000Type (M.SDT.00088) 1

(csdo:DescriptionText)

JieprKaTelis perucTpalluoHHOTO
YAOCTOBEPEHUS, TOJIEKAIIETO
BBITIOJTHEHHUIO B paMKax
«pEerucTpaiyy Ha yCIOBUSIX)»

Ctpoka CUMBOJIOB.
MuH. mmHa: 1.
Make. agnmuna: 4000




37

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.16. CBencHus 00 H3MCHEHUH, | CBEICHHUS 00 H3MEHCHHH, M.HC.CDE.00812 | hccdo:DrugApplicationChangeDetails 0.*
BHECCHHOM B PETHCTPAIIMOHHOE | BHECEHHOM B PETHUCTPAIIMOHHOE Type (M.HC.CDT.00676)

J0ChE Ha JIGKAPCTBEHHBIN JI0ChE Ha JIGKAPCTBEHHBIN Omnpenensiercss 00MaCTIMH 3HAYCHUN
npemnapar npemnapar BJIO)KCHHBIX 2JIEMEHTOB
(hccdo:DrugApplication
ChangedDetails)
*.16.1. Kox Tuma u3MeHeHHsT | KOZOBOE 0003HAUYEHHE TUIIA M.HC.SDE.00755 | hcsdo:ChangeTypeCodeType 0.1
B PETHCTPALIMOHHOM JI0ChE W3MEHEHUS B PETHCTPALIMOHHOM (M.HC.SDT.00710)
(hcsdo:ChangeTypeCode) JIOChE Ha JIGKAPCTBEHHBIN 3HaYeHHE KO/Ia TUIIA K3MCHEHUS B
npemnapar COOTBETCTBHUH CO CIIPABOYHUKOM
(kmaccupukaTopom), HICHTUPHUKATOP
KOTOPOTO ONpeZeNieH B aTpudyTe
«MnerTndukaTop cripaBOYHHUKA
(xnaccuduxaTopa)».
MuH. qnuna: 1.
Makc. nnuHa: 8

a) UACHTUDUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1

CTIpaBOYHUKA (knaccudukaropa), B (M.SDT.00091)

(xnaccudukaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBanHasi cTpoka CUMBOJIOB.

(atpudyT codeL.istld) KOJT MuH. mmHa: 1.

Makc. nnuna: 20
*.16.2. HaumenoBanue tina | HaumeHoBanue tuna u3meHenus 8 | M.HC.SDE.00777 | csdo:Name500Type (M.SDT.00134) 0.1

N3MCHCHUA B
PEruCTpaiiOHHOM JOCHC
(hcsdo:ChangeTypeName)

pPEruCcTpaliiliOHHOM JOChE
JICKApCTBCHHOTO IIpCIiapara

Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
Mun. mmHa: 1.
Make. gmuna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.16.3. Kox pa3nena KOJOBOE 0003HAYECHUE M.HC.SDE.00743 | hcsdo:DossierSectionCodeType 0.1
PErUCTPAIIMOHHOTO JIOChE HU3MEHSAEMOTO (M3MEHEHHOT0) (M.HC.SDT.00711)
(hcsdo:DossierSectionCode) | pa3aena perucTpaliiOHHOTO J0ChE 3HaYeHUE KOJIa CTPYKTYPHOTO 3JIEMEHTA

B COOTBETCTBHH CO CIIPABOYHUKOM
(kmaccupukaTopoM), HICHTH(PUKATOP
KOTOPOTO ONPEICIICH B aTpUOyTe
«MneHtnudukaTop cripaBOYHUKA
(xmaccuduraTopa).

MuH. mmHa: 1.

Makc. qnmuna: 10

a) UAEHTU(DUKATOP 0003HaYCHKE CIPABOYHUKA - csdo:ReferenceDataldType 1

CTIpaBOYHUKA (knaccudukaropa), B (M.SDT.00091)

(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.

(atpuOyT codeL.istld) KO MuH. mHa: 1.

Makc. pmuna: 20
*.16.4. HaumenoBanue HaNMEHOBAaHNE U3MEHIEMOTO M.HC.SDE.00765 | csdo:Name500Type (M.SDT.00134) 0.1
pasJena perucTpanuoHHOTO (M3MEHEeHHOT0) pasaena Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
J0Che PETHCTPAIIHOHHOTO J0ChEe MuH. aiuna: 1.
(hcsdo:DossierSectionName) Makc. piuna: 500
*.16.5. Jlata BHECeHUS JaTa BHECEHUS U3MEHEHUS M.HC.SDE.00070 | bdt:DateType (M.BDT.00005) 0.1

N3MCHCHUA
(hcsdo:DocExtensionDate)

O0o03HaueHne 1aThl B COOTBETCTBUU C
cepueit cragmgapToB ISO 8601
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.16.6. [TocneroBaTeIbHOCTh | MOPSAAKOBBIN HOMED B M.HC.SDE.00102 | csdo:Codel0Type (M.SDT.00179) 0.*
MIPEJCTABICHHS JJOChE MI0CJIeIOBATEIBHOCTH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:SubmissionSequence) | mpeacTaBieHHs JOChE Mun. aiuna: 1.
Makc. anuna: 10
*.16.7. Homep HOMep HoBoro peructpauuonsoro | M.HC.SDE.00045 | csdo:1d50Type (M.SDT.00093) 0.*
PErHCTPAIIOHHOTO yIIOCTOBEPEHHUsI, BEITAHHOTO B Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
yIIOCTOBEPEHHS pe3yJbTare paciiupeHus MuH. aiuna: 1.
(hcsdo:RegistrationCertificate | perucrpammu Makc. mmunHa: 50
Id)
2.2.5. ToproBoe HauMEHOBaHUE TOProBOE HAMMEHOBAHHUE M.HC.SDE.00013 | csdo:Name300Type (M.SDT.00056) 0.1
JIEKapCTBEHHOTO Tperapara JIEKapCTBEHHOTO IIperapara Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:DrugTradeName) MuH. mHa: 1.
Makc. mmmnaa: 300
2.2.6. CenieHust 0 JJOKYMEHTAX CBEJIICHHS O JIOKyMEHTaX M.HC.CDE.00695 | hccdo:DrugDocumentsDetailsType 0.1
PErUCTPALIMOHHOIO JOChE PETUCTPALIMOHHOTO JOChE (M.HC.CDT.00823)
JICKApCTBEHHOTO Mperapara, JICKApCTBEHHOTO TMperapara, Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BHOCHMBIX B €TUHBIN peecTp NyOJMKYEMBIX B €JHHOM PeecTpe BJIOXKCHHBIX DJIEMEHTOB
(hcedo:DrugDocumentsDetails)
*.1. CBeienust 00 HHCTPYKIIUU CBEJICHUS O JIOKYMEHTE, M.HC.CDE.00408 | hccdo:RegistrationDocDetailsType 0.*

10 MEAULTUHCKOMY
MMPUMCHCHUIO JICKAPCTBCHHOT'O
npernapara
(hcedo:DrugUsagelnstruction
Details)

coJiepKaIieM HHCTPYKIIHIO IO
MEIUIUHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOIO Mpenapara

(M.HC.CDT.00049)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB




40

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1.1. TIopstaKoBBIH HOMED HOPSAIKOBBIA HOMEp (hparMeHTa M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1
(csdo:ObjectOrdinal) JOKYMEHTA Iemoe HEOTPHUIIATEILHOE YHCIIO B

JECSITAYHON CUCTEME CUUCIICHUSI.

Makc. xos-Bo mudp: 3
*.1.2. HaumeHoBaHue ¢ poBoe WM OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKYMEHTa udpoBoe 0003HAUCHHE, Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:DocName) [PUCBaNBAEMOE JOKYMEHTY MPH Mun. anuna: 1.

€ro perucTpaiuu Makec. gimuna: 500

*.1.3. lata mokymeHTa Jata MoIMUCAHUS, YTBEPIKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WK PETUCTPALIUH JOKYMEHTA O06o03Ha4YeHUE TaThl B COOTBETCTBUH C

cepueit cragaaptoB [SO 8601
*.1.4. JlaTa ucTeueHus Cpoka | JaTta OKOHYaHUs cpoka, B TeueHne | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JIOKYMEHT UMEET CHITY OGo3HaueHUE AaThl B COOTBETCTBUH C
(csdo:DocValidityDate) cepueii cranmaptos ISO 8601
*.1.5. YHUKaIBHBIH YHUKaJIbHBIN HIeHTH()UKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1

UICHTUPUKATOP TOKyMEHTa
(hcsdo:DocUUId)

JIOKyMEHTA

(M.SDT.90003)

3HaveHue uiaeHTudukaropa B
coorBerctuu ¢ ISO/IEC 9834-8.
[Ta6mon: [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}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 2. CBeneHus 00 o0Oei CBEJICHHUS O JIOKyMEHTE, M.HC.CDE.00407 | hccdo:RegistrationDocDetailsType 0.*
XapaKTEPUCTUKE coJiep KaIieM o0y (M.HC.CDT.00049)
JICKapCTBEHHOTO Iperapara XapaKTEePUCTHKY JICKAPCTBEHHOT'O Ompenensiercs: 00IacTIMH 3HAYCHHIA
(hccdo:DrugGeneral npemnapara BJIO)KCHHBIX 3JICMCHTOB
CharacteristicDetails)
*.2.1. IlopsinkoBBIi HOMED HOPSIKOBBI HOMEp (hparmeHTa M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1
(csdo:ObjectOrdinal) JOKYMEHTa Ietoe HEOTPHUIIATEILHOE YHCIIO B
JECATHYHON CUCTEME CUHCIICHHSL.
Makc. xos-Bo mudp: 3
*2.2. HanmeHoBaHue 1rdpoBoe Wi OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKyMEHTa rdpoBoe 0003HAUCHHE, Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
(csdo:DocName) NPUCBANBAEMOE JOKYMEHTY MPH MuH. mHa: 1.
€ro perucTpanuu Makc. nnuna: 500
*.2.3. Jlata nokymeHTa JlaTa OIMCAHUS, YTBEPIKICHHSI M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WK PETUCTPALIUH JOKYMEHTA O06o3Ha4yeHue JaThl B COOTBETCTBHH C
cepueii cragaaptos [SO 8601
*.2.4. JlaTa ucTeueHus Cpoka | JaTta OKOHYaHUs cpoka, B TeueHne | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1

,Z[Cf/iCTBPIH JAOKYMCHTa
(csdo:DocValidityDate)

KOTOPOI'0O JOKYMCHT UMCCT CUITY

O6o3HaueHue 1aThl B COOTBETCTBUU C
cepueit cragaapToB ISO 8601
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 2.5, VHUKaIbHBIN YHUKaJIbHBIN HICHTH()HUKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1
UJIEeHTU(DHUKATOP JTOKYMEHTA JIOKYMEHTA (M.SDT.90003)
(hcsdo:DocUUId) 3HaueHHe HIICHTU(PHUKATOpA B
coorBercTBuH ¢ ISO/IEC 9834-8.
[a6non: [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}
* 3. CeieHus 0 MakeTe CBEJICHUS O MAKeTe yIaKOBKH M.HC.CDE.00413 | hccdo:DrugPackagelLayoutDetailsType | 0..*
YITAKOBKH JIEKAPCTBEHHOTO JIEKapCTBEHHOTO Iperapara (M.HC.CDT.00280)
npenapara Omnpenensercst 001acTIMU 3HaYCHUN
(hccdo:DrugPackagelLayout BJIOKEHHBIX 3JICMEHTOB
Details)
*.3.1. [lopsinkoBbIit HOMEp HOPSIIKOBBIM HOMEP (parMeHTa M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1
(csdo:ObjectOrdinal) JIOKYMEHTa [enoe HEOTpHIIATEIEHOE YHCIIO B
JECATHYHON CUCTEME CUUCIICHHSI.
Makc. xoin-Bo mudp: 3
*.3.2. Kox Buya makera KOJIOBOE 0003HAYCHUE BUIA M.HC.SDE.00629 | hcsdo:DrugPackagelLayoutKindCode 1
YIaKOBKHU JIEKapCTBEHHOTO MakeTa yMaKOBKH JIEKAPCTBEHHOT'O Type (M.HC.SDT.00628)
npernapara npernapara Hopmanu3oBaHHast CTpOKa CHMBOJIOB
(hcsdo:DrugPackageLayout
KindCode)
*3.3. lata noxkymeHTa JaTa MOAMKUCAHUS, YTBEPIKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1

(csdo:DocCreationDate)

HJIN pETUCTpaAlii JOKYMCHTA

O0o03HaueHne 1aTel B COOTBETCTBUU C
cepueit cragmapToB ISO 8601
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*3.4. JlaTa ucTeueHus CpOKa | JaTa OKOHYaHHUs cpoka, B TeucHue | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JeUCTBHS JTOKyMEHTA KOTOPOTO JIOKYMEHT UMEET CHUITY O0603Ha4YeHUE JaThl B COOTBETCTBHH C
(csdo:DocValidityDate) cepueii crannaptos ISO 8601
*3.5. YHUKaIbHBIN YHUKaJIbHBIN HIIeHTH()UKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1
UICHTH(OUKATOP JOKYMEHTa | TOKYMEHTa (M.SDT.90003)

(hcsdo:DocUUId) 3HaueHHe HICHTU(HUKATOpA B
cootBetcTBuM ¢ ISO/IEC 9834-8.
[a6nou: [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}
*.4. CBezieHUs1 00 UTOTOBOM CBEJICHHUS O JIOKYMEHTE, M.HC.CDE.00409 | hccdo:RegistrationDocDetailsType 0.*
HKCIIEPTHOM OTYETE COJIep KAIEM UTOTOBBII (M.HC.CDT.00049)
(hccdo:ExpertReportDetails) OKCTIEPTHBIN OTUET Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIOYKCHHBIX 3JICMCHTOB
*.4.1. [lopsinkoBbIit HOMEp HOPSIIKOBBIM HOMEP (parMeHra M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1
(csdo:ObjectOrdinal) JIOKYMEHTa [enoe HEOTpHUIIATEILHOE YHCIIO B
JECSITAYHON CUCTEME CUHCIICHUSI.
Makc. xoin-Bo mudp: 3
*.4.2. HammeHOBaHUE UppoBOe WM OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1

JTOKyMEHTa
(csdo:DocName)

uuppoBoe 0003HaUEHUE,
NPHUCBAaUBAEMOE JIOKYMEHTY MpHU
€ro perucTparuu

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. mmHa: 1.
Make. gmuna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*4.3. Jlata 1OKyMEHTa JaTa MOIHCAHNUS, YTBEPKICHHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WA PETUCTPALUU JTOKyMEHTa O06o03HaueHue JaThl B COOTBETCTBHU C

cepueit cranaaptoB [SO 8601
* 4.4, JlaTa nCTeUEHMs CPOKA | JaTa OKOHYaHuUs cpoka, B TeucHue | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JIOKYMEHT UMEET CHITY OG6o3HaueHUE ATl B COOTBETCTBUH C
(csdo:DocValidityDate) cepueii ctanmaptos ISO 8601
*.4.5. YHUKaIBHBIN YHUKaJIbHBIN HIIeHTH()UKATOD M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1
UICHTH(OUKATOP JOKYMEHTa | TOKYMEHTa (M.SDT.90003)
(hcsdo:DocUUId) 3HaveHue uiaeHTudukaropa B
cootBetcTBuM ¢ ISO/IEC 9834-8.
[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}
*.5. CBezieHus O IJIaHe CBEJIICHHUS O JIOKYMEHTE, M.HC.CDE.00410 | hccdo:RegistrationDocDetailsType 0.*
YIIPaBJIEHUS pUCKaMU CoJIeprKalleM IUIaH YIIpaBJICHHUS (M.HC.CDT.00049)
(hccdo:RiskManagementPlan pHCKaMH Ompenensiercst 00IacTIMHU 3HAYCHHH
Details) BJIOXKCHHBIX 3JIEMEHTOB
*.5.1. IlopsinikoBBIi HOMED HOPSIKOBBIM HOMEp (hparmeHTa M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1

(csdo:ObjectOrdinal)

JIOKYMEHTAa

Llenoe HeoTpHULIATETIHHOE YHCIIO B
JECATUIHOMN CHCTEME CUHCIICHUS.
Makc. kon-Bo mudp: 3




45

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.5.2. HaumeHoBanue G poBoe WM OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKYMEHTa uppoBoe 0003HAYCHHE, Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:DocName) NPUCBaNBACMOEC JOKYMEHTY MpH MuH. mHa: 1.

€ro perucTpanuu Makc. anmuna: 500
*.5.3. Jlata nokymeHTa JaTa MOIMCAHUS, YTBEPKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WA PErUCTPALiU JTOKyMEHTa O0o3HaveHue TaThl B COOTBETCTBUU C
cepueil cranaaptoB ISO 8601
*.5.4. JlaTa ucTeueHus Cpoka | JaTta OKOHYaHUs cpoka, B TeueHne | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JICUCTBUS JIOKyMEHTA KOTOPOT'O JIOKYMEHT UMEET CUITY O0o03HaveHUE ATl B COOTBETCTBUU C
(csdo:DocValidityDate) cepueii crannaproB ISO 8601
*.5.5. YHUKaIBHBIN YHUKaJIbHBIN HIIeHTH()UKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1
UACHTU(DUKATOP JOKYMEHTA JIOKyMEHTa (M.SDT.90003)
(hcsdo:DocUUId) 3HaueHHe HICHTU(DHUKATOpA B
coorBercTBuH ¢ ISO/IEC 9834-8.
[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}
*.6. CBelleHUs1 0 HOPMAaTUBHOM | CBEJICHHUSI O HOPMAaTHBHOM M.HC.CDE.00411 | hccdo:RegistrationDocDetailsType 0.*

JAOKYMCHTC IO KaUCCTBY
JICKApCTBCHHOT'O ITpCriapara
(hccdo:QualityRegulatoryDoc
Details)

JOKYMCEHTC 10 KaUC€CTBY
JICKApPCTBCHHOTO IIpIriapara

(M.HC.CDT.00049)
Omnpenensercst 001acTIMU 3HaAYCHUN
BJIOKEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.6.1. TTopsimiKOBBIH HOMED HOPSAIKOBBIA HOMEp (hparMeHTa M.SDE.00148 csdo:Ordinal3Type (M.SDT.00105) 0.1
(csdo:ObjectOrdinal) JOKYMEHTA Iemoe HEOTPHIIATEILHOE YHCIIO B

JECSITAYHON CUCTEME CUUCIICHUSI.

Makc. xos-Bo mudp: 3
*.6.2. HammeHoBanue ¢ poBoe WM OYKBEHHO- M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
JTOKYMEHTa udpoBoe 0003HAUCHHE, Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:DocName) [PUCBaNBAEMOE JOKYMEHTY MPH Mun. anuna: 1.

€ro perucTpaiuu Makec. gimuna: 500

*.6.3. Jlata TOKyMeHTa Jata MoIMUCAHUS, YTBEPIKICHUS M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) WK PETUCTPALIUH JOKYMEHTA O06o03Ha4YeHHE TaThl B COOTBETCTBHH C

cepueit cragaaptoB [SO 8601
*.6.4. JlaTa ucTeueHus Cpoka | JaTta OKOHYaHUs cpoka, B TeueHue | M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JEHCTBUSI TOKYMEHTA KOTOPOTO JIOKYMEHT UMEET CHITY OG6o3HaueHUE JATHl B COOTBETCTBUH C
(csdo:DocValidityDate) cepueii cranmaptos ISO 8601
*.6.5. YHUKaIBHBIN YHUKaJIbHBIN HIeHTH()UKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1

UICHTUPUKATOP TOKyMEHTa
(hcsdo:DocUUId)

JIOKyMEHTA

(M.SDT.90003)

3HaueHune uaeHTUGUKaTopa B
cootBeTcTBuH ¢ ISO/IEC 9834-8.
[Ta6mon: [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}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.3. Kox Buaa mporeaypsl KO/I0BO€ 0003HAYCHHE BU/IA M.HC.SDE.00425 | csdo:Codel0Type (M.SDT.00179) 0.1
perucTparu HPOLIEAYPHI PETUCTPAIIUT Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(hcsdo:RegistrationKindCode) JICKApCTBCHHOTO Iperapara Mun. aiuna: 1.
Makc. mymna: 10
2.4. CBeneHus 0 JEKapCTBEHHOM CBEJICHUS O JIEKAPCTBEHHOM M.HC.CDE.00084 | hccdo:DrugDetailsType 0.1
npenapare npemnapare (M.HC.CDT.00075)
(hccdo:DrugDetails) Omnpenensiercst 00IaCTAMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
2.4.1. CBeneHusl 0 HAUMEHOBAHUM | CBEJICHUS O MEKIYHAPOIHOM M.HC.CDE.00269 | hccdo:DrugNameDetailsType 1.*
JIEKApCTBEHHOTO Iperapara HEMaTeHTOBAHHOM HaUMEHOBAaHUH (M.HC.CDT.00252)
(cpenctsa) JIEKapCTBEHHOT'O CPEJICTBA UITH Omnpenensercst 001acTIMU 3HaUYECHUN
(hccdo:DrugNameDetails) OOIICTTPUHSATOM, BJIOXKCHHBIX 3JIEMEHTOB
IPYIITHPOBOYHOM, XMMHUYECKOM
HAaMMEHOBAHUH JICKAPCTBEHHOTO
npenapara
*.1. Kon HaumeHOBaHUS KOJIOBOE 0003HAYCHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1

aKTUBHOM (apMarieBTU4eCcKOn
cyOcTaHuu
(hcsdo:DrugCode)

MEXTyHAPOIHOTO
HETIAaTCHTOBAHHOTO HANMEHOBAHUS
W OOILETPHHSITOTO,
TPYIIHUPOBOYHOTO, XUMHUIECKOTO
HAaUMEHOBAHUS aKTHUBHOMN
(bapmareBTUIeCKON CyOCTaHITII

(M.HC.SDT.00211)
3HaueHue KoJia B COOTBETCTBUH CO
CIIPaBOYHHUKOM (KJIACCH(PUKATOPOM),

I/I,ZLCHTI/I(I)I/IKaTOp KOTOpPOro OonpcacyiCH B

atpubyre «Mnentudukarop
CIpaBOYHHKA (KIaccupUKaTOPa).
Mun. quna: 1.

Makc. nnuna: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) UAeHTU(PUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIpaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(xknmaccudukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHasi CTPOKA CHMBOJIOB.
(atpudyT codeListld) KO MuH. mHa: 1.
Makc. mmuna: 20
*.2. HanmeHoBaHUE aKTUBHOM rpymnnupoBouHoe, obmenpunsroe | M.HC.SDE.00525 | csdo:Name500Type (M.SDT.00134) 0.1
(bapmManeBTHYECKOM CyOCTaHIIMN | MM XUMHUYECKOE HANMEHOBaHHE Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:DrugName) AKTUBHOH (hapMaleBTHUCCKOM Mun. guuna: 1.
cyOcTaHIIH Makc. nimuna: 500
2.4.2. CBeneHus O JICKAPCTBEHHOW | CBEICHUS O JICKAPCTBEHHOM M.HC.CDE.00398 | hccdo:DosageFormDetailsType 0.1
bopme bopme (M.HC.CDT.00598)
(hccdo:DosageFormDetails) Omnpenensiercst 001aCTIMH 3HAYCHHH
BJIO’KEHHBIX 3JIEMEHTOB
*.1. Kox nexapcTBeHHO# (GOpMBI | KOJIOBOE 0003HAUCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0.1

(hcsdo:DosageFormCode)

JeKapCTBEHHOM (popMBI

(M.HC.SDT.00051)

3HayeHue KoJia JIeKapCTBEHHBIX (hOpM B

COOTBETCTBHUH CO CITPABOYHUKOM
(xnaccuuxaTopom), HIEHTU(DUKATOP
KOTOPOT'O OIpe/iesieH B aTpulyTe
«MnentugukaTop cripaBOYHUKA
(xnaccuduxaTopa)».

Mun. npnmHa: 1.

Makc. anuna: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) UAeHTU(PUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIpaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(knmaccugukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(atpudyT codeListld) KO MuH. mHa: 1.
Makc. mmaa: 20
*.2. HaumenoBanue HaNMEHOBAHHUE JIEKAPCTBEHHOU M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0.1
JIEKapCTBEHHOM (HhOPMBI bopMbI Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:DosageFormName) Mun. guuna: 1.
Makc. anuna: 500
*.3. JIONOJHHUTEBHBIC IPU3HAKH | CBEICHHS O JOMOJHUTEIbHBIX M.HC.CDE.00325 | hcedo:DosageFormAdditionalFeatures 0.1
JIEKapCTBEHHOH (POPMBI NPU3HAKAX JIEKapCTBEHHON DetailsType (M.HC.CDT.00587)
(hccdo:DosageFormAdditional | dopmbr Omnpenensiercst 001aCTIMH 3HAYCHHH
FeaturesDetails) BJIO)KCHHBIX 3JIEMCHTOB
*.3.1. Ilpusnak NIPU3HAK, OTIPEIEISFOIINIA M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1
J03UPOBAHHOCTH JI03UPOBAHHOCTbH JIEKAPCTBEHHOM OnHO U3 IBYX 3HAYCHUIL: «truey
JIEKapCTBEHHON (hOPMBI dbopMsI: (uctuna) wn «false» (JI0Kb)
(hcsdo:DosedIndicator) 1 — nexapcTBeHHast hopma
JI03UPOBAHA,;
0 — nexapcTBeHHas popma He
JI03MpOBaHa
* 3.2. [IpuzHak MPU3HAK, ONPEACTISIONTHHA M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1

MNPpUMCHUMOCTHU
JIEKapCTBEHHOI'O IIpernapara y
JeTei

(hcsdo:ChildIndicator)

IPUMEHUMOCTb JIEKApCTBEHHOTO
npenapara y AeTeu:

1 — mpumensiercs y netei;

0 — He mpuMeHsieTcs y aeTeit

OnHO U3 ABYX 3HAYCHHIL: «truey
(uctuna) i «false» (J10%b)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.3. Ilpusnak NPU3HAK, OMPEIEIISIOIINI M.HC.SDE.00245 | bdt:IndicatorType (M.BDT.00013) 0.1
HPUMEHUMOCTH IPUMEHUMOCTB JICKAPCTBEHHOT'O OIHO M3 ABYX 3HAYCHHIL: «truey
JIEKapCTBEHHOT'O TIperapara B | mpemnapara B IOBeHUJIbHOM (uctuna) i «false» (J105Kb)

IOBEHIJILHOM TIEPUO/IC neproe:
(hcsdo:Juvenilelndicator) 1 — npuMeHsieTCs B FOBEHUIILHOM
HePHO/IE;
0 — He mpuMmeHsieTcs B
IOBEHUJIBHOM TIEPHOJIC
*.3.4. Ilpu3Hak HaTU4us NPU3HAK, OTIPEIEISIOIINA M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1
caxapa B JICKAPCTBEHHOM HaJIMYUE caxapa B JICKAPCTBEHHOM OnHO U3 IBYX 3HAYCHUIL: «truey
npernapare npemnapare: (uctuna) nm «false» (J105kb)
(hcsdo:SugarlIndicator) 1 — caxap mpuCyTCTBYET;
0 — caxap oTcyTCTBYET
*.3.5. Onucanue OIKCaHKUE BKYCOApOMATUYECKOMN M.HC.SDE.00250 | csdo:Text250Type (M.SDT.00072) 0.*
BKYyCOapOMaTH4eCKOM J00aBKH Ctpoka CUMBOJIOB.
00aBKHA Mun. nnmHa: 1.
(hcsdo: TasteAromaAdditive Makc. mnHa: 250
Text)
*.3.6. Onucanue npupozbl onucanue npupoasl pactoputens | M.HC.SDE.00251 | csdo:Text1000Type (M.SDT.00071) 0.1

pacTBOpHUTENA
JICKApCTBCHHOTO ITpCriapara
(hcsdo:SolventText)

JICKApPCTBCHHOTO IIpCIiapara

Crtpoka CHMBOJIOB.
Mun. npnmHa: 1.
Maxkc. mmnaa: 1000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.7. Onrcanue ChIphEBOM OIKCaHKE CHIPHEBOM YaCTH M.HC.SDE.00282 | csdo: Text1000Type (M.SDT.00071) 0.1
4acTU PacTUTEIHHOIO pPacTUTEIHLHOTO UHTPEIUCHTA, Ctpoka CUMBOJIOB.

MHTPEIMEHTA BXOJISIILIETO B COCTAB Mun. anuna: 1.
(hcsdo:RawPartMaterial Text) | sexkapcTBeHHOrO Tpenapara Makc. piuna: 1000
*.3.8. Ko crenenn KO/IOBO€ 0003HAYCHHE CTETICHU M.HC.SDE.00584 | csdo:Codel0Type (M.SDT.00179) 0.1
W3MEJIbYEHHOCTH ChIPbEBOM M3MEJBYEHHOCTH ChIPHEBOM YaCTH HopMmanuszoBanHasi CTpoka CUMBOJIOB.
4acTU PacTUTEIHHOTO pPacTUTEIHLHOTO UHTPEIUCHTA MuH. nnuna: 1.
UHTpENCHTA JIEKapCTBEHHOT'O Tpernapara Makc. anuna: 10
(hcsdo:DegreeRefinement
RawMaterialCode)
*.3.9. HaumeHoBanue HaNMEHOBAHUE CTETICHH M.HC.SDE.00283 | csdo:Name500Type (M.SDT.00134) 0.1
CTETIeH! U3METbUYEeHHOCTH M3MEJbYCHHOCTH CHIPHEBOM YacTh HopmanuzoBaHHast CTpOKa CHMBOJIOB.
CBIPbEBOI yacTu pPacTUTENBLHOIO UHTPETUEHTA MuH. nnuna: 1.
PacTUTENILHOTO UHTPEIMeHTa | JIEKApCTBEHHOTO Ipernapara Makc. anuna: 500
JIEKapCTBEHHOTO Tperapara
(hcsdo:DegreeRefinement
RawMaterialName)
2.4.3. Cenenus o (hopme BBITycKa | cBeJeHUS O (hopMe BBITyCKa M.HC.CDE.00387 | hccdo:PackageFormDetailsType 1.*

JICKApCTBCHHOT'O ITpCIiapaTa
(hccdo:PackageFormDetails)

JICKApPCTBCHHOTO IIpCIiapara

(M.HC.CDT.00359)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX J3JICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1. Ilpusnak HepacdacoBaHHOH | IMpU3HAK HepachacoBaHHOMN M.HC.SDE.00220 | bdt:IndicatorType (M.BDT.00013) 1
npoaykuu# (in bulk) npoaykuuu (in bulk): OnHO U3 ABYX 3HAYCHHIA: «truey
(hcsdo:Inbulkindicator) 1 — mpoxyKius SBIsIETCS (uctuna) i «false» (J105Kb)
HepachacoBaHHOM;
0 — mpoaykuus He SBISETCS
HepacacoBaHHON
*2. CezieHus 00 yIlakOBaHHOW | CBelIeHHsI 00 yIiakOBaHHOM M.HC.CDE.00201 | hccdo:PackageDetailsType 1.*
EAMHUIIE JICKAPCTBEHHOTO €IMHUIIE JICKAPCTBEHHOTO (M.HC.CDT.00224)
npenapara npenapara Omnpenensercst 001acTIMU 3HaUYCHUN
(hccdo:PackageDetails) BJIO)KCHHBIX 3JICMCHTOB
*.2.1. Koa nexapcTBeHHOMN KOJ/I0BO€ 0003HAYCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0.1
bopmbl JIEKapCTBEHHOH (pOpMEI (M.HC.SDT.00051)
(hcsdo:DosageFormCode) 3HaueHHe KoJa JeKapCTBEHHBIX OpM B
COOTBETCTBHUH CO CIIPAaBOYHUKOM
(xnaccuduxaTopom), HIEHTU(DUKATOP
KOTOPOTO OIPEICTICH B aTpudyTe
«MneHTndukaTop cripaBOYHUKA
(xmaccuduxaTtopa)».
Mun. nnmmHa: 1.
Maxkc. mmHa: 10
a) uneHTuhuKaTop 0003HaYeHHE CIPaBOYHUKA — csdo:ReferenceDataldType 1

CTIpaBOYHUKA
(knaccudukaropa)
(atpuOyT codeL.istld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
MuH. gouaa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.2. HaumeHoBaHue HaMMEHOBAHHME JIEKAPCTBEHHOM M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0.1
JIEKapCTBEHHOM (hOPMBI bopMbI Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(hcsdo:DosageFormName) Mun. aiuna: 1.

Makc. anmuna: 500
*.2.3. JIonoIHUTEIbHEBIE CBEIEHUS O JOITOJHUTEIBHBIX M.HC.CDE.00325 | hccdo:DosageFormAdditionalFeatures 0.1
MPU3HAKH JIEKApCTBEHHOM NPU3HAKAX JIEKApCTBEHHON DetailsType (M.HC.CDT.00587)
dhopMbI dbopMbI Omnpenensiercs 006JIacTsIMU 3HAYSHUN
(hccdo:DosageForm BJIO)KEHHBIX 3JICMEHTOB
AdditionalFeaturesDetails)

*2.3.1. [Tpusnak NPU3HAK, OMPEIEIISIOIIUIA M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1

JI03UPOBAHHOCTH JI03UPOBAHHOCTb JICKAPCTBEHHOM OnHO U3 IBYX 3HAYCHUIL: «truex

JIEKapCTBCHHOM (POPMBI bopMmsr: (uctuna) win «false» (J10%kKb)

(hcsdo:DosedIndicator) 1 — nexapcTBeHHast hopma

JI03UPOBAHa;
0 — nexapcTBeHHas hopma HE
JI03UpOBaHa
*2.3.2. [Tpusnak NIPU3HAK, OTIPEIEISFOIINIA M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1

MMPUMCHUMOCTHU

y AeTen
(hcsdo:ChildIndicator)

JICKApCTBCHHOTO IIpCIiapara

NPUMEHUMOCTb JIEKApPCTBEHHOTO
npernapara y JeTei:

1 — npumensiercs y nerei;

0 — He mpuMeHsieTcs y aeTeit

OnHO U3 ABYX 3HAYEHMI: «truey
(uctuna) i «false» (J105kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.3.3. [Ipusnak NPU3HAK, OMPEIEIISIOIINI M.HC.SDE.00245 | bdt:IndicatorType (M.BDT.00013) 0.1
PUMEHUMOCTH NPUMEHUMOCTb JICKAPCTBEHHOTO OmHO M3 IBYX 3HAUCHUI: «true»
JICKapCTBEHHOTO TIperapara | mpenapara B FOBeHUJIbHOM (uctuna) i «false» (J105Kb)
B IOBCHUJIBHOM TIEPHOJIC neproe:
(hcsdo:Juvenilelndicator) 1 — npuMeHsieTCs B FOBEHUIILHOM

HIEPHUO/IE;

0 — He mpuMmeHsieTcs B

IOBEHUJIBHOM TIEPHOJIC
*2.3.4. [lpu3Hak HANMWYKsL | IPU3HAK, ONPEACIISIOMINIA M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1
caxapa B JICKAPCTBEHHOM HaJIMYUE caxapa B JICKAPCTBEHHOM OnHO U3 IBYX 3HAYCHUIL: «truey
npemnapare npernapare: (uctuna) i «false» (J10%b)
(hcsdo:Sugarindicator) 1 — caxap mpuCyTCTBYET;

0 — caxap oTcyTCTBYET
*2.3.5. Onucanue OIKCaHKUE BKYCOApOMATUYECKOMN M.HC.SDE.00250 | csdo:Text250Type (M.SDT.00072) 0.*
BKYyCOapOMaTH4eCKOMN J00aBKH Ctpoka CUMBOJIOB.
no0aBKH Mun. nnmHa: 1.
(hcsdo: TasteAroma Makc. mnHa: 250
AdditiveText)
*.2.3.6. Onucanue M.HC.SDE.00251 | csdo:Text1000Type (M.SDT.00071) 0.1

HPUPOIBI PACTBOPHUTEIIS
JICKApPCTBCHHOTO IIpIriapara
(hcsdo:SolventText)

OMMHUCAHUC TPHUPOABI PACTBOPUTCIIA
JICKApPCTBCHHOTO IIpCIiapara

Crtpoka CHMBOJIOB.
Mun. npnmHa: 1.
Maxkc. mmnaa: 1000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.3.7. Onmcanue OIKCaHKE CHIPHEBOM YaCTH M.HC.SDE.00282 | csdo: Text1000Type (M.SDT.00071) 0.1
CBIPBEBOI1 YacTH pPacTUTEIHLHOTO UHTPEIUCHTA, Ctpoka CUMBOJIOB.
pacTUTEIBHOTO BXOJISILIETO B COCTaB MuH. nnusa: 1.
UHIpENEHTa JIEKapCTBEHHOTI'0 TIperapara Makc. amuna: 1000
(hcsdo:RawPartMaterial
Text)
*2.3.8. Kox crenenu KO/I0BO€ 0003HAYCHHE CTEMEHU M.HC.SDE.00584 | csdo:Codel0Type (M.SDT.00179) 0.1
M3METbYEHHOCTH CHIPhEBOM | U3MENIbYEHHOCTHU CHIPHEBOM YacTh HopmanuzoBanHasi cTpoka CUMBOJIOB.
YacTHU PacTUTEIbHOTO pPacTUTENBHOTO WHTPEIUEHTA Mun. amuna: 1.
UHIpENEeHTa JIEKapCTBEHHOTI'O IIperapara Makc. anuna: 10
(hcsdo:DegreeRefinement
RawMaterialCode)
*2.3.9. HaumeHnoBanue HAaMMEHOBAHUE CTETICHH M.HC.SDE.00283 | csdo:Name500Type (M.SDT.00134) 0.1
CTETIEHU U3MEIbUYEHHOCTH | U3MEJIbYEHHOCTH ChIPbEBOI yacTu HopmanuzoBaHHast CTpoKa CHMBOJIOB.
CBIPbEBOM YaCTH PaCTUTEIBHOIO HHIPEAUEHTA MuH. umna: 1.
pacTUTEIHLHOTO JIEKapCTBEHHOTO Mpernapara Makc. nimuna: 500
UHTpelueHTa
JIEKapCTBEHHOT 0 Ipernapara
(hcsdo:DegreeRefinement
RawMaterialName)
*2.4. CBefieHUs O JO3UPOBKE | CBEICHUS O JO3UPOBKE M.HC.CDE.00714 | hccdo:DrugDosageDetailsType 0.1

JICKApCTBCHHOTO ITpEriapara
(hccdo:DrugDosageDetails)

JICKApPCTBCHHOTO IIpIriapara

(M.HC.CDT.00720)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.1. CBenenus o cBenenus o exunuie gqosuposanus | M.HC.CDE.00712 | hccdo:DosageUnitDetailsType 0.1
eMHUIIE JO3UPOBAHMS JIEKapCTBEHHOT'O Ipernapara (M.HC.CDT.00719)
JIEKapCTBEHHOTO Iperapara Omnpenensiercss 00MaCTIMH 3HAYCHUN
(hccdo:DrugDosageUnit BJIO)KCHHBIX 3JICMCHTOB
Details)
*2.4.1.1. Kox Buna KO/I0BO€ 0003HauEHHE BUA M.HC.SDE.00616 | csdo:Code2Type (M.SDT.00170) 0.1
€/IMHUIIBI BBIPKCHUS €/IMHUIIBI BBIPOKEHHSI COCTaBa Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
COCTaBa JICKApPCTBEHHOT'O | JICKAPCTBEHHOTO Iperapara Hnuna: 2
npernapara
(hcsdo:DrugDosageUnit
KindCode)
*2.4.1.2. HammeHOBaHMEe | HANMEHOBAHUE BHJIA €TUHHIIBI M.HC.SDE.00617 | csdo:Name500Type (M.SDT.00134) 0.1
BUJIa CJMHUIIBI BBIPKEHUS COCTaBa Hopmanu3oBaHHast CTpOKa CHUMBOJIOB.
BBIPKEHUS COCTaBa JICKapCTBEHHOTO Iperapara MuH. aiuna: 1.
JIEKapCTBEHHOT'O Makc. anuna: 500
npernapara
(hcsdo:DosageUnitKind
Name)
*2.4.1.3. Benuunna BennuKrHa eauHuIb! gosupoBanus | M.HC.SDE.00615 | hcsdo:DosageUnitMeasureType 0.1

CAVMHUIBI JO3UPOBAHUA
(KOHIIEHTpAaIHN)
(hcsdo:DosageUnit
Measure)

(KOHIIEHTpAIIHN)

(M.HC.SDT.00719)
Yucino B JeCATUUHON CHCTEME
CUHCIIEHHUS
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CAUHUIBI NU3MECPCHUA
JO3UPOBKH U
KOHICHTpPAIun
(atpubyT Substance
MeasureName)

HU3MCPCHUA JOSUPOBKHU U
KOHICHTpPAIUun

HopmanuzoBanHas cTpoka CUMBOJIOB.
Mun. nnmmHa: 1.
Makc. ngimmga: 500

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) KO/ €MHHUIIBI KOJOBOE 0003HAYCHUE EIUHULIBI - hcsdo:SubstanceMeasureCodeType 0.1
W3MEPEHHMS JIO3UPOBKH | U3MEPEHUS IO3UPOBKH U (M.HC.SDT.00217)

U KOHIIEHTpAIuU KOHIICHTPALUI 3HavyeHUe KOJIa €AUHHI] U3MEPEHUS

(arpubyT Substance JO3UPOBKH U KOHIICHTPAIUHU B

MeasureCode) COOTBETCTBHUH CO CIIPABOYHUKOM
(kmaccudukaTopoM), HICHTUPHUKATOP
KOTOPOTO ONpEEIICH B aTpuoyTe
«MnenTudukaTop cripaBOYHUKA
(kmaccudukaTopa)y.
MuH. mmHa: 1.
Makc. anuna: 3

0) uneHTHUpUKaTOP 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 0.1

CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)

(xknaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.

(atpubyT codeListld) | xox MuH. mmHa: 1.
Makc. pmuHa: 20

B) HANMCHOBAHHE HAMMEHOBAHUE CTUHUIIBI — csdo:Name500Type (M.SDT.00134) 0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
r) Macmrab MacmTab BEJINYMHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(atpubyT Scale IpE/ICTaBICHHBIN B BU/E Yucino B NECATUYHON CHCTEME
Number) nokasareJs crenenu yncia 10 CUHCJICHUSI.

Makc. xoi-Bo mudp: 2.
Makc. koi-Bo aApo06. mudp: 0

*2.4.2. Cenenus 00 CBEIICHUSI 00 UHTPEIUCHTE, M.HC.CDE.00264 | hccdo:DrugSubstanceDetailsType 0.*

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

COCTaB JIEKapPCTBEHHOTO JIEKapCTBEHHOTO Ipenapara Omnpenensiercst 00IacTIMHU 3HAYCHUN

npernapara BJIO)KCHHBIX 2JIEMEHTOB

(hccdo:DrugSubstance

Details)

*2.4.2.1. Kox dyaxmum | KomoBoe 0003HaYeHHE (PYHKIIUU M.HC.SDE.00437 | csdo:Codel0Type (M.SDT.00179) 0.1
WHTPENEHTa B COCTAaBe | MHTPEAMEHTA B COCTaBe HopmanusoBaHHas cTpoKa CHMBOJIOB.
JIEKapCTBEHHOTO JIEKapCTBEHHOTO Mpernapara MuH. mmHa: 1.

npernapara Makc. anuna: 10

(hcsdo:DrugSubstance

RoleCode)

*2.4.2.2. HammeHoBaHNe | HANMEHOBaHUE (DYHKITHH M.HC.SDE.00678 | csdo:Name500Type (M.SDT.00134) 0.1

(GYHKIIUY HHTPEIMEHTa B
COCTaBC JICKAPCTBCHHOTI'O
npemnapara
(hcsdo:DrugSubstance
RoleName)

HHIPCAHUCHTA B COCTABC
JICKApPCTBCHHOTO IIpCIiapara

HOpMaJ'II/ISOBaHHaH CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Makc. gimmga: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.3. Cenenus o0 CBEICHUS 00 aKTUBHOU M.HC.CDE.00030 | hccdo:ActiveSubstanceDetailsType 0.1
AKTHUBHOM (dhapmareBTUUeCKOl CyOCTaHITUHU B (M.HC.CDT.00730)
dapmareBTHIECKOI COCTaBe JICKApPCTBEHHOTO Omnpenensiercss 00MaCTIMH 3HAYCHUN
CyOCTaHITH B COCTaBE npernapara BJIO)KCHHBIX 2JIEMEHTOB
JIEKapCTBEHHOTO
npenapara
(hccdo:ActiveSubstance
Details)

*2.4.2.3.1. Kon kosoBoe obo3navyenue aktupuoir | M.HC.SDE.00618 | hcsdo:DrugCodeType 0.1
AKTUBHOMN (dapMmareBTHYeCKOi CyOCTaHIH (M.HC.SDT.00211)
(bapmaneBTHYECKOI 3HaueHHe KoJa B COOTBETCTBUH CO
cyOcTaHIH CIPAaBOYHHUKOM (KJIacCU(PHUKATOPOM),
(hcsdo:Active UICHTH(HUKATOP KOTOPOTO OMPE/ICICH B
SubstanceCode) arpubyte «neHtudukarop

CrIpaBOYHMKA (KJaccu(ukaropa)y.

MuH. nnvsa: 1.

Makc. mna: 10

a) uACHTUPUKATOP | 0OO3HAYEHUE CIPaBOYHHKA — csdo:ReferenceDataldType 1

CIpPaBOYHHUKA
(xnaccuduxaropa)
(arpubyT codeL.ist
1d)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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BCIICCTBA, BXOAAIICTO
B COCTaB
JIEKapCTBEHHOT'O
rnpermnapara
(hcsdo:Auxiliary
SubstanceCode)

BXOIAIICTO B COCTaB
JICKApCTBCHHOTO IIpCIlapara

3HayeHue KoJia BCIIOMOTaTeIbHOTO
BEILIECTBA B COOTBETCTBUU CO
CIPaBOYHHUKOM (KJIaCCU(PUKATOPOM),
UIEHTUPHUKATOP KOTOPOTO ONpesiesieH B
atpudyre «Mnentudukarop
CrpaBOYHMKA (KJaccuukaropa)y.
Mun. npnmHa: 1.

Maxkc. mmHa: 10

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.3.2. HaMMEHOBAHHUE aKTHBHOMN M.HC.SDE.00620 | csdo:Name500Type (M.SDT.00134) 0.1
HaunmenoBanue (bapMarieBTHYECKON CyOCTaHITUH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
AKTUBHOM Mumn. juna: 1.
bapmarneBTUYECKOn Makc. nimuna: 500
cyOcTaHIH
(hcsdo:Active
SubstanceName)

*2.4.2.4. CBenenus o CBEJICHUS O BCIIOMOTATEeIbHOM M.HC.CDE.00040 | hccdo:AuxiliarySubstanceDetailsType 0.1
BCIIOMOTaTeIILHOM BEIIICCTBE B COCTaBE (M.HC.CDT.00731)
BEIIIECTBE B COCTABE JIEKapCTBEHHOTO Iperapara Omnpenensiercst 00IaCTAMH 3HAYCHUN
JICKapCTBEHHOTO BJIO)KCHHBIX 3JIEMCHTOB
npernapara
(hccdo:Auxiliary
SubstanceDetails)
*2.4.2.4.1. Kon KOJIOBOE 0003HAYCHUE M.HC.SDE.00607 | hcsdo:AuxiliarySubstanceCodeType 0.1
BCIIOMOTATEIFHOTO BCIIOMOTATEIFHOTO BEIIECTRA, (M.HC.SDT.00014)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) uaeHTuGUKaTOp | 0003HAYEHHE CIIPAaBOYHHKA - csdo:ReferenceDataldType 1
CIpaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)

(kmaccugukaropa) | COOTBETCTBHH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(arpubyT codeList | xox MuH. mHa: 1.
Id) Makc. puHa: 20
*24.24.2. HanMeHoBaHue BeriomorarensHoro | M.HC.SDE.00044 | csdo:Name500Type (M.SDT.00134) 0.1
HaumenoBanue BEIIIECTBA, BXOISIIETO B COCTAB Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
BCIIOMOT'aTEILHOTO JIEKapCTBEHHOTO Ipernapara MuH. mmHa: 1.
BEIICCTBA, BXOISIICTO Makxkc. gyHa: 500
B COCTaB
JIEKapCTBEHHOTO
npernapara
(hcsdo:Auxiliary
SubstanceName)
*2.4.2.4.3. Kon KOJIOBOE 0003HAYCHUE M.HC.SDE.00611 | hcsdo:FunctionalPurposeCodeType 0.1
(GYHKIIMOHATHHOTO (GYHKIMOHATHHOTO HAa3HAYCHUS (M.HC.SDT.00015)
Ha3HAYCHUS BCIIOMOTATEIILHOTO BEIIECTBA 3HaueHue KoJa HYHKIIMOHATBHBIX
BCIIOMOTaTeIbHOTO Ha3HAYCHU I BCIIOMOTATENIbHBIX BEIIECTB
BEIIIECTBA B COOTBETCTBHH CO CIIPABOYHHKOM
(hcsdo:Functional (kmaccupUKATOPOM), HACHTH(PHUKATOP
PurposeCode) KOTOPOTO OIpeieieH B aTpuoyTe

«UnenTrdukaTop CipaBoYHUKA
(xnaccuduxaTopa)».

Mun. nnmHa: 1.

Maxkc. mmHa: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) uaeHTuGUKaTOp | 0003HAYEHHE CIIPAaBOYHHKA - csdo:ReferenceDataldType 1
CIpaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)

(kmaccudukaropa) | COOTBETCTBUU C KOTOPBIM yKa3aH Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(arpubyT codeList | xox MuH. mHa: 1.
Id) Makc. puHa: 20
*24.244. HanMeHoBaHue pynkuunonansHoro | M.HC.SDE.00610 | csdo:Name500Type (M.SDT.00134) 0.1
HaumenoBanue Ha3HAYECHHUS BCIIOMOTaTeIbHOTO Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(GYHKITHOHATBHOTO BEILIECTBA MuH. mmHa: 1.
Ha3HAYCHUS Makc. anuna: 500
BCIIOMOTATEIILHOTO
BEILIECTBA
(hcsdo:Functional
PurposeName)
*2.4.2.5. HammeHOBaHME | HAMMEHOBAHUE PearcHTa, M.HC.SDE.00648 | csdo:Name500Type (M.SDT.00134) 0.1
peareHra BXOJISIIIETO B COCTAB Hopmanu3oBaHHasi CTPOKa CHMBOJIOB.
(hcsdo:ReagentName) JIEKapCTBEHHOTO Iperapara Mun. amuna: 1.
Makc. mmnaa: 500
*2.4.2.6. Jlo3upoBKa KOJINYECTBO BELIECTBA, M.HC.SDE.00050 | hcsdo:DrugSubstanceDimensional 0.2

(KOHIIEHTpAaIHs)
(hcsdo:Substance
Measure)

BBIPQXEHHOE B €IMHUIIAX MacCBhl,
00BEMHBIX WJIU YCIOBHBIX
(Omonornyeckux) eAMHUIIAX, JTUO0
rOMEOIIaTHYECKOE PA3BEIECHUE

MeasureType (M.HC.SDT.00216)
Hucno B AECATUYHONU CUCTEME
CUHCJICHHS.

Makc. xoin-Bo mudp: 24.

Makc. kos-Bo 1po0. mudp: 6
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CAUHUIBI NU3MECPCHUA
JO3UPOBKH U
KOHICHTpPAIun
(atpubyT Substance
MeasureName)

HU3MCPCHUA JOSUPOBKHU U
KOHICHTpPAIUun

HopmanuzoBanHas cTpoka CUMBOJIOB.
Mun. nnmmHa: 1.
Makc. ngimmga: 500

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) KO/ €MHHUIIBI KOJOBOE 0003HAYCHUE EIUHULIBI - hcsdo:SubstanceMeasureCodeType 0.1
W3MEPEHHMS JIO3UPOBKH | U3MEPEHUS IO3UPOBKH U (M.HC.SDT.00217)
¥ KOHIIEHTpAIuU KOHIICHTPALUI 3HavyeHUe KOJIa €AUHHI] U3MEPEHUS
(arpubyT Substance JO3UPOBKH U KOHIICHTPAIUHU B
MeasureCode) COOTBETCTBHUH CO CITPABOYHUKOM

(kmaccudukaTopoM), HICHTUPHUKATOP
KOTOPOTO ONpEEIICH B aTpuoyTe
«MnenTudukaTop cripaBOYHUKA
(kmaccudukaTopa)y.
MuH. mmHa: 1.
Makc. anuna: 3
0) uneHTHUpUKaTOP 0003HaueHHE CIIPaBOYHUKA — csdo:ReferenceDataldType 0.1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(xknaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpubyT codeListld) | xox MuH. mmHa: 1.
Makc. pmuHa: 20
B) HANMCHOBAHHE HAMMEHOBAHUE CTUHUIIBI — csdo:Name500Type (M.SDT.00134) 0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
r) Macmrab MacmTab BEJINYMHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(atpudyt Scale NPE/ICTAaBIICHHBIN B BUJIC Yuco B IECITUYHON CHCTEME
Number) nokasareJs crenenu yncia 10 CUHCJICHUSI.

Makc. xoi-Bo mudp: 2.
Makc. koi-Bo aApo06. mudp: 0
1) KOJI THITa BETUYUHBI | KOJOBOE 0003HAUCHUE THIIA — csdo:Code2Type (M.SDT.00170) 0.1
JIO3HUPOBKH BEJIMYHMHBI IO3UPOBKU Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(KOHIIEHTpAITHH ) (KOHIIEHTpAITHH ) Jnuna: 2
(atpubyT Substance
MeasureTypeCode)
*.2.4.2.7. Onucanue OIMCAaHUE TO3UPOBKU M.HC.SDE.00613 | csdo:Text4000Type (M.SDT.00088) 0.1
JIO3UPOBKH (KOHIIEHTpAIINH ) UHTPEIUCHTA, Crtpoka CHMBOJIOB.
(KOHIIGHTpAIIHH ) BXOJISIIETO B COCTAB MuH. aiuna: 1.
(hcsdo:SubstanceText) JIEKapCTBEHHOTO Mpernapara Makc. piuna: 4000
*.2.5. Kon Bu1a NepBUYHOI KOJOBOE 0003HAYEHHE BUAA M.HC.SDE.00714 | hcsdo:DrugPackageKindCodeType 0.1

YIIAaKOBKH JICKAPCTBECHHOT O
Ipenapara
(hcsdo:DrugPackageKind
Code)

HNEPBUYHOHN YMaKOBKH
JIEKapCTBEHHOT0 IIpenapara

(M.HC.SDT.00892)

3HaueHNEe KOJIa BUOB MEPBUYHBIX
YITAKOBOK JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO OIPEJICIICH B aTproyTe
«MmeHTrduKaTop CripaBOYHNKA
(xmaccudukaTopa)».

Mun. quna: 1.

Makc. nnuna: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) uAeHTUDHUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)
(knmaccugukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(atpuOyT codeL.istld) KO MuH. mHa: 1.
Makc. mmuna: 20
*.2.6. HanmenoBanue Buia HaMMEHOBAHUE BU/Ia TIEPBUYHOM M.HC.SDE.00718 | csdo:Name500Type (M.SDT.00134) 0.1
HEPBUYHON YITAKOBKH YIAKOBKH JICKAPCTBEHHOT'O Hopmanu3oBaHHast CTpPOKa CHMBOJIOB.
JIEKapCTBEHHOTO Tpernapara npernapara MuH. anuna: 1.
(hcsdo:DrugPackageKind Makc. piuna: 500
Name)
*.2.7. Onucanne Martepuaia | ONKMCaHHE MaTepuala, u3 M.HC.SDE.00288 | csdo:Text4000Type (M.SDT.00088) 0.1
NEPBUYHON YITAKOBKH KOTOPOTO M3TOTOBJICHA TIEPBUYHAS CTpoka CUMBOJIOB.
JIEKapCTBEHHOTO TIpenapara yIaKOBKa JICKAPCTBEHHOTO MuH. anuna: 1.
(hcsdo:PackageMaterial Text) | mpenapara ¢ yka3anuem Makc. piuna: 4000
JIONIOJTHUTEIILHBIX CBOMCTB
*.2.8. KonmnuecTBo B M.HC.CDE.00202 | hccdo:PackageMeasureDetailsType 1.*

YIIaKOBKEC JICKAPCTBCHHOT'O
Ipenapara
(hccdo:PackageMeasure
Details)

KOJIMYECTBO JIEKAPCTBEHHOTO
Ipenapara B IEPBUYHOM YIIAKOBKE

(M.HC.CDT.00220)
Omnpenensercst 001acTSIMU 3HaUYECHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.8.1. KonnyectBo B KOJINYECTBO JICKAPCTBECHHOI'O M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.1
YIaKOBKE JICKAPCTBEHHOTO | Ipernapara B yIaKoBKe (M.SDT.00122)
npernapara Hucno B 1eCATUYHON cUCTEME
(hcsdo:PackageMeasure) CUHCJICHUS.
Makc. koi-Bo 1udp: 24.
Makc. koJ-Bo Apo0O. mudp: 6
a) CIMHMIIA U3MEPEHUS KOJIOBOE 0003HAUYEHUE €IUHUIIBI — csdo:MeasurementUnitCodeType 1
(atpubyT measurement U3MEPEHUS (M.SDT.00074)
UnitCode) BykBeHHO-1IMPPOBOIT KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
0) uaeHTH(pHUKATOP uaeHTUGHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CTIpaBOYHHKA €IMHUI] I3MEPEHUS (M.SDT.00091)
(kmaccugukaropa) HopmanusoBaHHas cTpoKa CHMBOJIOB.
(arpubyT measurement MuH. nnvsa: 1.
UnitCodeListld) Makc. munHa: 20
*2.8.2. HwkHss rpaHina | HIDKHSS TpaHMIA HHTEpBaja M.HC.SDE.00185 | csdo:UnifiedPhysicalMeasureType 0.1
WHTEpBaJIa KOJUIECTBA B KOJINYECTBA B YITAKOBKE (M.SDT.00122)
YIIaKOBKE JICKAPCTBEHHOTO | JIEKAPCTBEHHOTO Iperapara Yucio B 1eCATHYHON CHCTEME
npernapara CUUCIICHUSI.
(hcsdo:PackagelLowerLimit Makc. kon-Bo uugp: 24.
Measure) Makc. Ko-Bo apo0. mudp: 6
a) eIMHUIIA U3MEPEHUS KOZI0BO€ 0003HAUYEHUE €TMHUIIBI — csdo:MeasurementUnitCodeType 1

(aTpuOyT measurement
UnitCode)

U3MEpEeHUS

(M.SDT.00074)
bykBenno-1rpoBoii KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
0) uaeHTH(HUKATOD uaeHTuGHUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CIPaBOYHHUKA CIMHUL] K3MEPCHHS (M.SDT.00091)

(xkmaccudukaropa) HopmanuzoBanHas cTpoka CHMBOJIOB.
(arpubyT measurement Mun. amuna: 1.
UnitCodeL.istld) Makc. puHa: 20

* 2.8.3. BepxHss rpaHunia | BEPXHsS IpaHUIA MHTEpBaIa M.HC.SDE.00184 | csdo:UnifiedPhysicalMeasureType 0.1

HWHTEpBaja KOJIMYECTBA B KOJIMYECTBA B YIIAKOBKE (M.SDT.00122)

YIIaKOBKE JICKAPCTBEHHOTO | JICKAPCTBEHHOTO Iperapara Yucio B IECITUYHON CHCTEME

npernapara CUHUCIICHUSI.

(hcsdo:PackageUpperLimit Makc. koi-Bo nudp: 24.

Measure) Makc. koJ-Bo Apo0O. mudp: 6
a) SIUHHIIA H3MEPEHHSI KOJIOBOE 0003HAYCHUE CAUHUIIBI | — csdo:MeasurementUnitCodeType 1
(atpuOyT measurement U3MEpEeHHUS (M.SDT.00074)

UnitCode) BykBeHHO-1IMPOBOIT KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
0) uneHTHUGUKaTOp UeHTUPUKATOD Kiaccudukaropa | — csdo:ReferenceDataldType 1
CTIpaBOYHHKA €IMHUI] I3MEPEHUS (M.SDT.00091)
(xnaccuduxaropa) HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(arpubyT measurement MuH. nnvsa: 1.
UnitCodeListld) Makxkc. mmHa: 20
*.2.9. Cpok rogHOCTH CBEICHHSI O CPOKE TOAHOCTH M.HC.CDE.30000 | hccdo:ShelfLifeDurationDetailsType 0.*

JICKApCTBCHHOT'O ITperiapaTa
(hcsdo:ShelfLife
DurationDetails)

JICKApPCTBCHHOTO IIpCIiapara

(M.HC.CDT.30000)
Omnpenensercst 001acTIMU 3HaAUYCHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.9.1. HaumeHoBanue HaMMEHOBAHHE KOMIIOHEHTA M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0.1
JIEKapCTBEHHOM (hOPMBbI KOMIUIEKTA JICKAPCTBEHHBIX Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(hcsdo:DosageFormName) | cpeacts (JiekapCTBEHHOTO HabOpa) Mun. aiuna: 1.
Makc. anmuna: 500
*.2.9.2 Cpok ronHoctu CPOK TOJTHOCTH JIEKaPCTBEHHOTO M.HC.SDE.00028 | bdt:DurationType (M.BDT.00021) 1
JICKapCTBEHHOTO Mpenapara | mpernapara O003Ha4YeHUE MPOIOIDKUTEIBHOCTH
(hcsdo:ShelfLifeDuration) BPEMEHH B COOTBETCTBUU C CEpUeit
cranzaptoB [SO 8601
*.2.10. Toprosoe TOProBO€ HAaMMEHOBAHHE M.HC.SDE.00013 | csdo:Name300Type (M.SDT.00056) 0.1
HaMMEHOBaHHE yIaKOBaHHOMN €THHHUIIBI Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
JICKapCTBEHHOTO Iperapara JIEKapCTBEHHOTO Mpernapara MuH. anuHa: 1.
(hcsdo:DrugTradeName) Makc. piuna: 300
*.3. Onucanre MPOMEXYTOYHOH | ONHCAaHUE POMEKYTOIHOMH M.HC.SDE.00268 | csdo:Text1000Type (M.SDT.00071) 0.1
YIIAKOBKH JICKAPCTBEHHOTO YIAKOBKH JICKAPCTBEHHOTO CTpoka CUMBOJIOB.
npernapara npernapara MuH. mmHa: 1.
(hcsdo:MiddlePackageText) Makc. mmna: 1000
*.4. CBenenus o CBEJICHUS O KOMILICKTYIOIIEM M.HC.CDE.00124 | hccdo:RegisteredDrugComponentDetails | 0..*

KOMIUJICKTYIOIIEM YCTpOﬁCTBC B
COCTaBE BTOPUYHOMN
(moTpeOuTEeNbCKON) YIaKOBKH
JICKApCTBCHHOT'O ITperiapaTa
(hccdo:RegisteredDrug
ComponentDetails)

YCTPOMCTBE B COCTaBE BTOPUYHOM
(MOTpeOuTENbCKON) YIaKOBKH
JIEKapCTBEHHOTO ITpenapara

Type (M.HC.CDT.00094)
Omnpenensercst 001acTIMU 3HaAUYCHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*4.1. Ko KOMIIICKTYIOIIETO | KOJAOBOE 0003HAUCHHE M.HC.SDE.00257 | hcsdo:ComponentCodeType 0.1
(hcsdo:ComponentCode) KOMILIEKTYIOILIETO, BXOSIIIETO B (M.HC.SDT.00060)

YIAKOBKY JIEKAPCTBEHHOTO 3HaYCHUE KO1a KOMILUICKTYFOIIUX

npernapara CPEICTB YIIAKOBKH B COOTBETCTBHHU CO
CIIPAaBOYHHMKOM (KJIacCU(PUKATOPOM),
UICHTU(UKATOP KOTOPOTO OIPE/IEIICH B
atpudyre «Mnearudukarop
CIPaBOYHMKA (KJ1accu(uKaTopa)y.
MuH. mmHa: 1.
Makc. nnmuna: 6

a) UAEHTU(DUKATOP 0003HaYCHKE CIPABOYHUKA - csdo:ReferenceDataldType 1

CTIpaBOYHUKA (knaccudukaropa), B (M.SDT.00091)

(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.

(atpuOyT codeL.istld) KO MuH. mHa: 1.

Makc. pmuna: 20
*.4.2. HaumeHoBaHue HanMeHoBaHue komiuiekTytomero, | M.HC.SDE.O0005 | csdo:Name40Type (M.SDT.00069) 0.1
KOMILIEKTYOIIETO BXOJISIILIETO B YIIAKOBKY Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:ComponentName) JIEKapCTBEHHOTO Mpernapara MuH. mmHa: 1.

Makc. gimmaa: 500
*.4.3. KonnaecTBo M.HC.SDE.00018 | csdo:Quantity4Type (M.SDT.00097) 0.1

KOMIUIEKTYIOIINX YCTPONCTB
B COCTaBE BTOPUYHOU
(mOTpeOUTENbCKON) YITAKOBKH
JIEKapCTBEHHOT O IIperapara
(hcsdo:ComponentQuantity)

KOJINYECTBO KOMIUIEKTYIOIIUX
YCTPOMCTB B COCTaBE BTOPUYHOMN
(MOTpeOuTENbCKON) YIaKOBKU
JIEKapCTBEHHOT O Ipernapara

Ilenoe HEOTpHUIIATETIHHOE YHCIIO B
JECATUIHOMN CHCTEME CUHCIICHUSI.
Makc. kon-Bo uudp: 4
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.4.4. Matepuain olHCaHKWe MaTepHraa, u3 M.HC.SDE.00019 | csdo:Text4000Type (M.SDT.00088) 0.1
W3TOTOBIICHHUSI KOTOPOT'O H3TOTOBJICHO CTpoka CHMBOJIOB.

KOMILIEKTYIOIIETO KOMIIJIEKTYIOIIEE YCTPOMCTBO, MuH. nnusa: 1.
ycTpoiicTBa BXOJISLIEE B YIIAKOBKY Makc. anuna: 4000
(hcsdo:ComponentMaterial JIEKapCTBEHHOTO Iperapara
DescriptionText)
*.5. Koa Buga BTOpPHYHOM KOJOBOE 0003HAYEHUE BUAA M.HC.SDE.00644 | hcsdo:DrugSecondaryPackageKindCode | 0..1
(mOTpeOUTENbCKON) YIAKOBKH BTOPUYHOH (TTOTPEOUTETHCKON) Type (M.HC.SDT.00023)
JIEKapCTBEHHOTO Tperapara YIIaKOBKH JIEKAPCTBEHHOTO 3Ha4YeHne KOJ1a BHJIOB BTOPUYHBIX
(hcsdo:DrugSecondaryPackage | mpemnapara (TTOTPeOUTENBCKHX ) YITAKOBOK
KindCode) JIEKApCTBEHHBIX CPEICTB B COOTBETCTBHH
CO CIIPAaBOYHUKOM (KJ1acCU(UKATOPOM),
UICHTU(PHUKATOP KOTOPOTO ONpesieieH B
atpubyre «MnenTudukarop
CrpaBOYHMKA (KJaccuukaropa)y.
MuH. quna: 1.
Makc. anuna: 10
a) UACHTUPUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(atpubyT codeL.istld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 6. HaumenoBanue Buaa HaMMEHOBAHKE BU/Ia BTOPHYHOM M.HC.SDE.00645 | csdo:Name500Type (M.SDT.00134) 0.1
BTOPUYHOM (ITOTpeOUTEIBCKON) | (MOTPEOUTENHCKOM) YITAaKOBKH Hopmanu3oBanHast cTpoka CHMBOJIOB.
YIIAKOBKH JICKAPCTBEHHOTO JIEKapCTBEHHOTO Mpernapara MuH. mHa: 1.
npemnapara Makc. anmuna: 500
(hcsdo:DrugSecondaryPackage
KindName)
*.7. Komn4ecTBO B yIaKOBKe KOJINYECTBO JICKAPCTBEHHOIO M.HC.CDE.00202 | hccdo:PackageMeasureDetailsType 0.1
JIEKApCTBEHHOTO MperapaTa npernaparta (yImakoBaHHbBIX €TUHUI] (M.HC.CDT.00220)
(hccdo:PackageMeasureDetails) | iekapcTBeHHOTO Mpermapara) BO Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BTOPUYHOM yIIaKOBKE BJIO’KEHHBIX 3JICMEHTOB
*.7.1. KomaecTBo B KOJIMYECTBO JICKAPCTBEHHOTO M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.1
YIIaKOBKE JICKApCTBEHHOTO mperapara B yIakoBKe (M.SDT.00122)
nmpernapara Yucio B IECATUYHON cUCTEME
(hcsdo:PackageMeasure) CUHCJICHUSI.
Makc. xoin-Bo mudp: 24.
Makc. xoi-Bo Apo06. mudp: 6
a) SIUHHIIA H3MEPEHHSI KOJIOBOE 0003HAYCHUE CAUHUIIBI | — csdo:MeasurementUnitCodeType 1
(atpubOyT measurementUnit | n3mepenus (M.SDT.00074)
Code) BykBeHHO-1IDPOBOIL KO/I.
[Ia6non: [0-9A-Z]{2,3}\d{3,4}
0) uneHTHUpUKaTOp UeHTUPUKATOD KiIaccudukaropa | — csdo:ReferenceDataldType 1

CIIPaBOYHUKA
(xmaccudukartopa)
(atpubOyT measurementUnit
CodeListld)

CAUHUI U3MCPCHUA

(M.SDT.00091)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. nnmHa: 1.
Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*7.2. HwkHss rpanua HIDKHSISL TPaHKIla HHTEpBajia M.HC.SDE.00185 | csdo:UnifiedPhysicalMeasureType 0.1
WHTEpBaja KOJIMYECTBA B KOJIMYECTBA B YITAKOBKE (M.SDT.00122)

YIIaKOBKE JIEKAPCTBEHHOTO JIEKapCTBEHHOTO Iperapara Yuciao B 1eCATHYHON cHCTEME
mpemnapara CUUCIICHUSI.
(hcsdo:PackageLowerLimit Makc. koi-Bo nudp: 24.
Measure) Makc. koJ-Bo Apo0O. mudp: 6

a) CIMHMIIA U3MEPEHUS KOJIOBOE 0003HAUYEHUE €IUHUIIBI — csdo:MeasurementUnitCodeType 1

(atpubyt measurementUnit | u3amepenwus (M.SDT.00074)

Code) BykBeHHO-1IMPPOBOIT KOJI.

[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}

0) uaeHTH(pHUKATOP uaeHTUGHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1

CTIpaBOYHHKA €IMHUI] I3MEPEHUS (M.SDT.00091)

(knaccuduraropa) HopmanusoBaHHas cTpoKa CHMBOJIOB.

(atpubyT measurementUnit MuH. nnvsa: 1.

CodeL.istld) Makc. mmna: 20
*.7.3. BepxHsis rpaHuIa BEPXHSS TPaHUIIA UHTEpBasa M.HC.SDE.00184 | csdo:UnifiedPhysicalMeasureType 0.1
WHTEpBaJIa KOJINYECTBA B KOJINYECTBA B YITAKOBKE (M.SDT.00122)

YITaKOBKE JIEKAPCTBEHHOTO JIEKapCTBEHHOTO IIperapara Yucio B 1eCATHYHON CHCTEME
npernapara CUUCIICHUSI.
(hcsdo:PackageUpperLimit Makec. xon-Bo mudp: 24.
Measure) Makc. Ko-Bo apo0. mudp: 6
a) eIMHMIIA U3MEPEHUS KOZI0BO€ 0003HAUYEHUE €TMHUIIBI — csdo:MeasurementUnitCodeType 1

(atpubOyT measurementUnit
Code)

U3MEpEeHUS

(M.SDT.00074)
bykBenno-1rpoBoii KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
0) uaeHTH(HUKATOD uaeHTuGHUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CIPaBOYHHUKA CIMHUL] K3MEPCHHS (M.SDT.00091)
(xkmaccudukaropa) HopmanuzoBanHas cTpoka CHMBOJIOB.
(atpubOyT measurementUnit MuH. mHa: 1.
CodeL.istld) Makc. puHa: 20
*.8. [Ipu3nak Hanmuuus Habopa | MpU3HAK Habopa ymaKOBaHHBIX M.HC.SDE.00619 | bdt:IndicatorType (M.BDT.00013) 1
YIAKOBAHHBIX €NHHIL BO €IMHKII BO BTOPUYHOM yIAaKOBKE OnHO U3 IBYX 3HAYCHUIL: «truey
BTOPUYHO# yIIaKOBKE JIEKapCTBEHHOTO Iperapara: (uctuna) i «false» (J10%b)
JIEKapCTBEHHOTO TIpernapara 1 — rekapCTBEHHBIN MpenapaT
(hcsdo:DrugSetindicator) SIBIISICTCS HAOOPOM;
0 — mekapCTBEHHBIN MpenapaT He
ABIsieTCS HAbOpOM
*.9. KonnuecTBO yrakoBOK KOJIMYECTBO JICKAPCTBEHHOTO M.SDE.00150 csdo:Quantity8Type (M.SDT.00156) 0.1
(csdo:PackageQuantity) npenapata (yrnakoBaHHbBIX €IMHUI] [enoe HEOTpHIIATEIEHOE YHCIIO B
JIEKapCTBEHHOTO TIpernapara) B JECSITHYHON CUCTEME CUHCIICHUSI.
IIPOMEKYTOUYHOM yIaKOBKe Makc. xon-Bo udp: 8
2.4.4. CBenieHust O MPOU3BOANUTENE | CBEICHHUS O MPOU3BOIUTENC M.HC.CDE.00088 | hccdo:ManufacturingAuthorization 1.*
(hccdo:Manufacturing JIEKapCTBEHHOTO Iperapara HolderDetailsType (M.HC.CDT.00654)
AuthorizationHolderDetails) Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKEHHBIX DJICMEHTOB
a) KOJ sI3bIKa KOZI0BO€ 0003HAYEHHUE S3bIKa, B — csdo:LanguageCodeType 0.1

(arpubyT languageCode)

COOTBCTCTBUH C KOTOPBIM
3aIllI0JIHCHBI CBCJICHHUA

(M.SDT.00051)
JIByxOyKBEHHBIN KO/ SI3bIKA B
coorsercTBuH ¢ ISO 639-1.
[a6mon: [a-z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1. Kox crpasl KOI0BO€ 0003HAYCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) pErUCTpaIMK X03HCTBYIOIIETO (M.SDT.00112)
cyObekTa 3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(kmaccupukaTopoM), HICHTUPUKATOP
KOTOPOTO ONpPEICIICH B aTpUOyTe
«MnenTudukaTop cripaBoYHUKA
(xmaccuduraTopa).
[a6non: [A-Z]{2}
a) UICHTU(UKATOP 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIpAaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(atpubyT codeListld) KO MuH. mmHa: 1.
Makc. anuna: 20
*.2. HaumeHoBaHue MIOJTHOC HAMMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SICTBYIOIIETO CyOBhEKTa XO03SUCTBYIOLIEro CyOBbEKTa WIN Hopmann3oBaHHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityName) (dbamMuITus, UM ¥ OTYECTBO MuH. aiuHa: 1.
(bu3UYECKOT0 IUIA, BEIYIIETO Makc. nnuna: 300
XO3SHCTBEHHYIO JICSITEIbHOCTh
* 3. Kpatkoe HanMeHOBaHHE COKpaIIeHHOE€ HAUMEHOBaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1

XO3SICTBYIOIIETO CyOBhEeKTa
(csdo:BusinessEntityBriefName)

XO3SUCTBYIONIEro CyOBheKTa WIH
bamunus, UM ¥ OTYECTBO
($U3UUeCKOro JuIa, BEAYIIEro
XO3AUCTBEHHYIO 1EATEIBHOCTD

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouga: 1.
Makc. mmna: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 4. Kox opraHu3aioHHO- KOJI0BO€ 0003HAYCHHE M.SDE.00023 csdo:UnifiedCode20Type 0.1
paBoBOi (HOPMBI OpraHU3aI[MOHHO-TIPAaBOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | ¢hopmbl, B KOTOpOI 3HaYeHHE KOJIa B COOTBETCTBUHU CO
3apEerucTPUPOBAH CIPAaBOYHHUKOM (KJIACCU(PHUKATOPOM),
XO3SIHCTBYIOIIUI CYOBEKT UJICHTU(PHUKATOP KOTOPOTO OMpPE/ICIiCH B
atpubyre «nentudukarop
CIpaBOYHMKA (KJIaccudukaropa)».
MuH. mivna: 1.
Makc. mnmuna: 20
a) UICHTU(UKATOP 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIpAaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(arpuOyT codeListld) KO MuH. mmHa: 1.
Makc. anuna: 20
*.5. HaumeHnoBanue HavMeHOBaHue opranu3anuonno- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpPraHu3alMOHHO-TIPABOBOM paBoBOil (OPMBI, B KOTOPOH HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
(bopMBI 3aperuCTpUpPOBaH MuH. aiuHa: 1.
(csdo:BusinessEntityTypeName) | x03siiCTBYOIIH# CyObEKT Makc. mna: 300
*.6. Unentudukatop HOMep (KOJ1) 3alKCH IO PeecTpy M.SDE.00189 csdo:BusinessEntityld Type 0.1

XO3SUCT BYROIIICTO Cy6’beKTa
(csdo:BusinessEntityld)

(peructpy), NPUCBOEHHBIN MPU
rOCYJapCTBEHHOM pErucTparun

(M.SDT.00157)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. npnmHa: 1.
Makc. pmuna: 20
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a) METO/ UACHTU(DUKAIIUH METO UACHTU(UKAIHH - csdo:BusinessEntityldKindldType 1
(arpubyT kindld) XO3SIMCTBYIONIUX CYOBEKTOB (M.SDT.00158)
3HavyeHue uaeHTudukaropa u3
CIIPaBOYHUKA METOIOB MICHTU(DHUKALIIH
XO3SHCTBYIOLIMX CYOBEKTOB.
MuH. muHa: 1.
Makc. anuna: 20
* 7. YHUKaIbHBIH YHUKAIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1
UACHTU(DUKAITTOHHBIT UICHTU(PHUKAIIMOHHBIN HOMEP (M.SDT.00089)
TaMOXXEHHBIN HOMEP XO3SICTBYIOLIETO CyOBEKTa, Hopmann3oBaHHas cTpoKa CHMBOJIOB.
(csdo:UniqueCustomsNumber npeaHa3HAYCHHBIN IS Heei MuH. musa; 1.
Id) TaMO>KEHHOTO KOHTPOJISI Makc. munHa: 17
* 8. Unentudukarop uneHTudukarop xossiicteyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1
HAJIOTOTUIATE bIUKA CyOBEeKTa B peecTpe 3HaveHue HIeHTH(HUKATOpA B
(csdo:Taxpayerld) HAJTOTOTLIATEIIBIIUKOB CTPAHbI COOTBETCTBHUH C NIPABUIAMH, IIPUHITHIMH
pErHCTpaNry HAJIOTOIIATE bIINKA B CTpaHe PETUCTPAIlH
HaJIOTOTIATE IbIIHKA.
Munu. gnuHa: 1.
Maxkc. mmHa: 20
*.9. Koa npu4uHbBI MOCTAaHOBKU | KO, UACHTU(DUIUPYIOIIUT M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0.1

Ha y4eT
(csdo:TaxRegistrationReason
Code)

MPUYNHY TOCTAHOBKH
XO03SUCTBYIOIIEro CyOheKTa Ha
HaJIOTOBBIN y4eT B Poccuiickon
denepaunun

(M.SDT.00030)
Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
[Ta6non: \d{9}
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Nwms pexBusura

Onucanue pekBU3UTA

Unentudukatop

Tun nagHbBIX

*.10. Anpec
(ccdo:AddressV4Details)

aJipec X034HiCTBYIOIIETO CyObeKTa

M.CDE.00076

ccdo:AddressDetailsV4Type
(M.CDT.00079)

Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
BJIOKCHHBIX 3JICMCHTOB

*.10.1. Kon Buma agpeca
(csdo:AddressKindCode)

KOOOBO€E 0003HaUEHNE BHUIA
azapeca

M.SDE.00192

csdo:AddressKindCodeType
(M.SDT.00162)

3HaueHue KOJa B COOTBETCTBHUHU CO
CIIpaBOYHUKOM BHUJIOB aZIpCCOB.
MuH. gusa: 1.

Makec. qmuna: 20

0.1

*.10.2. Kox cTpanbl
(csdo:UnifiedCountryCode)

KOZI0BO€ 0003HaUY€HUE CTPAHBI

M.SDE.00162

csdo:UnifiedCountryCodeType
(M.SDT.00112)

3HayeHue IByXOYKBEHHOT'0 KOJa CTPaHbl
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTU(DUKATOP
KOTOPOTO OIpE/IENIeH B aTpulyTe
«UnenTndukatop cipaBoYHUKA
(xmaccuduxaTtopa)».

[Ia6mnon: [A-Z]{2}

0.1

a) uneHTu(UKaTop
CTpaBOYHUKA
(xnaccudukaropa)
(atpuOyT codeL.istld)

0003HaueHHE CIPABOYHUKA
(xnmaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

csdo:ReferenceDataldType
(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. nguHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.10.3. Kox teppuropun KOJI eMHUIBI aaMuuucTpatuBao- | M.SDE.00031 csdo:TerritoryCodeType 0.1
(csdo:TerritoryCode) TEPPUTOPUATBHOTO JICIICHUS (M.SDT.00031)

Hopmanu3oBaHHasi CTPOKA CHMBOJIOB.
MuH. mivna: 1.
Makc. nnuna: 17
*.10.4. Pernon HaNMEHOBAHUE €INHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMUHUCTPATHBHO- HopmanusoBaHHast CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTICHHSI MuH. mmHa: 1.
IIEPBOrO YPOBHS Makc. nnuna: 120
*.10.5. Paiion HaMMEHOBAHHE €IUHHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATHBHO- Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
TEPPUTOPHUATILHOIO JIEIICHUS MuH. umna: 1.
BTOPOT'O YPOBHS Makc. nnuna: 120
*.10.6. T'opon HaMMEHOBaHUE rOpPOIa M.SDE.00009 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHast CTpOKa CHUMBOJIOB.
MuH. quna: 1.
Makc. anuna: 120
*.10.7. HaceneHHBI MyHKT HAUMEHOBAaHUE HACEIIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1

(csdo:SettlementName)

ITyHKTa

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. npnmHa: 1.
Makc. mmna: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.10.8. Yiuna HarMMeHOBaHHMe 31eMenTa yinuudo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOMU CETH FOPOJICKOM Hopmanu3oBaHHas cTpoKa CHMBOJIOB.

UHPPACTPYKTYPHI MuH. nnusa: 1.
Makc. anuna: 120
*.10.9. Homep noma 0003HaveHue A0Ma, KopIryca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumberid) CTPOCHUS Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Makc. mmuna: 50
*.10.10. Homep nomermenust | o6o3HaueHue odrica UiIn M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
(csdo:RoomNumberld) KBapTHPHI HopmanusoBaHHast CTpOKa CHMBOJIOB.
Mun. nnmHa: 1.
Makc. anuna: 20
*.10.11. ITo4ToBBI# HHIEKC MOYTOBBII WHAEKC MPEIIPUSITUS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) HIOYTOBO¥ CBS3U Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
[Ia6mon: [A-Z0-9][A-Z0-9 -1{1,8}[A-
Z0-9]
*.10.12. Homep HOMeEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1
abOHEHTCKOTO SIIIUKA HPEIIPHUITHH TIOYTOBO CBSI3U Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:PostOfficeBoxId) Mun. amuna: 1.
Maxkc. mmHa: 20
*.10.13. Anpec B TeKCTOBOW | HAOOp SJIEMEHTOB ajpeca, M.SDE.00005 csdo:Text1000Type (M.SDT.00071) 0.1

dhopme
(csdo:AddressText)

MIPEICTABICHHBIX B CBOOOTHOM
dbopMme B Bue TEKCTa

CTpoKa CUMBOJIOB.
Mun. mmHa: 1.
Makec. gmuaa: 1000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.11. KOHTaKTHBIH PEKBU3UT KOHTAKTHBIH PEKBH3HT M.CDE.00003 ccdo:CommunicationDetailsType 0.*
(ccdo:CommunicationDetails) XO3SICTBYIOMIETO CYOBEKTa (M.CDT.00003)

Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
BJIO)KCHHBIX 3JICMCHTOB
*.11.1. Kox Buja cBsizu KOJ/I0BO€ 0003HAUYCHHE BUIA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
(csdo:CommunicationChannel | cpeacrpa (kaHana) cBs3u Type (M.SDT.00163)
Code) (Tenedon, dakc, FIEKTPOHHAS 3HauyeHHE KOJIa B COOTBETCTBUH C
1moyTa u JIp.) MEPEYHEM BHJIOB CPECTB (KaHAJIOB)
CBSI3U.
MuH. niuna: 1.
Makc. nnuna: 20
*.11.2. HauMeHOBaHME BUJIa | HAMMEHOBAHHE BHJIA CPEJCTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1
CBSI3U (xanana) cBs3u (TenedoH, dakc, HopmannzoBanHas cTpoka CUMBOJIOB.
(csdo:CommunicationChannel | snekrponHas modra u jap.) MuH. musa: 1.
Name) Makc. mmna: 120
*.11.3. UnenTuduxarop [IOCIEA0BATEILHOCTh CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
KaHaya CBSI3U UICHTUDHUIHPYIOIAst KaHaJ CBSA3H (M.SDT.00015)
(csdo:CommunicationChannel | (yka3anue HoMepa TenedoHa, Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
Id) daxca, aapeca MIEKTPOHHON MuH. aiuna: 1.
HOYTHI U JIp.) Makc. nmuna: 1000
*.12. CBenenus o CBEJICHHSI O TIPOU3BOJICTBEHHON M.HC.CDE.00268 | hccdo:ManufacturingAreaDetailsType 0.*

HpOPI3BOI[CTBCHHOﬁ IIomaake
(hccdo:ManufacturingArea
Details)

IJIOIIaJKE

(M.HC.CDT.00250)
Omnpenensercst 001acTIMU 3HaAUYCHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 12.1. CBenenus o CBEJICHUS O XO3AHCTBYIOIIEM M.HC.CDE.00136 | hccdo:BusinessEntityExpandedDetails 0.1
XO3SHMCTBYIOIIEM CYOBEKTE cyObeKTe Type (M.HC.CDT.00108)
(hccdo:BusinessEntity Ompenensiercs: 00IacTIMH 3HAYCHHIA
ExpandedDetails) BJIO’KEHHBIX 3JICMEHTOB
*.12.1.1. Koz cTpanbl KOJIOBOE 0003HAYCHHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) | peructpariiu X03siiCTBYOIIETO (M.SDT.00112)
CyOBeKTa 3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuGuKaTopom), UACHTHPHUKATOP
KOTOPOT'O ONpEJIeNieH B aTpulyTe
«MnenTudukaTop cnpaBoYHHKA
(xmaccuduxaTtopa)».
la6non: [A-Z]{2}
a) UACHTUDUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmann3oBaHHas cTpoka CUMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Makc. pmuHa: 20
*.12.1.2. HaumeHoBanwue MOJIHOE HAUMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO3$II7ICTBYIOH_ICI‘O Cy6’BeKTa
(csdo:BusinessEntityName)

XO3SIMCTBYIOLIETO CYyOBEKTa MU
bamunus, UM ¥ OTYECTBO
buznyecKoro auIa, BEIyIIEro
XO3SCTBEHHYIO JEATENBHOCTD

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. npnmHa: 1.
Makc. gimmga: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.12.1.3. Kpatkoe COKpAIlleHHOE HaMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMEHOBaHUE XO3SHCTBYIOIIETO CYObEKTa UIIH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
XO3SHCTBYIOLIETO CyObeKTa | (paMUIIUsI, UMSI U OTYECTBO MuH. mHa: 1.
(csdo:BusinessEntityBrief | ¢usuueckoro nuiia, BeIymero Makc. pmna: 120
Name) XO3SHCTBEHHYIO JCSITEIbHOCTh
*12.1.4. Ko KOJIOBOE 0003HAYCHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1
OpraHU3aIMOHHO-TIPABOBOM | OpraHU3allMOHHO-TIPABOBOM (M.SDT.00140)
bopMbI (dbopMmbl, B KOTOpOU 3Ha4YeHHUE KOJIa B COOTBETCTBUU CO
(csdo:BusinessEntityType | 3apeructpupoBaH CIPABOYHHKOM (KJITACCH(PHKATOPOM),
Code) XO3SHCTBYIOLIHIA CYOBEKT UICHTU(UKATOP KOTOPOTO OIPE/ICIICH B
atpubyre «nentudukarop
crpaBoYHHKa (Kiaccuukaropa)y.
Mun. nnmaa: 1.
Makc. anuna: 20
a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
*.12.1.5. HaumeHnoBanue HauMeHOBaHUe opranmu3anuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1

OpraHU3alMOHHO-TIPAaBOBOMN
bopMbI
(csdo:BusinessEntity Type
Name)

paBoBOM (OPMBI, B KOTOPOit
3apEruCTPUPOBAH
XO3SIMCTBYIONHNI CYyOBEKT

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.12.1.6. Unentudukarop | HOMep (KOM) 3aIlIUCH 10 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3AUCTBYIOIIETO CyOBheKTa | (PErUcTpy), MPUCBOSCHHBIN MpH (M.SDT.00157)
(csdo:BusinessEntityld) rOCyJapCTBEHHON PEruCTpaIliu Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
MuH. mivna: 1.
Makc. mmuna: 20
a) METOx METOJ UACHTU(DUKAIIH — csdo:BusinessEntityldKindld Type 1
UICHTU(DHUKAITIN XO3SUCTBYIOIINX CYOBEKTOB (M.SDT.00158)
(atpudyT kindld) 3HaueHune uaeHTuduKaTopa u3
CIIPaBOYHHMKA METOJOB UICHTHU(PUKAITUN
XO3SICTBYIOIINX CYObEKTOB.
MuH. mmHa: 1.
Makc. pmuna: 20
*12.1.7. YHUKaNbHBIH YHUKAJTbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1
UACHTU(DHUKAITMTOHHBIH UACHTU(DHUKAIIMOHHBII HOMED (M.SDT.00089)
TaMOXEHHBI HOMEp XO03SICTBYIOILIETO CyOBEKTa, Hopmann3oBaHHas cTpoka CHMBOJIOB.
(csdo:UniqueCustoms npeHa3HAYCHHBIHN TS 1eNei Mun. amuna: 1.
Numberld) TaMO>KEHHOTO KOHTPOJIS Makc. mmna: 17
*12.1.8. Unentudukarop | upentudukarop xossiicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1

HaJIoroIiaTeJbIInKa
(csdo:Taxpayerld)

cyOBeKTa B peecTpe
HAJIOTOIUIATETBIIIMKOB CTPAHbI
PETUCTPAIIMH HAIOTOILIATEIBIIIKA

3HaueHue uaeHTUPUKaTopa B
COOTBETCTBUU C MPABUIAMH, IPUHATHIMU
B CTpaHE pPEeTUCTpaIuu
HaJIOTOILIATEILIIHKA.

MuH. nguHa: 1.

Makc. mmHa: 20
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*.12.1.9. Koa npuunssl KOJI, HACHTH(DHUIIUP YOI M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MMOCTAaHOBKH Ha y4eT MPUYHHY TOCTAaHOBKH (M.SDT.00030)
(csdo:TaxRegistration XO3SIMCTBYIONIETO CYObEKTa Ha Hopmanu3oBaHHast CTpOKa CUMBOJIOB.
ReasonCode) HaJIOTOBBIN yueT B Poccuiickoit [Ia6mon: \d{9}
®enepanuun
*12.1.10. Anpec ajapec xossiicTByromiero cyorekra | M.CDE.00076 ccdo:AddressDetailsV4Type 0.*
(ccdo:AddressV4Details) (M.CDT.00079)
Omnpenensercs 00JacTAME 3HAYCHHIMA
BJIO)KCHHBIX 3JICMCHTOB
*12.1.10.1. Kox Bunma KOJOBOE 0003HAYEHUE BUAA M.SDE.00192 csdo:AddressKindCodeType 0.1
azpeca ajpeca (M.SDT.00162)
(csdo:AddressKindCode) 3HavyeHHE KOJia B COOTBETCTBUHU CO
CTIPAaBOYHUKOM BHUJIOB aJIPECOB.
MuH. quna: 1.
Makc. anuna: 20
*12.1.10.2. Kox cTpanbl | K0JI0BO€ 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountry
Code)

(M.SDT.00112)

3HadeHne TByXOYKBEHHOTO KOJa CTPaHbI

B COOTBETCTBHUH CO CIIPABOYHUKOM
(kmaccupuKraTopom), UAEHTHPHUKATOP
KOTOPOTO OIpE/IENIeH B aTpuOyTe
«nerTndukaTop cripaBOYHAKA
(xmaccudukaTopa)».

[labnon: [A-Z]{2}
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a) UAEHTUDHUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(xknaccuduxaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmanu3soBaHHas CTpOKa CUMBOJIOB.
(atpudyrt codeListld) | kon MuH. mHa: 1.
Makc. mmuna: 20
*.12.1.10.3. Kox KO/ eIMHUIBI aaMuHucTpatuBHo- | M.SDE.00031 csdo:TerritoryCodeType 0.1
TEPPUTOPUH TEPPUTOPUATBLHOTO JICJICHUS (M.SDT.00031)
(csdo:TerritoryCode) HopmanusoBaHHas CTpOKa CHMBOJIOB.
MuH. niuna: 1.
Makc. anuna: 17
*.12.1.10.4. Pernon HAaNMEHOBAHUE €TMHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMHUHUCTPATHBHO- HopMmanu3oBaHHas CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTCHHSI MuH. mmHa: 1.
IIEPBOr0 YPOBHS Makc. nnuna: 120
*.12.1.10.5. Paiion HAMMEHOBAHUE CTUHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHHUCTPATUBHO- Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
TEPPUTOPHUATILHOIO JEIICHUS MuH. ummHa: 1.
BTOPOTO YPOBHS Makc. anuna: 120
*.12.1.10.6. T'opox HaMMEHOBaHUE rOPOIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1

(csdo:CityName)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

MuH. gouaa: 1.
Makc. mmna: 120
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*.12.1.10.7. HaceneHHBIH | HAUMEHOBAHUE HACCIIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1
MYHKT MYHKTA Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(csdo:SettlementName) Mun. povHa: 1.

Makc. anuna: 120
*.12.1.10.8. Yauna HavMeHOBaHue 1eMenTa ynuuno- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOM CETH TOPOJICKOM Hopmanu3oBaHHas CTpOKa CHMBOJIOB.

UH(PPACTPYKTYPBI MuH. mmHa: 1.

Makec. gmuna: 120
*.12.1.10.9. Homep moma | 0603HaueHUE T0Ma, KOpITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumber CTpOEHUS HopmanusoBaHHast CTpOKa CHMBOJIOB.
Id) MuH. qusa: 1.

Makc. anuna: 50
*.12.1.10.10. Homep o0o3HaueHue odrca MM M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
HOMEIIEHUS KBapTHPBI Hopmanu3oBaHHast CTpPOKa CHMBOJIOB.
(csdo:RoomNumberld) MuH. aiuna: 1.

Makc. pmuHa: 20
*12.1.10.11. TTouToBBIH | OYTOBBINA UHIEKC TPEATPUSITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
UHJIEKC MIOYTOBOM CBSA3U Hopwmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:PostCode) [Ta6mon: [A-Z0-9][A-Z0-9 -]{1,8}[A-

Z0-9]
*.12.1.10.12. Homep HOMeEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

a0OHEHTCKOTO SIIHKA
(csdo:PostOfficeBoxId)

NPEANPUATHN TTOYTOBOM CBS3U

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. mmHa: 1.
Makc. mmmaa: 20
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*.12.1.10.13. Anmpec B Ha0Op PIIEMEHTOB ajpeca, M.SDE.00005 csdo: Text1000Type (M.SDT.00071) 0.1
TEKCTOBOM opme IPE/ICTABICHHBIX B CBOOOIHOM CTpoka CHMBOJIOB.

(csdo:AddressText) dbopme B Buje TEKCTa Mun. aiuna: 1.
Makc. amuna: 1000

*.12.1.11. KoHTaKTHBI KOHTaKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0.*

PEKBH3HT XO3SHCTBYIOLIETO CYObEKTA (M.CDT.00003)

(ccdo:Communication Omnpenensiercst 00IaCTIMH 3HAYCHHUN

Details) BJIO)KEHHBIX 3JICMEHTOB
*12.1.11.1. Kox Buzma KOJOBOE 0003HAYEHUE BUAA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
CBSI3U cpezcTBa (KaHaja) CBA3U Type (M.SDT.00163)

(csdo:Communication (tenedoH, hakc, SMCKTPOHHAS 3HaYeHHE KOJIa B COOTBETCTBUH C
ChannelCode) no4ra u Jp.) MepeYHeM BUJIOB CPECTB (KaHAJIOB)
CBSI3H.
MuH. quna: 1.
Makc. anuna: 20
*12.1.11.2. HaMMEHOBAHUE BUJIa CPEICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0.1
HaunmenoBanue Buna (xanaina) cBs3u (tenedoH, dakc, Hopmann3oBaHHas cTpoka CHUMBOJIOB.
CBSI3U AJIEKTPOHHAsSI 110YTa U Jp.) MuH. umna: 1.
(csdo:Communication Makc. anuna: 120
ChannelName)
*12.1.11.3. MOCIIEI0BATEIHHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*

Wnentudukatop kaHaiza
CBs3U
(csdo:Communication
Channelld)

UICHTUUIMPYIOLIas KaHaJ CBA3H
(ykazanue Homepa TenedoHa,
¢akca, agpeca dIEKTPOHHON
MOYTHI U Jp.)

(M.SDT.00015)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.

Makc. gimmaa: 1000
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*.12.2. CBenenust 00 sTare cBenenus 00 srame npoussoacta | M.HC.CDE.00769 | hccdo:ManufactureStageDetailsType 1.*
IIPOM3BOJICTBA (M.HC.CDT.00795)

(hccdo:ManufactureStage Ompenensiercs: 00IacTIMH 3HAYCHHIA
Details) BJIO)KCHHBIX 3JICMCHTOB

*.12.2.1. Kop srana KOJIOBOE 0003HAYCHHUE dTAIa M.HC.SDE.00026 | hcsdo:ManufacturingStageCodeType 0.1

HPOM3BOJICTBA HPOM3BOJICTBA JICKAPCTBEHHOTO (M.HC.SDT.00006)

JIEKapCTBEHHOTO CPEJICTBA | CPEICTBA 3HaveHKe Koja dTamna (CTaaun)

(hcsdo:ManufacturingStage IPOKM3BOJICTBA B COOTBETCTBUU CO

Code) CIIPaBOYHUKOM (KJIaCCU(PUKATOPOM),

UICHTU(PHUKATOP KOTOPOTO OMpEeIicH B
atpubyre «nentudukarop
CIpaBOYHHUKA (KJIACCUPHUKATOPA)Y.
Mun. nnmaa: 1.
Makc. anuna: 3
a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccuukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
*.12.2.2. HaumeHoBanue HAaUMEHOBAaHHE dTara M.HC.SDE.00065 | csdo:Name500Type (M.SDT.00134) 0.1

oTara nNpous3BOJACTBaA
JICKAPCTBCHHOT'O CPpCACTBA
(hcsdo:ManufacturingStage
Name)

IIPOM3BOJICTBA JICKAPCTBEHHOTO
cpeacTBa

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmmna: 500
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2.4.5. Kog ATX KOJOBOE 0003HAYECHUE M.HC.SDE.00009 | hcsdo:ATCCodeType 0.*
(hcsdo:ATCCode) JIEKapCTBEHHOTO Iperapara B (M.HC.SDT.00004)
COOTBETCTBUHU C aHATOMO- 3nauenue kojna ATX B COOTBETCTBUU CO
TEepaneBTUYECKON-XUMUYECKON CIPAaBOYHHUKOM (KJIACCU(PHUKATOPOM),
KJaccudukanuei UACHTU(DUKATOP KOTOPOTO ONpeeieH B
atpubyre «nentudukarop
CIpaBOYHMKA (KJIaccudukaropa)».
[a6soH:
[ABCDGHIJLMNPRSV\d{2}[A-
Z1{21\d{2}
a) MICHTU(PHUKATOP CIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(xmaccuduxatopa) (xmaccugukaropa), B (M.SDT.00091)
(arpubyT codeListld) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHasi CTpOKa CHMBOJIOB.
KOJI MuH. mga: 1.
Makc. pmuna: 20
2.4.6. HaumeHnoBaHue HAMMEHOBAHHUE JICKAPCTBEHHOTO M.HC.SDE.00269 | csdo:Name250Type (M.SDT.00068) 0.*
JIEKapCTBEHHOT'O MIperapara B mpernapaTa B COOTBETCTBHUH C Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
cootBeTrcTBHU ¢ ATX AHATOMO-TEpaIeBTUYECKON- Munu. gnuHa: 1.
KJ1accuuKammen XUMUYECKON Kilaccuukammen Makc. qimmaa: 250
(hcsdo:ATCName)
2.4.7. Onucanune OIMCaHHUE YCIOBHUI OTITyCKa M.SDE.00002 csdo:Text4000Type (M.SDT.00088) 0.1

(csdo:DescriptionText)

JICKApPCTBCHHOTO IIpIriapara

CTpoka CUMBOJIOB.
Mun. mmHa: 1.
Makec. gmuaa: 4000
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2.4.8. CBenenus o CBEIEHUS O JOIOJHUTEILHOM M.HC.CDE.00848 | hccdo:DrugAdditionalFeatureDetails 0.*
JOTIOJTHUTEILHOM MPU3HAKE MIPU3HAKE JICKAPCTBEHHOTO Type (M.HC.CDT.00764)
JICKapCTBEHHOTO ITperapara npenapara Ompenensiercs: 00IacTIMH 3HAYCHHIA
(hccdo:DrugAdditional Feature BJIO)KCHHBIX 3JICMCHTOB
Details)
*.1. Kon nomonHUTENEHOTO KOJIOBOE 0003HAYCHHE M.HC.SDE.00276 | csdo:Codel0Type (M.SDT.00179) 0.1
MPHU3HAKA JICKAPCTBEHHOTO JIOTIOJTHUTEIILHOTO TIPU3HAKA Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
npernapara JICKaApCTBEHHOTO Iperapara MuH. aiuna: 1.
(hcsdo:DrugAdditional Feature Makc. mna: 10
Code)
*.2. HaumenoBanue HanMeHoBaHue nononHutensHoro | M.HC.SDE.00773 | csdo:Name500Type (M.SDT.00134) 0.1
JOTIOTHUTEIILHOTO MIPU3HAKA NpU3HaKa JEKaPCTBEHHOTO Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
JIEKapCTBEHHOTO ITperapara npenapara MuH. aiuna: 1.
(hcsdo:DrugAdditional Feature Makc. na: 500
Name)
2.4.9. Koz BuIia pErUCTPUPYEMOTO | KOJOBOE 0003HAUCHHUE BHUIA M.HC.SDE.00429 | csdo:Codel0Type (M.SDT.00179) 0.1
JICKapCTBEHHOTO Ipernapara PETUCTPUPYEMOTO Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
(hcsdo:RegistrationDrugKind JIEKapCTBEHHOTO Mpernapara MuH. mHa: 1.
Code) Makc. anuna: 10
2.4.10. HammeHoBaHuE BU/IA HaNMEHOBAaHHE BU/IA M.HC.SDE.00894 | csdo:Name500Type (M.SDT.00134) 0.1

PErUCTPUPYEMOTO JICKAPCTBCHHOT O
npernapara
(hcsdo:RegistrationDrugKind
Name)

PETUCTPUPYEMOTO
JIEKapCTBEHHOTI'O TIpernapara

HOpMaJ'II/ISOBaHHaH CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Makc. gimmga: 500
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2.4.11. CBeneHus O BKIIFOYEHUU CBEIECHUS O BKIFOUEHUU M.HC.CDE.00267 | hccdo:ControlListDetailsType 0.*
JIEKApCTBEHHOTO Mperapara B JIEKapCTBEHHOT'O Ipernapara B (M.HC.CDT.00249)
CIIUCOK KOHTPOJIUPYEMBIX CIIMCOK KOHTPOJIUPYEMBIX Omnpenensiercss 00MaCTIMH 3HAYCHUN
(hcedo:ControlListDetails) BJIO)KCHHBIX 3JICMCHTOB
*.1. Kox crpassr Ko/10Boe 00o3HaueHue cTpanbl, B | M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) KOTOPOH JIEKapCTBEHHBIIN (M.SDT.00112)
npernapaT BKJIKOYEH B CITUCOK 3HavyeHue IBYXOYKBEHHOTO KOJIa CTPaHbI
KOHTPOJIHPYEMBIX B COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuuKraTopom), HIACHTHPHUKATOP
KOTOPOTO ONpPEEIICH B aTpuoyTe
«neHtndukaTop cripaBOYHHUKA
(xmaccuduxaTtopa)».
la6mnon: [A-Z]{2}
a) UACHTUPUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIPaBOYHHKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccudukaTopa) COOTBETCTBUU C KOTOPHIM yKa3aH Hopmanu3oBanHas cTpoka CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Makc. pmuHa: 20
*.2. [Ipu3HaK NCUXOTPOIHOTO NPU3HAK, OTIPEIeNIIONINI M.HC.SDE.00027 | bdt:IndicatorType (M.BDT.00013) 0.1

JICKApCTBCHHOT'O ITpeIiapaTa
(hcsdo:PsychotropicDrug
Indicator)

IIPUHAJJIEKHOCTD JIEKAPCTBEHHOIO
npernapara K nepevyHio
MICUXOTPOIHBIX:

1 — ncuxoTponHbIH;

0 — He NCUXOTPONHBII

OnHO U3 ABYX 3HAYCHHIL: «truey
(uctuna) i «false» (J10%b)
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* 3. Ilpu3Hak HAPKOTUYECKOTO | IPU3HAK, OMPEACIIIOIHIA M.HC.SDE.00022 | bdt:IndicatorType (M.BDT.00013) 0.1
npernapara HPUHAUIC)KHOCTh JICKAPCTBEHHOTO OnHO U3 IBYX 3HAYCHUIL: «truey
(hcsdo:NarcoticDruglndicator) | npenapata K nepeyHio (uctuna) win «false» (J10%kb)
HApKOTUYECKHUX:
1 — HAPKOTHYECKHIA;
0 — He HAPKOTUYECKHit
2.4.12. Ceenenus 00 oppaHHOM cBezieHus 00 ophaHHOM M.HC.CDE.00273 | hccdo:OrphanDrugDetailsV2Type 0.*
JIEKApCTBEHHOM IIperapare JIEKapCTBEHHOM ITpernapare (M.HC.CDT.00253)
(hcedo:OrphanDrugV2Details) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO’KEHHBIX 3JICMEHTOB
*.1. Kox crpaHsl rocyaapcTBo-uieH, npucBousinee | M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) JIEKapCTBCHHOMY TIpernapaTy (M.SDT.00112)
cratyc ophaHHOTO 3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTU(DUKATOP
KOTOPOTO OIPEICTICH B aTpudyTe
«MnenTudukaTop crpaBOYHUKA
(xmaccuduxaTtopa)».
[Ia6mnon: [A-Z]{2}
a) UACHTU(PUKATOD 0003HaueHHE CIPABOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(arpubyT codeL.istld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHasi cTpoka CHMBOJIOB.
MuH. nguHa: 1.

Makc. mmHa: 20
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* 2. Konx cratyca opdanHOro KO/I0BO€ 0003HAaYCHHE CTAaTyCa M.HC.SDE.00475 | csdo:Codel0Type (M.SDT.00179) 1
JICKApCTBEHHOTO Mperapara ophaHHOTO JIEKAPCTBEHHOTO Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:OrphanDrugCode) npenapara MuH. mHa: 1.
Makc. anuna: 10
2.4.13. CBenenus 00 aKTHBHOM CBe/ICHUS 00 aKTUBHOM M.HC.CDE.00587 | hccdo:ActivelngredientDetailsType 1.*
(dapmaleBTHUECKOM cyOcTaHuy, | (hapMareBTHUSCKON CyOCTaHIINH, (M.HC.CDT.00659)
UCIIOJIb3yEeMOU TIPU TIPOM3BOJICTBE | MCIOJIB3yEMOM MIPU MIPOU3BOJICTBE Omnpenensiercst 00IaCTAMH 3HAYCHHUN
JICKApCTBEHHOTO Mperapara JICKaApCTBEHHOTO Iperapara BJIOYKCHHBIX 3JIEMCHTOB
(hccdo:ActivelngredientDetails)
*.1. ToproBoe HaMMEHOBAHUE HaMEHOBAaHHME aKTUBHOMN M.HC.SDE.00013 | csdo:Name300Type (M.SDT.00056) 1
JIEKApCTBEHHOTO Tperapara (dapMmarieBTHIeCKOi CyOCTaHIIH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:DrugTradeName) MuH. mHa: 1.
Makc. mmmnaa: 300
*.2. CBeleHUs1 0 HANMEHOBAHUH | CBEIICHHS O MEXTYHAPOTHOM M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0.1

JICKApCTBCHHOT'O IIpeIiapaTa
(cpenctBa)
(hccdo:DrugNameDetails)

HEMaTeHTOBAaHHOM HaMMEHOBAaHUU
JIEKapCTBEHHOTO CPEJICTBA UIIH
OOLIEPUHSATOM,
IpyNIUPOBOYHOM, XUMUYECKOM
HalMEHOBAHUU JIEKAPCTBEHHOTO
npemnapara

(M.HC.CDT.00252)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX DJICMCHTOB
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*2.1. Kox HauMeHOBaHUS KOJI0BO€ 0003HAYCHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1
AKTUBHOM (papMarieBTUYECKON | MEXKIYHAPOIHOTO (M.HC.SDT.00211)
cyOcTaHIUH HEMaTeHTOBAaHHOT'O HAUMEHOBaHHSI 3HaueHHE KOJ]a B COOTBETCTBUH CO
(hcsdo:DrugCode) WK OOIIETPUHSATOTO, CIPABOYHHKOM (KJITACCH(PHKATOPOM),

IPYNIAPOBOYHOTO, XUMUYECKOTO UJICHTU(PHUKATOP KOTOPOTO OMpPE/ICIiCH B
HAMMEHOBAHHUS AaKTUBHON atpudyre «nenrudukarop
(dapmalieBTUYECKON cyOcTaHIuN CIpaBOYHMKA (KJIaccudukaropa)».
MuH. mivna: 1.
Makc. mmuna: 10

a) uneHTuduKaTop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.

(atpuOyT codeL.istld) KO MuH. mmHa: 1.

Makc. anuna: 20
*.2.2. HaumeHoBaHue rpynnupoBouHoe, obmenpunstoe | M.HC.SDE.00525 | csdo:Name500Type (M.SDT.00134) 0.1
aKTUBHOM (papMalieBTUYECKON | MM XMMUYECKOE€ HAUMEHOBAHUE Hopmann3oBaHHas cTpoka CUMBOJIOB.
cyOcTaHIUH aKTHBHOMW (hapMaleBTHYECKOM MuH. aiuHa: 1.
(hcsdo:DrugName) cyOCTaHIUH Makc. na: 500
*.3. CBezieHHs O IPOU3BOAMTENE | CBECHUS O IPOU3BOIUTEIES M.HC.CDE.00304 | hccdo:ManufacturingAuthorization 1.%

(hccdo:Manufacturing
AuthorizationHolderV2Details)

aKTUBHOHU (hapMarieBTHUECKON
CyOCTaHIIH, OCYILECTBIISAIOLIEM
BBIITYCKAOIINWNA KOHTPOJIb
KauecTBa

HolderDetailsV2Type
(M.HC.CDT.00655)

Omnpenensercst 001acTIMU 3HaAYCHUN
BJIO)KEHHBIX 3JICMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) KOJI sI3bIKa KOJIOBOE 0003HAYCHUE SI3bIKA, B — csdo:LanguageCodeType 0.1
(arpubyT languageCode) COOTBETCTBUH C KOTOPBIM (M.SDT.00051)

3aII0/IHEHBI CBEICHUSA JIByxOyKBEHHBIH KOJI SI3bIKA B
cootBetrcTBUH ¢ [SO 639-1.
[a6non: [a-z]{2}
*.3.1. Kox ctpansr KOJIOBOE 0003HAYCHHUE CTPAHbI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) PErHCTPAIMH XO03SHCTBYIOIIETO (M.SDT.00112)
cyObeKTa 3HavyeHue IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuuKraTopom), HIACHTHPHUKATOP
KOTOPOTO ONPEICIICH B aTpUOyTe
«MnentudurkaTop cnpaBoYHHUKA
(xnaccuduxaTopa)».
la6mnon: [A-Z]{2}

a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1

CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)

(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.

(atpubyT codeL.istld) KOJT MuH. mmHa: 1.

Maxkc. mmHa: 20
* 3.2. HaumenoBanwue MOJIHOE HAUMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO03SUCTBYIOIIETO CYOBhEKTa
(csdo:BusinessEntityName)

XO3SUCTBYIONIEro CyOBheKTa WIH
bamunus, UM ¥ OTYECTBO
($U3UUeCKOro JuIa, BEAYIIEro
XO3AUCTBEHHYIO 1EATEIBHOCTD

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 300
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OpraHu3alMOHHO-TIPABOBOM
(bopMbI
(csdo:BusinessEntity Type
Name)

paBoBOM (OPMBI, B KOTOPOit
3apEruCTPUPOBAH
XO3SIMCTBYIONHNI CYyOBEKT

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 300

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.3. Kparkoe COKpAIlleHHOE HAaMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMEHOBaHHE XO3SHCTBYIOIIETO CYObEKTa UIIH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
XO3HCTBYIOILIETO CyObEKTa (aMuus, UMsi B OTYECTBO MuH. mHa: 1.

(csdo:BusinessEntityBrief (bHU3UUECKOTro JHIa, BEAYIIETO Makc. pmna: 120

Name) XO3SHCTBEHHYIO JCSITEIbHOCTh

*.3.4. Ko opranu3aioHHO- | KOJIOBOE 0003HAUCHHE M.SDE.00023 csdo:UnifiedCode20Type 0.1

paBoBOil (HOPMBI OpraHU3aIMOHHO-TIPABOBOM (M.SDT.00140)

(csdo:BusinessEntity Type (dbopMmbl, B KOTOpOU 3Ha4YeHHUE KOJIa B COOTBETCTBUU CO

Code) 3aperuCTpUpPOBaH CIIPaBOYHUKOM (KJIaCCU(UKATOPOM),

XO3AUCTBYIOIUMA CYOBEKT UACHTH()HUKATOP KOTOPOTO OIpeeIicH B

atpubyre «nentudukarop
crpaBoYHHKa (Kiaccuukaropa)y.
Mun. nnmaa: 1.
Makc. anuna: 20

a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1

CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)

(knaccuduraropa) COOTBETCTBUH C KOTOPBIM YKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.

(atpubyT codeL.istld) KOJT MuH. mmHa: 1.

Maxkc. mmHa: 20
*3.5. HaumenoBanwue HauMeHOBaHUe opranu3anuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.6. Unentuduxarop HOMep (KOJI) 3aIKCH 110 PeeCTpy M.SDE.00189 csdo:BusinessEntityldType 0.1
X035HUCTBYIOIIETO CYOhEKTa (peructpy), IPUCBOCHHBIN MPH (M.SDT.00157)

(csdo:BusinessEntityld) rOCyJapCTBEHHON PEruCTpaIliu Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
MuH. mivna: 1.
Makc. mmuna: 20
a) METO UACHTU(DUKAIMN | METOJ UACHTU(DUKAIIIH — csdo:BusinessEntityldKindld Type 1
(atpudyT kindld) XO3SHCTBYIONIMX CYOBEKTOB (M.SDT.00158)
3HavyeHue uiaeHTH(GuKaropa u3
CIIPaBOYHHMKA METOOB UICHTH(PUKAITUU
XO3SICTBYIOIINX CYObEKTOB.
MuH. mmHa: 1.
Makc. pmuna: 20
*.3.7. YHUKaTbHBIN YHUKAJTbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1
UICHTU(PUKAITUOHHBII UACHTU(DHUKAIIMOHHBII HOMED (M.SDT.00089)
TaMOXXEHHBIN HOMEpP XO03SICTBYIOILIETO CyOBEKTa, Hopmann3soBaHHas cTpoka CHMBOJIOB.
(csdo:UniqueCustomsNumber | nmpeaHa3HaueHHBIN TS 1IeIei Mun. amuna: 1.
Id) TaMOXXEHHOTO KOHTPOJIS Makc. qymHa: 17
*3.8. Unentuduxarop uneHtTudukarop xossiictyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1

HaJIororjiaTeJablIuKa
(csdo:Taxpayerld)

cyOBeKTa B peecTpe
HAJIOTOIUIATETBIIIMKOB CTPAHbI
PETUCTPAIIMH HAIOTOILIATEIBIIIKA

3HaueHue uaeHTUPUKaTopa B
COOTBETCTBUU C MPABUIAMH, IPUHATHIMU
B CTpaHE pPEeTUCTpaIuu
HaJIOTOILIATEILIIHKA.

MuH. nguHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.9. Ko npu4uHbI KOJI, HACHTH(DHUIIUP YOI M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MMOCTAaHOBKH HA y4E€T MPUYHHY TOCTAaHOBKH (M.SDT.00030)

(csdo:TaxRegistrationReason | xo3siicTBYOIIET0 CyOBEKTa HA Hopmanu3oBaHHast CTpOKa CUMBOJIOB.
Code) HAJIOTOBBIN yueT B Poccuiickoit [HTa6mon: \d{9}
®enepanuun
*.3.10. Aapec ajapec xossiicTByromiero cyorekra | M.CDE.00076 ccdo:AddressDetailsV4Type 0.*
(ccdo:AddressV4Details) (M.CDT.00079)
Omnpenensercs 00JacTAME 3HAYCHHIMA
BJIO)KCHHBIX 3JICMCHTOB
*.3.10.1. Kox Buza aapeca | KogoBoe 0003HAYCHHE BUIA M.SDE.00192 csdo:AddressKindCodeType 0.1
(csdo:AddressKindCode) ajpeca (M.SDT.00162)
3HavyeHHE KOJia B COOTBETCTBUHU CO
CTIPAaBOYHUKOM BHUJIOB aJIPECOB.
MuH. quna: 1.
Makc. anuna: 20
*3.10.2. Kox crpansr KOJIOBOE 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountryCode)

(M.SDT.00112)

3HadeHne TByXOYKBEHHOTO KOJa CTPaHbI

B COOTBETCTBHUH CO CIIPABOYHUKOM
(kmaccupuKraTopom), UAEHTHPHUKATOP
KOTOPOTO OIPE/IeNIeH B aTpuOyTe
«nerTndukaTop cripaBOYHAKA
(xmaccudukaTopa)».

[labnon: [A-Z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) UAeHTUPUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(knaccuduxaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmanu3soBaHHas CTpOKa CUMBOJIOB.
(atpuOyT codeL.istld) KO MuH. mHa: 1.
Makc. mmuna: 20
*.3.10.3. Kon reppuropun | Koa equHUIBI aamuarcTpatuBHo- | M.SDE.00031 csdo:TerritoryCodeType 0.1
(csdo:TerritoryCode) TEPPUTOPUATBHOTO JCIICHUS (M.SDT.00031)
Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. niuna: 1.
Makc. anuna: 17
*3.10.4. Pernon HAaNMEHOBAHUE €TMHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMHUHUCTPATHBHO- HopMmanu3oBaHHas CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTCHHSI MuH. mmHa: 1.
IIEPBOr0 YPOBHS Makc. nnuna: 120
*3.10.5. Paiion HAMMEHOBAHUE CTUHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHHUCTPATUBHO- Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
TEPPUTOPHUATILHOIO JEIICHUS MuH. ummHa: 1.
BTOPOTO YPOBHS Makc. anuna: 120
*.3.10.6. Topon HaMMEHOBaHUE rOPOIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1

(csdo:CityName)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Make. gmuna: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.10.7. Hacenenusiii HaMMEHOBAaHHE HACEIIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1
MYHKT MYHKTA Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(csdo:SettlementName) Mun. povHa: 1.

Makc. anuna: 120
*3.10.8. Yauna HanMeHOBaHue >1eMenTa ynmuyHo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOM CETH TOPOJICKOM Hopmanu3oBaHHas CTpOKa CHUMBOJIOB.

UH(PPACTPYKTYPBI MuH. mmHa: 1.

Makec. gmuna: 120
*.3.10.9. Homep moma 0003HaYeHHe A0Ma, KOpITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumberld) | crpoenus HopmanusoBaHHast CTpOKa CHMBOJIOB.

Mun. nnmHa: 1.

Makc. anuna: 50
*.3.10.10. Homep o0o3HaueHue odrca MM M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
TIOMEIIIEHUS KBapTHPHI Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(csdo:RoomNumberld) MuH. aiuna: 1.

Makc. pmuHa: 20
*3.10.11. IToutoBsIi MOYTOBBINA WHICKC IPEATPUITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
UHJICKC MIOYTOBOM CBSI3H Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:PostCode) [Ta6mon: [A-Z0-9][A-Z0-9 -]{1,8}[A-

Z0-9]
*3.10.12. Homep HOMeEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

a0OHEHTCKOTO SIIHKA
(csdo:PostOfficeBoxId)

NPEANPUATHN TTOYTOBOM CBS3U

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. mmHa: 1.
Makc. mmmaa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*3.10.13. Anpec B Ha0Op PIIEMEHTOB ajpeca, M.SDE.00005 csdo: Text1000Type (M.SDT.00071) 0.1
TEKCTOBOM opme IPE/ICTABICHHBIX B CBOOOIHOM CTpoka CHMBOJIOB.
(csdo:AddressText) dbopme B BUje TEKCTa Mun. aiuna: 1.
Makc. amuna: 1000
*.3.11. KonTaktHbIi KOHTaKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0.*
PEKBH3HT XO3SHCTBYIOLIETO CYObEKTA (M.CDT.00003)
(ccdo:CommunicationDetails) Omnpenensiercst 00IaCTAMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
*3.11.1. Kox Buaa cBsizu KOJOBOE 0003HAYEHUE BUAA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
(csdo:Communication cpezcTBa (KaHaja) CBA3U Type (M.SDT.00163)
ChannelCode) (tenedoH, hakc, SMCKTPOHHAS 3HaYeHHE KOJIa B COOTBETCTBUH C
rouTa u JIip.) MepeyHeM BUOB CPE/ICTB (KaHAJIOB)
CBSI3H.
Munu. gnuHa: 1.
Makc. anuna: 20
*.3.11.2. HaumeHoBaHue HaMMEHOBAHUE BUJIa CPEICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0.1
BUJIA CBSI3U (xanauna) cBs3u (TenedoH, dakc, HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(csdo:Communication ANICKTPOHHASI TIOYTa U JIP.) MuH. mHa: 1.
ChannelName) Makc. mmHa: 120
*.3.11.3. Unentuduxarop [IOCJIEN0BATEIBHOCTh CUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*

KaHajia CBsA3HU
(csdo:Communication
Channelld)

UICHTUDUIMPYIOLIast KaHaJ CBA3H
(ykazanue Homepa TenedoHa,
dakca, ampeca dJIEKTPOHHON
MOYTHI U Jp.)

(M.SDT.00015)

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. npomHa: 1.

Makc. gimmaa: 1000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.5. Onmcanue OIKCaHKE YCAOBUH OTIyCKa M.SDE.00002 csdo: Text4000Type (M.SDT.00088) 0.1
(csdo:DescriptionText) JIEKapCTBEHHOTO Iperapara CTpoKa CHMBOJIOB.
Mumn. juna: 1.
Makc. ninuna: 4000
2.6. CeneHus o aepkarese CBEIICHHUs 00 M.HC.CDE.00089 | hccdo:BusinessEntityExpandedDetails 0.1
(3asBUTEIIC) PETUCTPAITMOHHOTO OpTraHMu3aIy — JAepKaTele Type (M.HC.CDT.00108)
YIOCTOBEPEHHSI PErHCTPAIIMOHHOTO Omnpenensaercs 00JacTAMK 3HAYCHHIHA
(hccdo:RegistrationCertificateHolder | ymoctosepenus Ha BJIO)KEHHBIX 3JICMEHTOB
Details) JICKapCTBCHHBIH Mperapar Win o
3asBUTEIIC, TIO/IABIIEM 3asIBIICHUC
Ha PErHCTPAIHMIO JIEKAPCTBEHHOTO
npermapara
2.6.1. Koz cTpansr KOJIOBOE 0003HAUCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountryCode)

PETUCTPALIMU XO3SICTBYIOIIETO
cyOBeKTa

(M.SDT.00112)

3HadeHne IByXOYKBEHHOTO KOJa CTPaHbI
B COOTBETCTBHUH CO CITPABOYHUKOM
(kmaccupuKaTopom), UAEHTUPHUKATOP
KOTOPOTO ONpeZeNieH B aTpudyTe
«nerTndukaTop cripaBOYHAKA

(xnaccuduxaTopa)».
[la6non: [A-Z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) LICHTU(HUKATOP CIIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(kmaccudukaTopa) (kmaccudukaTopa), B (M.SDT.00091)
(arpubyT codeL.istld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. mivna: 1.
Makc. mmuna: 20
2.6.2. HaumeHnoBaHue MIOJTHOC HAUMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SIMCTBYIOLIETO CYOBEKTa XO3SIMCTBYIOIIETO CYOBEKTa HITH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:BusinessEntityName) bamMuIns, UM ¥ OTYECTBO Mun. guuna: 1.
(u3UYECKOro IULA, BEAYILErO Makc. anuna: 300
XO3SIMCTBEHHYIO JICATEIIEHOCTh
2.6.3. KpaTkoe HannMeHOBaHUE COKpaIlleHHOE HAMMEHOBAHNE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0.1
XO3SICTBYIOIIETO CyObEeKTa XO03SUCTBYIOLIEro CyOBbEKTa WIN Hopmann3oBaHHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityBriefName) (dbamMuITus, UM 1 OTYECTBO MuH. aiuna: 1.
(bu3UYECKOT0 IUIA, BEIYIIETO Makc. nnuna: 120
XO3SIHCTBEHHYIO JIEATEIIEHOCTh
2.6.4. Koa opranu3ainoHHO- KOJIOBOE 0003HAYCHHE M.SDE.00023 csdo:UnifiedCode20Type 0.1

paBoBOM (HOPMBI
(csdo:BusinessEntity TypeCode)

OpraHU3alMOHHO-TIPAaBOBOMN
(bopMBI, B KOTOpOA
3apEerucTPUPOBAH
XO3SIMCTBYIONINI CYOBEKT

(M.SDT.00140)

3HaveHHe KOJia B COOTBETCTBUU CO
CIIPaBOYHHUKOM (KJIACCH(PUKATOPOM),
UICHTH(PHUKATOP KOTOPOTO OMpeeieH B
atpubyre «nentudukarop
CIpaBOYHHKA (KIaccupUKaTopa).
Mun. quna: 1.

Makc. nnuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) LICHTU(HUKATOP CIIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(kmaccudukaTopa) (kmaccudukaTopa), B (M.SDT.00091)
(arpubyT codeL.istld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. mivna: 1.
Makc. mmuna: 20
2.6.5. HaumeHnoBanue HavMeHOBaHue opranu3anuonno- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHU3aIOHHO-TIPaBOBOM paBoBOU (POPMBI, B KOTOPOIA Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
bopmbl 3aperUCTPUPOBAH MuH. aiuna: 1.
(csdo:BusinessEntity TypeName) XO3SIHCTBYIONIUI CYOBEKT Makc. pna: 300
2.6.6. Unentudukarop HOMep (KOJT) 3aMUCH 10 PeecTpy M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3SIMCTBYIONIETO CyOBEKTa (peructpy), MPUCBOSHHBIN TPU (M.SDT.00157)
(csdo:BusinessEntityld) rOCYIapCTBEHHON PErUCTPAIHH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
MuH. qnuna: 1.
Makc. pmuHa: 20
a) METO/ UICHTU(UKAITUH METO/1 UACHTUDUKAIIH - csdo:BusinessEntityldKindldType 1

(atpubyT kindld)

XO3HﬁCTBy10H.[HX CY6’beKTOB

(M.SDT.00158)

3HaueHue uaeHTUPUKaTopa 13
CIIPaBOYHMKA METOJIOB UJEHTU(PUKAIINN
XO3STCTBYIOIUX CYOBEKTOB.

MuH. nnuna: 1.

Maxkc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.6.7. YHUKAJIbHBIH YHUKaJIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberld Type 0.1
UIeHTU(DUKAITMOHHBINA UIEeHTU(DUKAITMOHHBIA HOMED (M.SDT.00089)
TaMOXXEHHBII HOMEP XO3SICTBYIOLIETO CYOBEKTa, Hopmanu3oBaHHas cTpoKa CUMBOJIOB.
(csdo:UniqueCustomsNumberld) npeHa3HAYCHHBIN IS TIeIIeH Mun. amuna: 1.
TaMOXXEHHOTO KOHTPOJIS Makc. mmHa: 17
2.6.8. Unenrudukarop uneHtuukarop xo3siicreyromiero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1
HAJIOTOTLIATEIIbIINKA cyObeKTa B peecTpe 3HaveHue uiaeHTudukaropa B
(csdo:Taxpayerld) HAJIOTOIIATEIIBIIUKOB CTPAHbI COOTBETCTBUH C TIPABUIIAMHU, TIPUHATHIMH
pErUCTpaIliK HAJIOTOIUIATEIIbIIKA B CTPaHE PErUCTPAILUH
HaJIOTOIIATE bIIHKA.
MuH. mmHa: 1.
Makc. pmuna: 20
2.6.9. Ko npuuuHbI TOCTAaHOBKU KOJI, MICHTH(UIIUPYIOIIHAN M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
Ha y4eT NPUYMHY TOCTAaHOBKU (M.SDT.00030)
(csdo:TaxRegistrationReason XO3SIHCTBYIONIETO CyObeKTa Ha Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
Code) HAJIOTOBBIN yueT B Poccuiickoit [Ta6mon: \d{9}
®denepaunu
2.6.10. Anpec ajgpec xossiicTByromiero cyorekra | M.CDE.00076 ccdo:AddressDetailsV4Type 0.*

(ccdo:AddressV4Details)

(M.CDT.00079)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX J3JICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1. Kox Buaa aagpeca KOJOBOE 0003HAYEHHUE BUAA M.SDE.00192 csdo:AddressKindCodeType 0.1
(csdo:AddressKindCode) azpeca (M.SDT.00162)
3HaueHHE KOJ]a B COOTBETCTBUH CO
CIPaBOYHUKOM BHUJIOB aJIPECOB.
MuH. mmHa: 1.
Makc. mnmuna: 20
* 2. Kox crpasr KOZI0BO€ 0003HAYCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) (M.SDT.00112)
3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CITPABOYHUKOM
(kmaccupukaTopom), HICHTUPHUKATOP
KOTOPOTO ONpeZeNieH B aTpudyTe
«MneHtndukaTop cripaBOYHUKA
(xnaccuduxaTopa)».
[Ia6mnon: [A-Z]{2}
a) UIeHTU(UKATOP 0003HaYeHHE CIIPaBOYHUKA — csdo:ReferenceDataldType 1
CTpaBOYHHKA (knaccudukaropa), B (M.SDT.00091)
(kmaccudukaTopa) COOTBETCTBUH C KOTOPBIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(atpubyT codeListld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
* 3. Kox teppuropun KO eTMHUIBI aaMuaucTpatuBHO- | M.SDE.00031 csdo:TerritoryCodeType 0.1

(csdo:TerritoryCode)

TEPPUTOPHUATBLHOTO JIETICHUS

(M.SDT.00031)

HopmanuzoBaHnHas cTpoka CHUMBOJIOB.
MuH. nguHa: 1.

Makc. mmHa: 17
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 4. Pernon HaMMEHOBAHUE ¢THHHIIBI M.SDE.00007 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMAHUCTPATHBHO- Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
TEPPUTOPHATHLHOTO JCTICHHS MuH. anuna: 1.
IIEPBOrO YPOBHS Makc. anuna: 120
*.5. Paiion HaNMEHOBAHUE €INHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATHBHO- Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTICHHSI MuH. mmHa: 1.
BTOPOT'O YPOBHS Make. qmuna: 120
*.6. Topon HaMMEHOBAHHE TOPOJIa M.SDE.00009 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:CityName) HopmanusoBaHHast CTpOKa CHMBOJIOB.
Mun. nnmHa: 1.
Makc. anuna: 120
*.7. HaceneHHbIH TyHKT HaMMEHOBAHUE HACCICHHOTO M.SDE.00057 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:SettlementName) MyHKTa Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
MuH. qnuna: 1.
Makc. mmna: 120
* 8. Yauma HaMMEHOBaHue 3JeMeHTa yinuuHo- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPO’KHOMN CETH FOPOJICKOM Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
UHQPaCTPYKTYpPbI MuH. ymna: 1.
Makc. mmna: 120
*.9. Homep n1oma 0003HaveHHe I0Ma, KopIryca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1

(csdo:BuildingNumberld)

CTpOEHUS

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. mmHa: 1.
Makc. mmmaa: 50




108

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.10. Homep momerienus obo3HaueHue odrca UIn M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
(csdo:RoomNumberld) KBapTHPHI Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

Mumn. juna: 1.
Makc. anuna: 20
*.11. TTouTOBBIN MHICKC HOYTOBBII MHCKC MPEIIPUITUS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) HIOYTOBO# CBSI3U Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
[Ia6mon: [A-Z0-9][A-Z0-9 -1{1,8}[A-
Z0-9]
*.12. Homep abOHEHTCKOTO HOMeEp a0OHEHTCKOTIO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1
SIIHKA HPEANPUATHH TIOYTOBOM CBSI3U Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(csdo:PostOfficeBoxId) Mun. amuna: 1.
Makc. anuna: 20
*.13. Aznpec B TeKCTOBO# (popme | HAOOp 3EMEHTOB ajpeca, M.SDE.00005 csdo: Text1000Type (M.SDT.00071) 0.1
(csdo:AddressText) NPE/ICTaBICHHBIX B CBOOOHOMN CTpoka CHMBOJIOB.
(dopme B BHIE TEKCTA MuH. mmHa: 1.
Makc. mmuaa: 1000
2.6.11. KoHTaKTHBII pEKBH3HUT KOHTaKTHBIH PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0.*

(ccdo:CommunicationDetails)

XO3SIMCTBYIOLIETO CYyOBEKTa

(M.CDT.00003)
Omnpenensercst 001acTIMU 3HaAUYCHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*1. Kox BUza cBsI3U KOJOBOE 0003HAYECHUE BUAA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
(csdo:CommunicationChannel cpezcTBa (KaHaja) CBA3U Type (M.SDT.00163)
Code) (tenedoH, hakc, 3MCKTPOHHAS 3HaYCHUE KOJIa B COOTBETCTBUU C
ouTa u JIp.) IIEPEYHEM BHUJIOB CPEJCTB (KaHAJIOB)
CBSI3U.
MuH. mmHa: 1.
Makc. anuna: 20
*.2. HauMeHOBaHME BUIA CBSI3M | HAMMEHOBAHHUE BUA CPEICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:CommunicationChannel (kanana) ces3u (TenedoH, pakc, Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
Name) AJIEKTPOHHAsS 1104Ta U Jp.) MuH. umna: 1.
Makec. gmuna: 120
*.3. Unentudukarop xanama MIOCJIEIOBATEIEHOCTh CHUMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
CBSI3U UACHTU(UIUPYIOIIAsl KaHAT CBSI3U (M.SDT.00015)
(csdo:CommunicationChannel (yxa3aHue HoMepa TenedoHa, Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
Id) daxca, agpeca MESKTPOHHON MuH. mHa: 1.
MOYTHI U Jp.) Makc. amuna: 1000
2.7. TeXHOIOTHYECKHUE COBOKYITHOCTB TexHojoruueckux | M.CDE.00032 ccdo:ResourceltemStatusDetailsType 1
XapaKTEePUCTHKH 3aIHCH 00IIEero CBEIICHUH O 3aIHCH 00IIEero (M.CDT.00033)
pecypca pecypca Ompenensiercs: 00IacTIMH 3HAYCHHUHA
(ccdo:ResourceltemStatusDetails) BIIO’KEHHBIX DJIEMEHTOB
2.7.1. llepuox nercTBuUs nepuop neictBus 3anucu oomero | M.CDE.00033 ccdo:PeriodDetailsType (M.CDT.00026) | 0..1

(ccdo:ValidityPeriodDetails)

pecypca (peectpa, nepeuHs, 6a3bl
JTAHHBIX )

Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1. HavanbHast 1ata u BpeMs HayaJlbHas JaTa ¥ BPpeMsI M.SDE.00133 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:StartDateTime) O6o3HaueHue JaThl ¥ BDEMEHHU B
COOTBETCTBHH C cepuel cranaapTos ISO
8601
*.2. Koneunas nara u Bpems KOHEYHast JaTa U BpeMs M.SDE.00134 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:EndDateTime) O0o3HaueHue TaThl ¥ BPDEMEHHU B
COOTBETCTBHUH C cepueit cranaapTo ISO
8601
2.7.2. lata u BpeMst OOHOBJIEHUST | AaTa ¥ Bpems ooHoBienus 3amucu | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0.1

(csdo:UpdateDate Time)

o0miero pecypca (peectpa,
nepeyHsi, 0a3bl TaHHBIX)

O0o3HaueHue AaTbl U BPCMCHU B

COOTBETCTBHH C cepuel cranaaptos ISO
8601




111

0) Tabnuiry 19 U3M0XKUTh B CIEAYIOMICH PeAaKIINU:
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PexBHU3UTHBIN COCTaB CTPYKTYPHI AJIEKTPOHHOTO JOKYMEHTa (cBeaeHmi ) «CBEeHUS O paCCMOTPEHUH 3asBICHUS U (WITH)
perucrparonnoro gocske» (R.HC.MM.01.006)

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
1. 3aroI0BOK 3JEKTPOHHOTO JOKYMEHTa | COBOKYIMHOCTh TexHonorndeckux | M.CDE.90001 ccdo:EDocHeaderType (M.CDT.90001) 1
(cBemeHwMi) PEKBH3HTOB AJICKTPOHHOTO Omnpenensercs 00JacTAMK 3HAYCHHIMA
(ccdo:EDocHeader) JIOKyMEHTa (CBEICHUT) BJIOKEHHBIX 3JICMEHTOB
1.1. Kox cooOuienus oommero KOJ0BOE 0003HaueHue cooomenuss | M.SDE.90010 csdo:InfEnvelopeCodeType 1
nporiecca o0r1iero mporecca (M.SDT.90004)
(csdo:InfEnvelopeCode) 3HaYeHUE KOJIa B COOTBETCTBHHU C
PeriameHTOM HH()OPMAIIHOHHOTO
B3aUMO/ICHCTBUSI.

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

1.2. Ko 3JIeKTpOHHOTO JIOKyMEHTa KOJIOBOE 0003HAYCHHE M.SDE.90001 csdo:EDocCodeType (M.SDT.90001) 1
(cBeneHMiN) AJIEKTPOHHOTO JOKYMEHTA 3HaveHMEe KOJIa B COOTBETCTBUH C
(csdo:EDocCode) (cBe/ieHMiT) B COOTBETCTBUH C PEECTPOM CTPYKTYP IJIEKTPOHHBIX

pEecTpOM CTPYKTYP IJIEKTPOHHBIX JTOKYMEHTOB M CBEICHHIA.

JIOKYMEHTOB M CBEICHUI [Ia6mon: R(\.[A-Z]{2}\.[A-Z]{2}\.]0-

9{2})?\.[0-9]{3}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
1.3. UnenTHHUKATODP SJIEKTPOHHOTO | CTPOKA CHMBOJIOB, OJJHO3HAYHO M.SDE.90007 csdo:UniversallyUniqueldType 1
JIOKyMEHTA (CBEACHUI) UICHTUDUIHP YOS (M.SDT.90003)
(csdo:EDocld) NIEKTPOHHBIN TOKYMEHT 3HaueHHe HIICHTU(PHUKATOpA B
(cBeneHus) coorBercTBuH ¢ ISO/IEC 9834-8.
[a6nou: [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. nenTrHhUKATOP HCXOIHOTO UIEHTU(PHUKATOP IEKTPOHHOIO M.SDE.90008 csdo:UniversallyUniqueldType 0.1
JIEKTPOHHOTO JOKYMEHTA JIOKyMEHTa (CBEICHHU ), B OTBET (M.SDT.90003)
(cBeneHui) Ha KOTOPBIX ObLT CHOPMUPOBAH 3HaueHue uJeHTUPUKaTopa B
(csdo:EDocRefld) JTAHHBIHA JIEKTPOHHBIN JIOKYMEHT cootBercTBuM ¢ ISO/IEC 9834-8.
(cBeneHuMs) [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. lata 1 Bpemst SJIEKTPOHHOTO JlaTa ¥ BpeMs CO3JJaHHs M.SDE.90002 bdt:DateTimeType (M.BDT.00006) 1
JIOKyMEHTA (CBEICHUH) ANEKTPOHHOTO TOKYMEHTA O6o3HaueHue 1aThl U BPEMEHU B
(csdo:EDocDateTime) (cBenCcHMIA) COOTBETCTBUH C cepuei ctanmaptos ISO
8601
1.6. Kon s13b1ka KOZI0BO€ 0003HAYEHHUE S3bIKA M.SDE.00051 csdo:LanguageCodeType 0.1

(csdo:LanguageCode)

(M.SDT.00051)
JIByxOyKBEHHBIN KO/ SI3bIKA B
coorsercTBuM ¢ ISO 639-1.
[Ta6mnon: [a-z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2. CBeJicHHS O PACCMOTPCHHUH CBEJIEHUS O PACCMOTPEHUH M.HC.CDE.10050 | hccdo:DrugApprovalApplicationDetails | 1..*
3asiBJICHUS U (WJIM) PETUCTPAIIMOHHOTO | 3asBJICHUS M (HJTH) Type (M.HC.CDT.10050)
JI0ChE PErUCTPALIMOHHOTO JOChE WU Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
(hcedo:DrugApproval Application CBe/IeHUs1 00 00BEKTE STUHOMN BJIO)KCHHBIX 3JICMCHTOB
Details) 0a3bl JAHHBIX
2.1. Kox cTpanbl KOJ/IOBOE 0003HAYCHHE M.SDE.00162 csdo:UnifiedCountryCodeType 1
(csdo:UnifiedCountryCode) rocyaapcTBa-ujicHa, (M.SDT.00112)
NPEJOCTABHUBILETO CBEICHHSI 3HavyeHue IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuuKraTopom), HIACHTHPHUKATOP
KOTOPOTO ONPEICIICH B aTpUOyTe
«neHTndukaTop cripaBOYHUKA
(xnaccuduxaTopa)».
la6mnon: [A-Z]{2}
a) UACHTU(PHUKATOP CITPABOUYHUKA 0003HaYeHKE CIPABOYHUKA — csdo:ReferenceDataldType 1
(xmaccudukaropa) (kmaccugukaropa), B (M.SDT.00091)
(atpubyT codeListld) COOTBETCTBUH C KOTOPBIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJ Munu. gnuHa: 1.
Maxkc. mmHa: 20
2.2. Homep 3asBieHHS O HoMep 3asiBieHus1 o peructpauun | M.HC.SDE.00260 | csdo:1d50Type (M.SDT.00093) 0.1

PErucTpairi JCKAPpCTBEHHOT'O
Ipenapara
(hcsdo:Applicationld)

WJIU TIPOBEJIEHUH WHBIX MPOLEAYD,
CBSI3aHHBIX C PETHCTpalnen
JIEKapCTBEHHOIO IIpenapara

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. pmuna: 50
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.3. lara JaTa 3asABJICHUS Ha MPOBEIACHUE M.SDE.00131 bdt:DateType (M.BDT.00005) 0.1
(csdo:EventDate) TPOIIETyP PETUCTPAIIH O0o3HaveHue aThl B COOTBETCTBUU C
JIEKapCTBEHHOTI'0 IIperapara cepueii ctannaptoB [SO 8601
2.4. Koa BUIa JOKyMEHTA KOJOBOE 0003HAYEHHUE BUAA M.HC.SDE.00098 | hcsdo:DrugRegistrationDocCodeType 0.1
PETHCTPAIIIOHHOTO JI0ChE Ha 3asIBJICHHS HA TIPOBEICHUE (M.HC.SDT.00022)
JICKapCTBEHHBIN Tpernapar HPOLIEAYP PErUcCTpanuu 3HaueHHE KOJIa BUA JIOKYMCHTA B
(hcsdo:DrugRegistrationDocCode) JIEKapCTBEHHOTO Iperapara COOTBETCTBHH CO CIPABOYHHUKOM
(kmaccudukaTopoM), HICHTUPHUKATOP
KOTOPOTO ONpEEIICH B aTpuoyTe
«MneHtnudukaTop cripaBOYHUKA
(kmaccuduraTopa)y.
MuH. quna: 1.
Makc. anuna: 10
a) UACHTU(PUKATOP CIIPABOYHUKA 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
(xmaccudukaropa) (kmaccugukaropa), B (M.SDT.00091)
(arpubyT codeListld) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. guHa: 1.
Makc. pmuHa: 20
2.5. ITopsAKOBBI HOMED HOPSAKOBBIM HOMEp M.HC.SDE.00672 | hcsdo:RegistrationNumberldType 0.1

PEruCTpaliluOHHOTO YIOCTOBCPCHUA
JICKApPCTBCHHOTO IpfIiapara
(hcsdo:RegistrationNumberld)

PETHCTPAIIHOHHOTO
yIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara

(M.HC.SDT.00629)
Hopmanu3oBanHast CTpOKa CHMBOJIOB.
[Ta6mon: \d{6}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.6. CBeZicHHs O PETUCTPALMH CBEJICHUS O PErHCTPALUN M.HC.CDE.00728 | hccdo:CountryDrugRegistrationDetails 0.*
(hcedo:CountryDrugRegistration JIEKapCTBEHHOTO Iperapara Type (M.HC.CDT.00295)
Details) Ompenensiercs: 00IacTIMH 3HAYCHHIA
BJIO’KEHHBIX 3JICMEHTOB
2.6.1. Ko crpanbl KOJIOBOE 0003HAYCHUE M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) rocyapCcTBa-ujieHa, B KOTOPOM (M.SDT.00112)
oOpamraercst Wiy MpearnoiaracTcs 3HavyeHue IBYXOYKBEHHOTO KOJIa CTPaHbI
oOpaleHue JIEKapCTBEHHOT'O B COOTBETCTBHH CO CITPABOYHUKOM
npenapara (xmaccuduraTopom), HICHTUPUKATOP
KOTOPOT'O ONpEJIeNieH B aTpulyTe
«neHtndukaTop cripaBOYHHUKA
(xmaccuduxaTtopa)».
la6non: [A-Z]{2}
a) UACHTU(PUKATOP CIIPABOYHUKA | 0003HAUEHUE CITPABOYHUKA — csdo:ReferenceDataldType 1
(xmaccudukaropa) (kmaccugukaropa), B (M.SDT.00091)
(arpubyT codeListld) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. guHa: 1.
Makc. pmuHa: 20
2.6.2. Kox ponu rocynapcraa- KOZI0BO€ 0003HAUYEHHUE POJIH M.HC.SDE.00510 | hcsdo:CountryKindCodeType 0.1
qrieHa rocyaapcTBa-uieHa (M.HC.SDT.00204)
(hcsdo:CountryKindCode) HopmanusoBaHHas CTpoKa CHMBOJIOB
2.6.3. ToproBoe HauMeHOBaHUE TOProBO€ HAMMEHOBAHUE M.HC.SDE.00013 | csdo:Name300Type (M.SDT.00056) 0.1

JICKApCTBCHHOTO ITpCriapara
(hcsdo:DrugTradeName)

JICKApPCTBCHHOTO IIpfIiapara

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.
Makc. ngimmaa: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.6.4. CBeieHHsI 0 HAUMEHOBAHUHU | CBEACHUS O MEKIYHAPOIHOM M.HC.CDE.00269 | hccdo:DrugNameDetailsType 0.1
JIEKapCTBEHHOTO Mperapara HEMaTeHTOBAaHHOM HaWMEHOBaHUU (M.HC.CDT.00252)
(cpenctsa) JIEKAPCTBEHHOT'O CPECTBA WU Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
(hccdo:DrugNameDetails) OOIICTTPUHSATOM, BJIO)KCHHBIX 3JICMCHTOB
IPYNIAPOBOYHOM, XUMUYECKOM
HAaMMEHOBAHUH JICKAPCTBEHHOTO
npernapara
*.1. Kog HauMeHOBaHUS KOJI0BOE 0003HAYCHHE M.HC.SDE.00526 | hcsdo:DrugCodeType 0.1
aKTUBHOH (papMarieBTUIeCcKOn MEXTYHAPOTHOTO (M.HC.SDT.00211)
CyOCTaHINH HETaTeHTOBAaHHOT'O HAMMEHOBAHUS 3HavYeHue KoJia B COOTBETCTBUU CO
(hcsdo:DrugCode) WK OOIIEPUHATOrO, CIPABOYHHUKOM (KJIaCCH(PHKATOPOM),
IPYNIIHPOBOYHOTO0, XHMHUYECKOTO UIEHTU(PHUKATOP KOTOPOTO ONpE/IeieH B
HaVMEHOBAHMS aKTUBHOU atpubyre «Mnentudukarop
(dapmareBTUUECKON CyOCTaHITIN CIpaBOYHHKA (KIaccupuKaTopa).
MuH. qnuna: 1.
Makc. qmuHa: 10
a) UACHTUPUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
CTpaBOYHHUKA (knaccudukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPHIM YKa3aH HopmanuzoBanHasi cTpoka CUMBOJIOB.
(atpubyT codeListld) KOJT MuH. mmHa: 1.
Makc. nnuna: 20
* 2. HammeHOBaHUE aKTUBHOM rpymnmnupoBouHoe, obmmenpunsroe | M.HC.SDE.00525 | csdo:Name500Type (M.SDT.00134) 0.1

(bapmMareBTHUECKON CyOCTaHIIUH
(hcsdo:DrugName)

WIM XMMHYECKOE HAMMEHOBAaHUE
aKTUBHOHU (hapMalieBTUYECKON
cyOcTaHIIH

Hopmanu3oBaHHasi cTpoka CUMBOJIOB.
Mun. mmHa: 1.
Make. gmuna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
2.6.5. CBeieHus O IEKaPCTBEHHOU | CBEAEHHUS O JIEKAPCTBEHHOM M.HC.CDE.00398 | hccdo:DosageFormDetailsType 0.1
bopme bopme (M.HC.CDT.00598)
(hccdo:DosageFormDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO’KEHHBIX 3JICMEHTOB
*.1. Kox nekapcTBeHHO# (GOpMBI | KOJJOBOE 0003HAUCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0.1
(hcsdo:DosageFormCode) JIEKapCTBCHHOM (hOPMBI (M.HC.SDT.00051)
3HaveHKe Ko/Ia JeKapCTBEHHBIX (OPM B
COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuuKraTopom), HIACHTHPHUKATOP
KOTOPOT'O ONpEJIeNieH B aTpulyTe
«MnentudukaTop CrpaBOYHUKA
(xmaccuduxaTtopa)».
Mun. nnmaa: 1.
Makc. anuna: 10
a) UIeHTU(UKATOP 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIPaBOYHHKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccuduraTopa) COOTBETCTBUH C KOTOPBIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
* 2. HaumeHoBaHue HAaUMEHOBAHHE JICKAPCTBEHHOMN M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0.1

JIEKapCTBEHHON (hOPMBI
(hcsdo:DosageFormName)

bopMbI

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmmna: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3. JIONOJHHUTEbHBIC TPU3HAKK | CBEICHHUS O JOMOJHUTEIbHBIX M.HC.CDE.00325 | hcedo:DosageFormAdditionalFeatures 0.1
JICKApCTBECHHON (OPMBI NpHU3HAKaX JICKApCTBEHHON DetailsType (M.HC.CDT.00587)
(hccdo:DosageFormAdditional | ¢hopmbr Omnpenensiercst 00IaCTIMH 3HAYCHHUN
FeaturesDetails) BJIO)KCHHBIX 3JICMCHTOB
*.3.1. Ilpusnak NPU3HAK, OTIPEIEISIOIINA M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1
JI03UPOBAHHOCTH JI03UPOBAHHOCTb JICKAPCTBEHHOM OIHO U3 ABYX 3HAUCHUI: «true»
JIEKapCTBEHHOM (POPMBI (hOpMBI: (nctuna) wiu «false» (J105Kb)
(hcsdo:DosedIndicator) 1 — nekapcrBeHHas popma
JI03UPOBAHa;
0 — nexapcTBeHHas hopma HE
JI03UpOBaHa
*.3.2. Ilpusnak NPU3HAK, OTIPEIEISIOIINIA M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1
MPUMEHUMOCTH HIPUMEHUMOCTBD JICKAPCTBEHHOT'O OnHO U3 ABYX 3HAUCHHIL: «true»
JIEKapCTBEHHOTO TIpenapara y | mpenapara y JeTeii: (uctuna) wn «false» (JI0Kb)
neTen 1 — mpumensiercs y nerei;
(hcsdo:ChildIndicator) 0 — He mpuUMeHsIeTCs y AeTei
*.3.3. Ilpusnak NIPU3HAK, OTIPEIEISFOIINIA M.HC.SDE.00245 | bdt:IndicatorType (M.BDT.00013) 0.1

IMIPUMECHUMOCTHU
JICKApCTBCHHOTO ITpeIriapara B
FOBCHUJIBHOM TICpHUOAC
(hcsdo:Juvenilelndicator)

MPUMEHUMOCTb JIEKAPCTBEHHOTO
mpernapara B FOBEHIIIBHOM
nepuoe:

1 — mpuMeHsIeTCS B FOBEHUIBHOM
190570) (00 (5

0 — He mpuMmeHsieTcs B
IOBEHWJILHOM TI€PHO/IE

OnHO U3 ABYX 3HAYEHMI: «truey
(uctuna) i «false» (J105kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 3.4, TlpusHak HaIU4Us NPU3HAK, OMPEIEIISIOIINI M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1
caxapa B JIEKAPCTBEHHOM HAJIMYHE caxapa B JICKAPCTBEHHOM OmHO M3 IBYX 3HAUCHUI: «true»
npemnapare npernapare: (uctuna) i «false» (J105Kb)
(hcsdo:Sugarindicator) 1 — caxap npUCyTCTBYET;

0 — caxap oTCyTCTBYET

*.3.5. Onucanue OTHCaHKE BKYCOApOMAaTUIECKON M.HC.SDE.00250 | csdo:Text250Type (M.SDT.00072) 0.*
BKYCOapOMaTHYECKOU N00aBKU CTpoka CHMBOJIOB.
N00aBKU MuH. aiuna: 1.
(hcsdo: TasteAromaAdditive Makc. piuna: 250
Text)
* 3.6. Onmcanue mpupoIsl onucanue mpuposl pacteopureias | M.HC.SDE.00251 | csdo:Text1000Type (M.SDT.00071) 0.1
pacTBOpUTEIS JIEKapCTBEHHOTO Mpernapara CTpoka CUMBOJIOB.
JIEKapCTBEHHOTO ITpernapara MuH. mmHa: 1.
(hcsdo:SolventText) Makc. mmna: 1000
*.3.7. Onucanue ChIpheBOU OIKCaHKE CHIPHEBON YaCTH M.HC.SDE.00282 | csdo:Text1000Type (M.SDT.00071) 0.1
YaCTH PACTHTEIHEHOTO PaCTHTENBEHOTO HHIPEINCHTA, CTpoka CUMBOJIOB.
WHIPEIUEHTA BXOJAIIIETO B COCTAB MuH. mga: 1.
(hcsdo:RawPartMaterial Text) | sexkapcTBeHHOTrO Tpenapara Makc. piuna: 1000
*.3.8. Ko crenenn KOJ/IOBOE 0003HAYCHHE CTETICHU M.HC.SDE.00584 | csdo:Codel0Type (M.SDT.00179) 0.1

N3MCJIIBYCHHOCTHU CBIpBeBOﬁ
YaCTH PpaCTUTCIILHOTO
HHI'PpCAUCHTA
(hcsdo:DegreeRefinement
RawMaterialCode)

HN3MEJIBYCHHOCTHU CI)IpBeBOfI qacTHu
PaCTUTCIILHOT'O UHI'PECAUCHTA
JICKApPCTBCHHOTO IIpCIiapara

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Makc. mmmaa: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.3.9. HaumeHoBanue HaMMEHOBAHHE CTEIICHH M.HC.SDE.00283 | csdo:Name500Type (M.SDT.00134) 0.1
CTETICHU MU3MEIbUYCHHOCTH U3MEJIBYCHHOCTH ChIPHEBOI YacTh Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
CBIPEBOM YaCTH PaCTHTEILHOI'O HHIPEIUCHTA MuH. mHa: 1.
pPacCTUTENBHOTO UHTPEIMEHTA | JIGKAPCTBEHHOTO MperapaTa Makc. nimuna: 500
JICKQpCTBEHHOTO Mperapara
(hcsdo:DegreeRefinement
RawMaterialName)
2.6.6. Cenenus o popme BhIITyCKa | CBEACHUS O (hOpME BBITYCKa M.HC.CDE.00387 | hccdo:PackageFormDetailsType 0.*
JIEKapCTBEHHOTO Tperapara JIEKapCTBEHHOTO Iperapara (M.HC.CDT.00359)
(hccdo:PackageFormDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIO)KCHHBIX 3JIEMCHTOB
*.1. Ilpu3Hak HepachacoBaHHOW | MPU3HAK HepachaCOBAHHON M.HC.SDE.00220 | bdt:IndicatorType (M.BDT.00013) 1
npoaykiuu (in bulk) npoaykiuu (in bulk): OmHO M3 IBYX 3HAUCHUIA: «truey»
(hcsdo:Inbulkindicator) 1 — npoayKIHs SIBISETCSI (uctuna) wn «false» (J0Kb)
HepachacoBaHHOM;
0 — mpoxyKus He ABISICTCS
HepachacoBaHHOIM
*.2. CBezieHus 00 yIiakoBaHHOW | CBeNIEHHsSI 00 yITakOBaHHOM M.HC.CDE.00201 | hccdo:PackageDetailsType 1.*

CANHUIIC JICKAPCTBCHHOI'O
npernapara
(hccdo:PackageDetails)

€MHMUIIE JIEKapCTBEHHOTO
npemnapara

(M.HC.CDT.00224)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIOKCHHBIX J3JICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.2.1. Kox nexapcTBeHHOMR KOJI0BO€ 0003HAYCHHE M.HC.SDE.00232 | hcsdo:DosageFormCodeType 0.1
bopmbI JIEKapCTBEHHOM (POPMBI (M.HC.SDT.00051)

(hcsdo:DosageFormCode) 3HaueHHE KO/ JIEKaPCTBEHHBIX (OPM B
COOTBETCTBUH CO CIIPAaBOYHUKOM
(kmaccupukaTopoM), HICHTUPUKATOP
KOTOPOT'O OMpeJIiesieH B aTpuoyTe
«MneHtnudukaTop cripaBOYHUKA
(xmaccuduraTopa).
MuH. mmHa: 1.
Makc. qnmuna: 10

a) UAEHTU(DUKATOP 0003HaYCHKE CIPABOYHUKA - csdo:ReferenceDataldType 1

CTIpaBOYHUKA (knaccudukaropa), B (M.SDT.00091)

(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.

(atpuOyT codeL.istld) KO MuH. mHa: 1.

Makc. pmuna: 20
*.2.2. HaumeHoBaHue HaMMEHOBAHHE JICKAPCTBEHHOM M.HC.SDE.00874 | csdo:Name500Type (M.SDT.00134) 0.1
JICKaApCTBEHHON (OPMBI bopmbI Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(hcsdo:DosageFormName) MuH. aiuna: 1.

Makc. gimmaa: 500
*.2.3. JIonOJIHUTCIbHEIC CBEJIEHUS O OMOIHUATEIBHBIX M.HC.CDE.00325 | hccdo:DosageFormAdditional Features 0.1

MIPU3HAKY JIEKAPCTBEHHON
(bopMbI
(hccdo:DosageForm
AdditionalFeaturesDetails)

IIPU3HAKAX JIEKAPCTBEHHOU
bopMbI

DetailsType (M.HC.CDT.00587)
Omnpenensercst 001acTIMU 3HaAYCHUN
BJIOKEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.3.1. [Tpusnak NPU3HAK, OMPEIEIISIOIINI M.HC.SDE.00243 | bdt:IndicatorType (M.BDT.00013) 0.1
JI03UPOBAHHOCTH JI03UPOBAHHOCTh JICKAPCTBEHHOM OnHO U3 IBYX 3HAYCHUIL: «truey
JICKapCTBEHHON (hOPMBI bopMBI: (uctuna) i «false» (J105Kb)
(hcsdo:DosedIndicator) 1 — nexapcTBeHHas hopma

JI03UPOBAHa,;

0 — nexapcTBeHnHas popma He

JI03UpOBaHa
*2.3.2. [Tpusnak NPHU3HAK, OMPEIEIISIOIINIA M.HC.SDE.00244 | bdt:IndicatorType (M.BDT.00013) 0.1
HPUMEHUMOCTH HPUMEHUMOCTD JICKAPCTBEHHOTO OnHO U3 IBYX 3HAYCHUIL: «truey
JICKapCTBEHHOTO TIperapara | mpemnapara y JeTei: (uctuna) wiu «false» (J10%kKb)
y JeTei 1 — npuMeHsieTcs y aeTei;
(hcsdo:ChildIndicator) 0 — He mpuMeHsieTcst y AeTeit
*2.3.3. [TpusHak TIPU3HAK, OTIPEIEIISFOIIUI M.HC.SDE.00245 | bdt:IndicatorType (M.BDT.00013) 0.1
PHUMEHUMOCTH NPUMEHUMOCTD JIEKaPCTBEHHOTO OnHO U3 IBYX 3HAYCHUIL: «truey
JIEKapCTBEHHOTO Mperapara | mpernapara B FOBEHUIBHOM (uctuna) win «false» (J10%kKb)
B IOBCHUJIBHOM TIEPHOJIE neproe:
(hcsdo:Juvenilelndicator) 1 — npuMeHsieTCs B FOBEHUIILHOM

HepHoe;

0 — He mpuMeHsieTcs B

IOBEHUJIBHOM TIEPHOJIC
*2.3.4. [lpu3Hak HANMWYKsL | IPU3HAK, OTPEACIISIONINI M.HC.SDE.00246 | bdt:IndicatorType (M.BDT.00013) 0.1

caxapa B JICKApCTBECHHOM
npemnapare
(hcsdo:Sugarindicator)

HaJINYME caxapa B JIEKAPCTBEHHOM
npernapare:

1 — caxap npucyTcTBYyeT;

0 — caxap oTCcyTCTBYET

OnHO W3 ABYX 3HAYEHHI: «true»
(uctuna) i «false» (J105Kb)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.3.5. Onmcanue OIKCaHKEe BKYCOApOMAaTHYECKOM M.HC.SDE.00250 | csdo:Text250Type (M.SDT.00072) 0.*
BKYCOapOMaTH4eCKOMN 00aBKH Ctpoka CUMBOJIOB.

n00aBKU MuH. nnusa: 1.

(hcsdo: TasteAroma Makc. piuna: 250

AdditiveText)

*2.3.6. Onncanue omnucanue npupoasl pactBoputens | M.HC.SDE.00251 | csdo:Text1000Type (M.SDT.00071) 0.1
MPUPOJIBI PACTBOPUTEIS JIEKapCTBEHHOT'O Iperapara Ctpoka CUMBOJIOB.

JIEKapCTBEHHOT'O Tpernapara MuH. nnuna: 1.

(hcsdo:SolventText) Makc. piuna: 1000

*2.3.7. Onmcanue OIKCaHKE CHIPHEBOM YaCTH M.HC.SDE.00282 | csdo:Text1000Type (M.SDT.00071) 0.1
CBIPHEBOM YaCTH pPacTUTEILHOTO WHTPEINCHTA, Ctpoka CUMBOJIOB.

PacTUTEIBHOTO BXOJAIIErO B COCTaB MuH. ymHa: 1.

UHIPEIUEHTa JIEKapCTBEHHOIO IIpenapara Makc. nmuna: 1000

(hcsdo:RawPartMaterial

Text)

*2.3.8. Kox crenenun KOJIOBOE 0003HAUCHHE CTCTICHU M.HC.SDE.00584 | csdo:Codel0Type (M.SDT.00179) 0.1

U3MCJIIBYUECHHOCTHU CI:IpBeBOI\/'I
YaCTH paCTUTCIIBHOTO
HHTpCOUCHTA
(hcsdo:DegreeRefinement
RawMaterialCode)

HN3MCEIBYCHHOCTHU CI:IpBCBOfI qacTHu
PACTUTCIIBHOTO MHTPCIUCHTA
JICKApPCTBCHHOTO IIpCIiapara

HOpMaJ'II/I?,OBaHHaSI CTpOKa CUMBOJIOB.

Mun. nnmHa: 1.
Makc. qmuna: 10




125

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.3.9. HaumenoBanue HaMMEHOBAHHE CTEIICHH M.HC.SDE.00283 | csdo:Name500Type (M.SDT.00134) 0.1
CTETICHU U3MEIbYCHHOCTH | U3MEIIBYCHHOCTH CHIPhEBOI YacTh Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
CBHIPbEBOU YacTU pPacTUTENFHOTO UHTPEIUCHTA Mun. anuna: 1.
pacTUTEIHLHOTO JIEKapCTBEHHOTO Mpernapara Makc. nimuna: 500
UHTPEIMEHTA
JICKapCTBEHHOTO Iperapara
(hcsdo:DegreeRefinement
RawMaterialName)
*.2.4. CBefieHNUs O JO3UPOBKE | CBEACHUS O JO3UPOBKE M.HC.CDE.00714 | hccdo:DrugDosageDetailsType 0.1
JICKapCTBCHHOT'O TIperapara JICKapCTBEHHOTO TIperiapara (M.HC.CDT.00720)
(hccdo:DrugDosageDetails) Omnpenensiercst 00IaCTAMH 3HAYCHHUN
BJIO’KEHHBIX 3JIEMEHTOB
*2.4.1. CBenenus o cBeneHus o equnuie qo3upoanus | M.HC.CDE.00712 | hccdo:DosageUnitDetailsType 0.1
€AVHUILIE JO3UPOBaHU JIEKapCTBEHHOT'O Ipernapara (M.HC.CDT.00719)
JIEKapCTBEHHOTO Mpernapara Omnpenensercst 001acTIMU 3HaUYECHUN
(hccdo:DrugDosageUnit BJIOXKCHHBIX 3JIEMEHTOB
Details)
*2.4.1.1. Kox Buna KO/IOBO€ 0003HAaYCHHE BUIA M.HC.SDE.00616 | csdo:Code2Type (M.SDT.00170) 0.1

CAWHHNIBI BRIPAKCHUA
COCTaBa JICKAPCTBCHHOI'O
npemnapara
(hcsdo:DrugDosageUnit
KindCode)

CAWHUIBI BBIPA’KCHUA COCTaBa
JICKApPCTBCHHOTO IIpCIiapara

HOpMaJ'II/ISOBaHHaH CTpOKa CUMBOJIOB.

Jnuna: 2
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.1.2. HaumeHOBaHKMe | HANMEHOBAHUE BHU/IA €TUHHIIBI M.HC.SDE.00617 | csdo:Name500Type (M.SDT.00134) 0.1
BUJIA CTHHUIIBI BBIPAXKCHHUS COCTaBa Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
BBIPAXKCHUS COCTaBa JIEKapCTBEHHOTO Mpernapara MuH. mHa: 1.

JIEKapCTBEHHOT'O Makc. anmuna: 500
npernapara
(hcsdo:DosageUnitKind
Name)
*2.4.1.3. Bennuuna BenmurHa eauHuie! gosuposanus | M.HC.SDE.00615 | hcsdo:DosageUnitMeasureType 0.1
SIMHHMIIBI JIO3UPOBAHUS (KOHIICHTpAIIHHN) (M.HC.SDT.00719)
(KOHILIEHTpaLun) Hucno B 1eCATUYHON CHUCTEME
(hcsdo:DosageUnit CUHCIICHUS
Measure)
a) KOJI ¢IMHUILIBI KOZOBOE 0003HAUECHUE €IUHULIBI - hcsdo:SubstanceMeasureCodeType 0.1

HU3MCPCHUA JO3UPOBKU
M KOHICHTpalIun
(atpubyT Substance
MeasureCode)

HU3MCPCHUA JOSUPOBKHU U
KOHICHTpPAIun

(M.HC.SDT.00217)

3HaueHue KoJla €IMHULL U3MEPEHUS
JO3UPOBKH U KOHIICHTPAITUHU B
COOTBETCTBHUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO OIPE/IeNIeH B aTpuOyTe
«MmeHTrduKaTop CripaBOYHUKA
(xmaccudukaTopa)y.

Mun. qnuna: 1.

Makc. mmmHa: 3
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
0) uaeHTH(HUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 0.1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(xknaccuduxaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmanu3soBaHHas CTpOKa CUMBOJIOB.
(atpudyrt codeListld) | kon MuH. mHa: 1.
Makc. mmuna: 20
B) HAMMEHOBAHHE HaNMEHOBAHUE €INHUIIBI — csdo:Name500Type (M.SDT.00134) 0.1
SIMHHILIBI U3MEPEHUST | U3MEPEHUsI JO3UPOBKH U HopmanusoBaHHas cTpoKa CUMBOJIOB.
JIO3UPOBKH U KOHLIEHTPALIUH MuH. mHa: 1.
KOHLEHTpaluu Makc. anuna: 500
(atpubyT Substance
MeasureName)
) MacmTad MacmTal BEJINIHHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(atpubyT Scale NPEe/ICTaBICHHBIN B BUJIE Yucio B IECATUYHOM cHCTEME
Number) HOKazaTens crerneHy yucia 10 CUHUCIICHUSI.
Makc. xoin-Bo udp: 2.
Makc. xois-Bo Apo6. mudp: 0
*2.4.2. CBenenus 00 CBEIICHHSI 00 UHTPEIUCHTE, M.HC.CDE.00264 | hccdo:DrugSubstanceDetailsType 0.*

HHTPEIUEHTE, BXOIAIIEM B
COCTaB JICKAapCTBECHHOT'O
npemnapara
(hccdo:DrugSubstance
Details)

BXOJAIIEM B COCTaB
JICKApPCTBCHHOTO IIpCIiapara

(M.HC.CDT.00243)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.1. Koxg yakimu | KogoBoe 0003HaYeHHE GYHKIIUN M.HC.SDE.00437 | csdo:Codel0Type (M.SDT.00179) 0.1
UHTPENEeHTa B COCTaBE | MHIPEIMEHTa B COCTaBe HopmanuzoBanHasi cTpoka CUMBOJIOB.
JIEKapCTBEHHOT'O JIEKapCTBEHHOTI'0 IIperapara MuH. nnusa: 1.
npernapara Makc. anuna: 10
(hcsdo:DrugSubstance
RoleCode)

*2.4.2.2. HaumeHoBaHKe | HANMEHOBAaHUE ()YHKIIUH M.HC.SDE.00678 | csdo:Name500Type (M.SDT.00134) 0.1
(GyHKIIMY UHTPEeIMEHTa B | HHIPEUCHTA B COCTaBe HopmanuzoBanHasi cTpoka CUMBOJIOB.

COCTaBe JICKAPCTBEHHOTO | JIEKAPCTBEHHOTO IIpenapara MuH. niuna: 1.

npemnapara Makc. anuna: 500

(hcsdo:DrugSubstance

RoleName)

*2.4.2.3. Cenenus o0 CBEIEHUA 00 aKTUBHOM M.HC.CDE.00030 | hccdo:ActiveSubstanceDetailsType 0.1

aKTUBHOU
dbapmareBTUIECKON
CcyOCTaHIINH B COCTaBE
JIEKapCTBEHHOTO
mpernapara
(hccdo:ActiveSubstance
Details)

dbapmalieBTUYECKOM cyOCTaHIIUU B
COCTaBe JICKApCTBEHHOTO
npernapara

(M.HC.CDT.00730)
Omnpenensercst 001acTIMU 3HaUYECHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.23.1. Kon KomoBoe obo3HaueHue aktuBHoi | M.HC.SDE.00618 | hcsdo:DrugCodeType 0.1
AKTHBHOM dapmareBTUIECKON CyOCTaHITUN (M.HC.SDT.00211)
dapmareBTHIECKOI 3HavyeHue KoJa B COOTBETCTBUU CO
cyOcTaHIH CIPAaBOYHHUKOM (KJIACCU(PHUKATOPOM),
(hcsdo:Active UIEHTH(PHUKATOP KOTOPOTO OIpPEICICH B
SubstanceCode) arpubyte «MaeHtudukarop

CIpaBOYHMKA (KJIaccudukaropa)».
MuH. mivna: 1.
Makc. mmuna: 10
a) uneHTuuKarop | 0003HAUCHHE CIIPABOYHHUKA — csdo:ReferenceDataldType 1
CIIpAaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(knaccudukaTopa) | COOTBETCTBMU C KOTOPBIM yKa3aH HopmanuzoBaHHast CTpoKa CHMBOJIOB.
(arpubyT codeList | xox MuH. mmHa: 1.
Id) Makc. mmHa: 20
*24.2.3.2. HaMMEHOBaHUE aKTUBHOMN M.HC.SDE.00620 | csdo:Name500Type (M.SDT.00134) 0.1
HanmenoBanue (dapmalieBTUYECKON cyOcTaHIUN Hopmann3oBaHHas cTpoka CUMBOJIOB.
aKTHUBHOH MuH. gouHa: 1.
dbapmarieBTUYECKOM Makc. mmmnaa: 500
cyOcTaHImn
(hcsdo:Active
SubstanceName)
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.4. CBeneHus o CBEJIEHUS O BCIIOMOTaTeIbHOM M.HC.CDE.00040 | hccdo:AuxiliarySubstanceDetailsType 0.1
BCIIOMOTaTeJIbHOM BEIIIECTBE B COCTABE (M.HC.CDT.00731)

BEIIIECTBE B COCTABE JIEKapCTBEHHOTO Iperapara Omnpenensiercss 00MaCTIMH 3HAYCHUN
JIEKapCTBEHHOTO BJIO)KCHHBIX 2JIEMEHTOB
npenapara
(hcedo: Auxiliary
SubstanceDetails)
*2.4.2.4.1. Kox KO/I0BO€ 0003HAYCHHE M.HC.SDE.00607 | hcsdo:AuxiliarySubstanceCodeType 0.1
BCIIOMOTATEIFHOTO BCIIOMOTATEIFHOTO BEIIECTBA, (M.HC.SDT.00014)
BEIIIECTBA, BXOJSIIETO | BXOJMSIIETO B COCTAB 3Ha4YeHne KOJIa BCTIOMOTaTeIbHOTO
B COCTaB JIEKapCTBEHHOT'O Ipenapara BEILIECTBA B COOTBETCTBHHU CO
JIEKapCTBEHHOTO CIPAaBOYHHUKOM (KJIacCU(PHUKATOPOM),
npernapara UACHTU(PUKATOP KOTOPOTO OTPEIeNIeH B
(hcsdo:Auxiliary aTpubyre «neaTudukarop
SubstanceCode) CrpaBOYHUKA (KIacCH(PUKATOPa)».
MuH. quna: 1.
Makc. anuna: 10
a) uACHTUPUKATOP | 0OO3HAYEHUE CIPaBOYHHKA — csdo:ReferenceDataldType 1

CIpPaBOYHHUKA
(xnaccuduxaropa)
(arpubyT codeL.ist
1d)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.4.2. HanMeHoBaHue BcriomorareasHoro | M.HC.SDE.00044 | csdo:Name500Type (M.SDT.00134) 0.1
HaunmenoBanue BEIIIECTBA, BXOJISIIIETO B COCTAB Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
BCIIOMOTATEILHOTO JIEKapCTBEHHOTO Iperapara Mun. anuna: 1.

BEIICCTBA, BXOISIICTO Makxkc. gyHa: 500
B COCTaB
JICKapCTBEHHOTO
npernapara
(hcsdo:Auxiliary
SubstanceName)
*.2.4.2.4.3. Kon KOJ/IOBOE 0003HAYCHHE M.HC.SDE.00611 | hcsdo:FunctionalPurposeCodeType 0.1
(GyHKIIMOHATILHOTO (GyHKIIMOHAIBLHOTO HAa3HAYCHUS (M.HC.SDT.00015)
Ha3HA4YEHUs BCIIOMOTaTEIbHOIO BEIECTBA 3HayeHue KoJ1a PyHKIIMOHATbHBIX
BCIIOMOTATEIFHOTO Ha3HAYEHUH BCIIOMOTATEIbHBIX BEIIECTB
BEIIEeCTBA B COOTBETCTBHUH CO CITPABOYHUKOM
(hcsdo:Functional (kmaccugpukaropom), uACHTHHUKATOD
PurposeCode) KOTOPOTO ONPEICIICH B aTpUOyTe
«MnerTndukaTop cripaBOYHHUKA
(xnaccuduxaTopa)».
MuH. qnuna: 1.
Makc. nnuna: 10
a) uAeHTUGUKATOpP | 0OO3HAYEHUE CIIPaBOYHHKA — csdo:ReferenceDataldType 1

CIIpaBOYHUKA
(xnaccuduxaropa)
(arpubyT codeList
1d)

(knmaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJL

(M.SDT.00091)

Hopmanu3zoBanHasi CTpoka CHMBOJIOB.
Mun. nnmHa: 1.

Maxkc. mmHa: 20
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(KOHIIEHTpAIIHS)
(hcsdo:Substance
Measure)

BBIPQXEHHOE B €IMHUIIAX MacCBhl,
00BEMHBIX WU YCIOBHBIX
(Onosornyeckux) eAMHMIIAX, JTUO0
rOMEONaTHYECKOE pa3BeICHUE

MeasureType (M.HC.SDT.00216)
Hucno B AECATUYHON CHCTEME
CUHCIICHUSI.

Makec. xon-Bo mudp: 24.

Makc. Koi-Bo 1po6. 1udp: 6

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.4.2.4.4, HanMmeHoBanue ¢pynkuunonaapHoro | M.HC.SDE.00610 | csdo:Name500Type (M.SDT.00134) 0.1
HaumenoBanue Ha3HAYCHHUS BCIIOMOTaTEIbHOTO Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(GYHKIIHOHATBHOTO BEILECTBA MuH. mHa: 1.

Ha3HAYCHUS Makc. anmuna: 500

BCIIOMOT'aTEeILHOTO

BEILIECTBA

(hcsdo:Functional

PurposeName)
*2.4.2.5. HammeHoBaHune | HANMEHOBAHUE peareHTa, M.HC.SDE.00648 | csdo:Name500Type (M.SDT.00134) 0.1
peareHra BXO/ISIIIETO B COCTAB Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(hcsdo:ReagentName) JIEKapCTBEHHOTO Iperapara Mun. anuna: 1.

Makc. mmnaa: 500

*2.4.2.6. Jlo3upoBKa KOJINYECTBO BEIIECTBA, M.HC.SDE.00050 | hcsdo:DrugSubstanceDimensional 0.2
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CAUHUIBI NU3MECPCHUA
JO3UPOBKH U
KOHICHTpPAIun
(atpubyT Substance
MeasureName)

HU3MCPCHUA JOSUPOBKHU U
KOHICHTpPAIUun

HopmanuzoBanHas cTpoka CUMBOJIOB.
Mun. nnmmHa: 1.
Makc. ngimmga: 500

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) KO/ €MHHUIIBI KOJOBOE 0003HAYCHUE EIUHULIBI - hcsdo:SubstanceMeasureCodeType 0.1
W3MEPEHHMS JIO3UPOBKH | U3MEPEHUS IO3UPOBKH U (M.HC.SDT.00217)
¥ KOHIIEHTpAIuU KOHIICHTPALUI 3HavyeHUe KOJIa €AUHHI] U3MEPEHUS
(arpubyT Substance JO3UPOBKH U KOHIICHTPAIUHU B
MeasureCode) COOTBETCTBHUH CO CIIPABOYHUKOM

(kmaccudukaTopoM), HICHTUPHUKATOP
KOTOPOTO ONpEEIICH B aTpudyTe
«MnenTudukaTop cripaBOYHUKA
(kmaccudukaTopa)y.
MuH. mmHa: 1.
Makc. anuna: 3
0) uneHTHUpUKaTOP 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 0.1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(xknaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpubyT codeListld) | xox MuH. mmHa: 1.
Makc. pmuHa: 20
B) HANMCHOBAHHE HAMMEHOBAHUE CTUHUIIBI — csdo:Name500Type (M.SDT.00134) 0.1
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
r) Macmrab MacmTab BEJINYMHEI, - csdo:Number2Type (M.SDT.00096) 0.1
(atpudyt Scale NPE/ICTAaBIICHHBIN B BUJIC Yuco B IECITUYHON CHCTEME
Number) nokasareJs crenenu yncia 10 CUHCJICHUSI.

Makc. xoi-Bo mudp: 2.
Makc. koi-Bo aApo06. mudp: 0
1) KOJI THITa BETUYUHBI | KOJOBOE 0003HAUCHUE THIIA — csdo:Code2Type (M.SDT.00170) 0.1
JIO3HUPOBKH BEJIMYHMHBI IO3UPOBKU Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(KOHIIEHTpAITHH ) (KOHIIEHTpAITHH ) Jnuna: 2
(atpubyT Substance
MeasureTypeCode)
*.2.4.2.7. Onucanue OIMCAaHUE JTO3UPOBKU M.HC.SDE.00613 | csdo:Text4000Type (M.SDT.00088) 0.1
JIO3UPOBKH (KOHIIEHTpAIINH ) UHTPEIUCHTA, Crtpoka CHMBOJIOB.
(KOHIIGHTpAIIHH ) BXOJISIIETO B COCTAB MuH. aiuna: 1.
(hcsdo:SubstanceText) JIEKapCTBEHHOTO Ipernapara Makc. piuna: 4000
*.2.5. Kon Bu1a NepBUYHOI KOJOBOE 0003HAYEHHE BUAA M.HC.SDE.00714 | hcsdo:DrugPackageKindCodeType 0.1

YIIAaKOBKH JICKAPCTBECHHOT O
Ipenapara
(hcsdo:DrugPackageKind
Code)

HNEPBUYHOHN YMaKOBKH
JIEKapCTBEHHOT0 IIpenapara

(M.HC.SDT.00892)

3HaueHNEe KOJIa BUOB MEPBUYHBIX
YITAKOBOK JIEKAPCTBEHHBIX CPE/ICTB B
COOTBETCTBUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO OIPEJICIICH B aTproyTe
«MmeHTrduKaTop CripaBOYHUKA
(xmaccudukaTopa)».

Mun. quna: 1.

Makc. nnuna: 10
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) uAeHTUDHUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)
(knmaccugukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpoKa CUMBOJIOB.
(atpuOyT codeL.istld) KO MuH. mHa: 1.
Makc. mmuna: 20
*.2.6. HanmenoBanue Buia HaMMEHOBAHUE BU/Ia TIEPBUYHOM M.HC.SDE.00718 | csdo:Name500Type (M.SDT.00134) 0.1
HEPBUYHON YITAKOBKH YIAKOBKH JICKAPCTBEHHOT'O Hopmanu3oBaHHast CTpPOKa CHMBOJIOB.
JIEKapCTBEHHOTO Tpernapara npernapara MuH. anuna: 1.
(hcsdo:DrugPackageKind Makc. piuna: 500
Name)
*.2.7. Onucanne Martepuaia | ONKMCaHHE MaTepuala, u3 M.HC.SDE.00288 | csdo:Text4000Type (M.SDT.00088) 0.1
NEPBUYHON YITAKOBKH KOTOPOTO M3TOTOBJICHA TIEPBUYHAS CTpoka CUMBOJIOB.
JIEKapCTBEHHOTO TIpenapara yIaKOBKa JICKAPCTBEHHOTO MuH. anuna: 1.
(hcsdo:PackageMaterial Text) | mpenapara ¢ yka3anuem Makc. piuna: 4000
JIONIOJTHUTEIILHBIX CBOMCTB
*.2.8. KonmnuecTBo B M.HC.CDE.00202 | hccdo:PackageMeasureDetailsType 1.*

YIIaKOBKEC JICKAPCTBCHHOT'O
Ipenapara
(hccdo:PackageMeasure
Details)

KOJIMYECTBO JIEKAPCTBEHHOTO
Ipenapara B IEPBUYHOM YIIAKOBKE

(M.HC.CDT.00220)
Omnpenensercst 001acTIMU 3HaYEHUN
BIIO’KEHHBIX DJIEMEHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*2.8.1. KonnyectBo B KOJINYECTBO JICKAPCTBECHHOI'O M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.1
YIaKOBKE JICKAPCTBEHHOTO | Mpernapara B yIakoBKe (M.SDT.00122)
npernapara Hucno B 1eCATUYHON cUCTEME
(hcsdo:PackageMeasure) CUHCJICHUS.
Makc. koi-Bo 1udp: 24.
Makc. koJ-Bo Apo0O. mudp: 6
a) CIMHMIIA U3MEPEHUS KOJIOBOE 0003HAUYEHUE €IUHUIIBI — csdo:MeasurementUnitCodeType 1
(atpubyT measurement U3MEPEHUS (M.SDT.00074)
UnitCode) BykBeHHO-1IMPPOBOIT KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
0) uaeHTH(pHUKATOP uaeHTUGHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CTIpaBOYHHKA €IMHUI] I3MEPEHUS (M.SDT.00091)
(kmaccugukaropa) HopmanusoBaHHas cTpoKa CHMBOJIOB.
(arpubyT measurement MuH. nnvsa: 1.
UnitCodeListld) Makc. munHa: 20
*2.8.2. HwkHss rpaHina | HIDKHSS TpaHMIA HHTEpBaja M.HC.SDE.00185 | csdo:UnifiedPhysicalMeasureType 0.1
WHTEpBaJIa KOJUIECTBA B KOJINYECTBA B YITAKOBKE (M.SDT.00122)
YIIaKOBKE JICKAPCTBEHHOTO | JIEKAPCTBEHHOTO Iperapara Yucio B 1eCATHYHON CHCTEME
npernapara CUUCIICHUSI.
(hcsdo:PackagelLowerLimit Makc. kon-Bo uugp: 24.
Measure) Makc. Ko-Bo apo0. mudp: 6
a) eIMHUIIA U3MEPEHUS KOZI0BO€ 0003HAUYEHUE €TMHUIIBI — csdo:MeasurementUnitCodeType 1

(aTpuOyT measurement
UnitCode)

U3MEpEeHUS

(M.SDT.00074)
bykBenno-1rpoBoii KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}




137

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
0) uaeHTH(HUKATOD uaeHTuGHUKaTOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CIPaBOYHHUKA CIMHUL] K3MEPCHHS (M.SDT.00091)

(xkmaccudukaropa) HopmanuzoBanHas cTpoka CHMBOJIOB.
(arpubyT measurement Mun. amuna: 1.
UnitCodeL.istld) Makc. puHa: 20

* 2.8.3. BepxHss rpaHulia | BEpXHsS IPaHUIIA MHTEpBaja M.HC.SDE.00184 | csdo:UnifiedPhysicalMeasureType 0.1

HWHTEpBaja KOJIMYECTBA B KOJIMYECTBA B YIIAKOBKE (M.SDT.00122)

YIIaKOBKE JIEKAPCTBEHHOTO | JISKAPCTBEHHOT'O IpernapaTa Yucno B IECATUYHON CHCTEME

npernapara CUHUCIICHUSI.

(hcsdo:PackageUpperLimit Makc. koi-Bo nudp: 24.

Measure) Makc. koJ-Bo Apo0O. mudp: 6
a) SIUHHIIA H3MEPEHHSI KOJIOBOE 0003HAYCHUE CAUHUIIBI | — csdo:MeasurementUnitCodeType 1
(atpuOyT measurement U3MEpEeHHUS (M.SDT.00074)

UnitCode) BykBeHHO-1IMPOBOIT KOJI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
0) uneHTHUGUKaTOp UeHTUPUKATOD Kiaccudukaropa | — csdo:ReferenceDataldType 1
CTIpaBOYHHKA €IMHUI] I3MEPEHUS (M.SDT.00091)
(xnaccuduxaropa) HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(arpubyT measurement MuH. nnvsa: 1.
UnitCodeListld) Makxkc. mmHa: 20
*.2.9. Cpok rogHOCTH CPOK T'OJTHOCTH JIEKAPCTBEHHOTO M.HC.SDE.00028 | bdt:DurationType (M.BDT.00021) 0.1

JICKApCTBCHHOT'O ITperiapaTa
(hcsdo:ShelfLifeDuration)

npemnapara

O603HaueHue MPOIOKUTEITHHOCTH
BPEMEHH B COOTBETCTBHH C CepUeH
craugaptoB [SO 8601
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.2.10. Toprosoe TOProBO€ HAaMMEHOBAHHE M.HC.SDE.00013 | csdo:Name300Type (M.SDT.00056) 0.1
HaMMCHOBAHHE YITaKOBAaHHOM €IUHHIIBI Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
JIEKapCTBEHHOTO Mperapara JIEKapCTBEHHOTO Iperapara Mun. anuna: 1.

(hcsdo:DrugTradeName) Makc. piuna: 300
*.3. Onucanue mpoMeXyTOUYHOW | OMMCaHHUE TPOMEKYTOUHOU M.HC.SDE.00268 | csdo:Text1000Type (M.SDT.00071) 0.1
YITAKOBKH JIEKAPCTBEHHOTO YIIaKOBKH JIEKAPCTBEHHOTO CTtpoka CHMBOJIOB.
npernapara npernapara MuH. aiuna: 1.
(hcsdo:MiddlePackageText) Makc. mmna: 1000
* 4. CeneHus o CBEJICHUS O KOMILICKTYIOIEM M.HC.CDE.00124 | hccdo:RegisteredDrugComponentDetails | 0..*
KOMIUIEKTYIOIIEM YCTPOUCTBE B | YCTPOMCTBE B COCTaBE BTOPHUUHOM Type (M.HC.CDT.00094)
COCTaBE BTOPUYHOMN (MOTPEOUTENHCKOI) YITAKOBKH Omnpenensercst 001acTIMU 3HaUYECHUN
(TOTpeOUTENBCKOI ) YITaKOBKA JIEKapCTBEHHOTO IIperapara BJIOXKCHHBIX DJIEMEHTOB
JIEKapCTBEHHOT'O TIpernapara
(hccdo:RegisteredDrug
ComponentDetails)
*.4.1. Kol KOMIICKTYIOIIETO | KOJAOBOE 0003HAUCHHE M.HC.SDE.00257 | hcsdo:ComponentCodeType 0.1

(hcsdo:ComponentCode)

KOMIIJIEKTYIOIIEr0, BXOSIIETO B
YIIAKOBKY JIEKAPCTBEHHOT'O
npenapara

(M.HC.SDT.00060)

3HaueHne K0J1a KOMIUIEKTYIOIINX
CPEICTB YIIaKOBKH B COOTBETCTBHUH CO
CIIPaBOYHHUKOM (KJIACCH(PUKATOPOM),
UIEHTUPHUKATOP KOTOPOTO ONpesiesieH B
atpubyre «nentudukarop
CrpaBOYHMKA (KJaccuukaropa)y.
Mun. quna: 1.

Makc. nnuna: 6
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) uAeHTUDHUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)
(kmaccupuraropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHasi CTPOKA CHMBOJIOB.
(atpuOyT codeL.istld) KO MuH. mHa: 1.
Makc. mmuna: 20
*.4.2. HaumeHoBaHue HanMeHoBaHue komiuiekTytomero, | M.HC.SDE.O0005 | csdo:Name40Type (M.SDT.00069) 0.1
KOMILJIEKTYIOIIETO BXOJISAIIETO B YITAKOBKY Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:ComponentName) JIEKapCTBEHHOTO Iperapara Mun. guuna: 1.
Makc. anuna: 500
*.4.3. KomuuecTBo KOJIMYECTBO KOMILJICKTYFOIIUX M.HC.SDE.00018 | csdo:Quantity4Type (M.SDT.00097) 0.1
KOMIUIEKTYIOIIHUX YCTPOMUCTB | YCTPOMCTB B COCTaBE BTOPUYHOU [lenoe HEOTPULIATENBHOE YUCIIO B
B COCTaBE BTOPUYHOU (moTpeOuTENbCKON) YIAaKOBKH JECATUYHOMN CUCTEME CUUCIICHUS.
(MOTPEOUTENBCKOM) YIIAKOBKH | JIEKapCTBEHHOTO pernapara Makc. kon-Bo mudp: 4
JIEKapCTBEHHOTO TIpenapara
(hcsdo:ComponentQuantity)
*.4.4. Matepuain OlKCaHWE MaTepHala, u3 M.HC.SDE.00019 | csdo:Text4000Type (M.SDT.00088) 0.1

HU3TrOTOBJICHUA
KOMILJIEKTYIOIIETO
yCTpOMCTBA
(hcsdo:ComponentMaterial
DescriptionText)

KOTOPOT'O U3TOTOBJIEHO
KOMIUIEKTYIOIIIEE YCTPOMCTBO,
BXOJISIIIIEE B YIIAKOBKY
JIEKapCTBEHHOIO Mpenapara

Ctpoka CUMBOJIOB.
Mun. nnmHa: 1.
Makc. mmna: 4000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX

M.HC.SDE.00644 | hcsdo:DrugSecondaryPackageKindCode
Type (M.HC.SDT.00023)

3HaueHNEe KOJ1a BUIOB BTOPHYHBIX
(mOTpeOUTENbCKUX) YITAaKOBOK
JICKApPCTBEHHBIX CPEJICTB B COOTBETCTBUU
CO CIPaBOYHUKOM (KJ1accupuKaTopom),

UICHTU(PHUKATOP KOTOPOTO ONpEeIicH B

KOJ/IOBO€ 0003HAYCHHE BUIA
BTOPUYHOH (TTOTPEOUTEITHCKON)
YITAKOBKH JICKAPCTBEHHOTO
npernapara

*.5. Kox Buzma BTopuaHOM
(mOTpeOUTENHCKOM) YIIAKOBKH
JIEKapCTBEHHOTO Mpernapara
(hcsdo:DrugSecondaryPackage
KindCode)

atpudyre «Mnearudukarop
CIpaBOYHHKA (KIaccupUKATOPa)».
MuH. mmHa: 1.

Makc. anuna: 10

a) UACHTUPUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIPaBOYHHKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccudukaTopa) COOTBETCTBUU C KOTOPHIM yKa3aH Hopmanu3oBanHas cTpoka CHMBOJIOB.
(atpubyT codeL.istld) KOl MuH. mmHa: 1.
Makc. pmuHa: 20
*.6. HaumeHoBanue Buja HaMMEHOBAHHE BU/1a BTOPUYHOU M.HC.SDE.00645 | csdo:Name500Type (M.SDT.00134) 0.1

BTOPUYHOU (TOTPEOUTETHCKOI)
YIIaKOBKH JICKAPCTBEHHOT'O
rpernapara
(hcsdo:DrugSecondaryPackage
KindName)

(MOTpeOUTENbCKON) YITAaKOBKH
JIEKapCTBEHHOTI'0 Tperapara

HOpMaJII/I?»OBaHHaH CTpOKa CUMBOJIOB.

Mun. nnmmHa: 1.
Makc. ngimmga: 500
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 7. KonuuecTBO B yIIaKOBKE KOJINYECTBO JICKAPCTBECHHOI'O M.HC.CDE.00202 | hccdo:PackageMeasureDetailsType 0.1
JIEKApCTBEHHOTO Mperapara npenapara (yrmakoBaHHBIX €IMHHII (M.HC.CDT.00220)
(hccdo:PackageMeasureDetails) | iekapcTBeHHOTO Mpermapara) Bo Omnpenensiercst 00IaCTIMH 3HAUCHHIA
BTOPUYHOM yIIaKOBKe BJIO’KEHHBIX 3JICMEHTOB
*.7.1. KonaecTBo B KOJINYECTBO JICKAPCTBEHHOTO M.HC.SDE.00194 | csdo:UnifiedPhysicalMeasureType 0.1
YIIaKOBKE JICKAPCTBEHHOTO mperapara B yIakoBKe (M.SDT.00122)
npernapara Yucio B IECITUYHON CHCTEME
(hcsdo:PackageMeasure) CUHCJICHUS.
Makc. xos-Bo mudp: 24.
Makc. koJ-Bo 1po0. mudp: 6
a) SIUHHIIA H3MEPEHHSI KOJIOBOE 0003HAYCHUE CAUHUIIBI | — csdo:MeasurementUnitCodeType 1
(atpubOyT measurementUnit | u3mepenus (M.SDT.00074)
Code) BykBeHHO-TIM(DPOBOI KOI.
[Ia6mon: [0-9A-Z]{2,3}\d{3,4}
0) uneHTHUpUKaATOP UeHTUPHUKATOD KiIaccudukaropa | — csdo:ReferenceDataldType 1
CIIpaBOYHHKA €IMHULl UBMEPEHUS (M.SDT.00091)
(xnaccuduxaropa) HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpubOyT measurementUnit MuH. mHa: 1.
CodeL.istld) Makxkc. mmHa: 20
*.7.2. HukHsis rpaHuna HIDKHSISI TPaHUIA HHTEePBaja M.HC.SDE.00185 | csdo:UnifiedPhysicalMeasureType 0.1

HHTCpBaJIa KOJIMUCCTBA B
YIIAaKOBKE JICKapCTBCHHOI'O
Ipenapara
(hcsdo:PackageLowerLimit
Measure)

KOJIMYCCTBA B YIIAKOBKC
JICKApPCTBCHHOTO IIpCIiapara

(M.SDT.00122)

Yucao B ASCATUIHOM CHCTEME
CUHCIICHUS.

Makc. kon-Bo mudp: 24.
Makc. xos-Bo Apo6. mudp: 6
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) eIMHMIIA U3MEPEHUS KOJIOBOE 0003HAUYEHUE €OUHUIIBI - csdo:MeasurementUnitCodeType 1
(arpubyT measurementUnit | usmepenus (M.SDT.00074)
Code) BykBeHHO-TIU(DPOBOI KOI.
[Ia6mnown: [0-9A-Z]{2,3}\d{3,4}
0) uaeHTH(pHUKATOP uaeHTUGHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1
CIpaBOYHHKA €/IMHUL] U3MEPECHUS (M.SDT.00091)
(knaccuduraropa) Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(atpubyt measurementUnit MuH. nnuna: 1.
CodeListld) Makc. mmnHa: 20
*7.3. BepxHsis rpaHuIa BEPXHsSA IPaHUIA HHTEPBaa M.HC.SDE.00184 | csdo:UnifiedPhysicalMeasureType 0.1
WHTEpBaJIa KOJINYECTBA B KOJINYECTBA B YIIAKOBKE (M.SDT.00122)
YIaKOBKE JICKAPCTBEHHOTO JIEKapCTBEHHOTO Mpernapara Yucio B AECATUYHON cUCTEME
nmpernapara CUHCJICHUSI.
(hcsdo:PackageUpperLimit Makc. kon-Bo nugp: 24.
Measure) Makc. Koi1-Bo po0. mudp: 6
a) eqUHUIA U3MEPEHUs KOZ0BOE€ 0003HAUYEHUE €TMHULIBI — csdo:MeasurementUnitCodeType 1
(atpuOyt measurementUnit | u3mepenus (M.SDT.00074)
Code) BykBeHHO-1IU(PPOBOIT KOJI.
[Ia6non: [0-9A-Z]{2,3}\d{3,4}
0) uaeHTH(HUKATOP uaeHTUGHUKATOp Kiaccudukaropa | — csdo:ReferenceDataldType 1

CIIpaBOYHUKA
(knaccuduxaropa)
(atpubOyT measurementUnit
CodeListld)

CAUHUI U3MCPCHUA

(M.SDT.00091)

HOpMaJ'II/ISOBaHHaH CTpOKa CUMBOJIOB.

Mun. nnmHa: 1.
Maxkc. mmHa: 20




143

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 8. [Ipusnak Hamuuus Habopa | MpU3HAK HAOOpa yIaKOBaHHBIX M.HC.SDE.00619 | bdt:IndicatorType (M.BDT.00013) 1
YIIaKOBAHHBIX €AMHUIL BO €IMHKII BO BTOPUYHOM yIIaKOBKE OnHO U3 IBYX 3HAYCHUIL: «truey
BTOPUYHOMN YITAKOBKE JICKapCTBEHHOTO TIperapara: (uctuna) i «false» (J105Kb)
JIEKapCTBEHHOTO TIpernapara 1 — rekapCTBEHHBIN Mpernapar
(hcsdo:DrugSetindicator) SBIISICTCS HAOOPOM;
0 — mekapCTBEHHBIN MpenapaT He
ABJISIETCSI HAOOPOM
*.9. Kon4ecTBO ymakoBOK KOJINYECTBO JICKAPCTBEHHOI'O M.SDE.00150 csdo:Quantity8Type (M.SDT.00156) 0.1
(csdo:PackageQuantity) npenapata (yrnakoBaHHBIX €IMHHUI] Ietoe HEOTPHUIIATEIILHOE YHCIIO B
JIEKapCTBEHHOTO TIpenapara) B JIECATHYHON CUCTEME CUHCIICHMSL.
POMEKYTOUHOMN YITAaKOBKE Makc. koi-Bo nudp: 8
2.6.7. CBeneHMst O MPOU3BOANUTENE | CBEICHHUS O MPOU3BOUTENE M.HC.CDE.00088 | hccdo:ManufacturingAuthorization 0.*
(hccdo:Manufacturing JICKapCTBEHHOTO Iperapara HolderDetailsType (M.HC.CDT.00654)
AuthorizationHolderDetails) Omnpenensiercst 00IaCTIMH 3HAYCHHUN
BJIOKEHHBIX DJIEMEHTOB
a) KOJ sI3bIKa KOZIOBOE€ 0003HAUEHHUE S3bIKa, B — csdo:LanguageCodeType 0.1

(arpubyT languageCode)

COOTBECTCTBHUH C KOTOPBIM
3aI10JIHCHBI CBEACHU A

(M.SDT.00051)
JIByxOyKBEHHBIN KO/ SI3bIKA B
cootBercTBUH ¢ ISO 639-1.
[Ia6non: [a-z]{2}
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.1. Kox crpasl KOI0BO€ 0003HAYCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) pErUCTpaIMK X03HCTBYIOIIETO (M.SDT.00112)
cyObekTa 3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(kmaccupukaTopoM), HICHTUPUKATOP
KOTOPOTO ONPEICIICH B aTpUOyTe
«MnenTudukaTop cripaBoYHUKA
(xmaccuduraTopa).
[a6non: [A-Z]{2}
a) UICHTU(UKATOP 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIpAaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(atpubyT codeListld) KO MuH. mmHa: 1.
Makc. anuna: 20
*.2. HaumeHoBaHue MIOJTHOC HAMMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SICTBYIOIIETO CyOBhEKTa XO03SUCTBYIOLIEro CyOBbEKTa WIN Hopmann3oBaHHas cTpoka CUMBOJIOB.
(csdo:BusinessEntityName) (dbamMuITus, UM ¥ OTYECTBO MuH. aiuHa: 1.
(bu3UYECKOT0 IUIA, BEIYIIETO Makc. nnuna: 300
XO3SHCTBEHHYIO JICSITEIbHOCTh
* 3. Kpatkoe HanMeHOBaHHE COKpaIIeHHOE€ HAUMEHOBaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1

XO3SICTBYIOIIETO CyOBhEeKTa
(csdo:BusinessEntityBriefName)

XO3SUCTBYIONIEro CyOBheKTa WIH
bamunus, UM ¥ OTYECTBO
($U3UUeCKOro JuIa, BEAYIIEro
XO3AUCTBEHHYIO IEATEIIBHOCTD

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 4. Kox opraHu3aioHHO- KOJI0BO€ 0003HAYCHHE M.SDE.00023 csdo:UnifiedCode20Type 0.1
paBoBOi (HOPMBI OpraHU3aI[MOHHO-TIPAaBOBOM (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | ¢hopmbl, B KOTOpOI 3HaYeHHUE KOJIa B COOTBETCTBUHU CO
3apEerucTPUPOBAH CIPAaBOYHHUKOM (KJIACCU(PHUKATOPOM),
XO3SIHCTBYIOIIUI CYOBEKT UJICHTU(PHUKATOP KOTOPOTO OMpPE/ICIiCH B
atpubyre «nentudukarop
CIpaBOYHMKA (KJIaccudukaropa)».
Mun. mmHa: 1.
Makc. mnmuna: 20
a) UICHTU(UKATOP 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
CIIpAaBOYHHKA (kmaccudukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(atpubyT codeListld) KO MuH. mmHa: 1.
Makc. anuna: 20
*.5. HaumeHnoBanue HavMeHOBaHue opranu3anuonno- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpPraHu3alMOHHO-TIPABOBOM paBoBOil (OPMBI, B KOTOPOH HopMmanu3zoBanHasi CTpoka CHMBOJIOB.
(bopMBI 3aperuCTpUpPOBaH MuH. aiuHa: 1.
(csdo:BusinessEntityTypeName) | x03siiCTBYOIIH# CyObEKT Makc. mna: 300
*.6. Unentudukarop HOMep (KOJ1) 3alKCH IO PeecTpy M.SDE.00189 csdo:BusinessEntityld Type 0.1

XO3SUCT BYROIIICTO Cy6’beKTa
(csdo:BusinessEntityld)

(peructpy), NPUCBOEHHBIN MPU
rOCYJapCTBEHHOM pErucTparun

(M.SDT.00157)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. npnmHa: 1.
Makc. pmuna: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
a) METO/ UACHTU(DUKAIIUH METO UACHTU(UKAIHH - csdo:BusinessEntityldKindldType 1
(arpubyT kindld) XO3SIMCTBYIONIUX CYOBEKTOB (M.SDT.00158)
3HavyeHue uaeHTudukaropa u3
CIIPaBOYHUKA METOIOB MICHTU(DHUKALIIH
XO3SHCTBYIOLIMX CYOBEKTOB.
MuH. mmHa: 1.
Makc. anuna: 20
* 7. YHUKaIbHBIH YHUKAIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1
UACHTU(DUKAITTOHHBIT UICHTU(PHUKAIIMOHHBIN HOMEP (M.SDT.00089)
TaMOXXEHHBIN HOMEP XO3SICTBYIOLIETO CyOBEKTa, Hopmann3oBaHHas cTpoKa CHMBOJIOB.
(csdo:UniqueCustomsNumber npeaHa3HAYCHHBIN IS Heei MuH. musa; 1.
Id) TaMO>KEHHOTO KOHTPOJISI Makc. munHa: 17
* 8. Unentudukarop uneHTudukarop xossiicteyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1
HAJIOTOTUIATE bIUKA CyOBEeKTa B peecTpe 3HaveHue HIeHTH(HUKATOpA B
(csdo:Taxpayerld) HAJTOTOTLIATEIIBIIUKOB CTPAHbI COOTBETCTBHUH C NIPABUIAMH, IIPUHITHIMH
pErHCTpaniy HAJIOTOITATE bIINKA B CTpaHe PETUCTPAIlH
HaJIOTOTIATE IbIIHKA.
Munu. gnuHa: 1.
Maxkc. mmHa: 20
*.9. Koa npu4uHbBI MOCTAaHOBKU | KO, UACHTU(DUIUPYIOIIUT M.SDE.00030 csdo:TaxRegistrationReasonCodeType 0.1

Ha y4eT
(csdo:TaxRegistrationReason
Code)

MPUYNHY TOCTAHOBKH
XO03SUCTBYIOIIEro CyOheKTa Ha
HaJIOTOBBIN y4eT B Poccuiickon
denepaunun

(M.SDT.00030)
Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
[Ta6non: \d{9}
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Nwms pexBusura

Onucanue pekBU3UTA

Unentudukatop

Tun nagHbBIX

*.10. Anpec
(ccdo:AddressV4Details)

aJipec X034HiCTBYIOIIETO CyObeKTa

M.CDE.00076

ccdo:AddressDetailsV4Type
(M.CDT.00079)

Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
BJIOKCHHBIX 3JICMCHTOB

*.10.1. Kon Buma agpeca
(csdo:AddressKindCode)

KOOOBO€E 0003HAUEHHUE BUIA
azapeca

M.SDE.00192

csdo:AddressKindCodeType
(M.SDT.00162)

3HaueHue KOJa B COOTBETCTBHUHU CO
CIIpaBOYHUKOM BHUJIOB aZIpCCOB.
MuH. gusa: 1.

Makec. qmuna: 20

0.1

*.10.2. Kox cTpanbl
(csdo:UnifiedCountryCode)

KOZI0BO€ 0003HaUY€HUE CTPAHBI

M.SDE.00162

csdo:UnifiedCountryCodeType
(M.SDT.00112)

3HayeHue IByXOYKBEHHOT'0 KOJa CTPaHbl
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTU(DUKATOP
KOTOPOTO OIpE/IENIeH B aTpulyTe
«UnenTndukatop cipaBoYHUKA
(xmaccuduxaTtopa)».

[Ia6mnon: [A-Z]{2}

0.1

a) uneHTu(UKaTop
CTpaBOYHUKA
(xnaccudukaropa)
(atpuOyT codeL.istld)

0003HaueHHE CIPABOYHUKA
(xnmaccudukaropa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

csdo:ReferenceDataldType
(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. nguHa: 1.

Makc. mmHa: 20
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.10.3. Kox teppuropun KOJI eMHUIBI aaMuuucTpatuBao- | M.SDE.00031 csdo:TerritoryCodeType 0.1
(csdo:TerritoryCode) TEPPUTOPUATBHOTO JICIICHUS (M.SDT.00031)

Hopmanu3oBaHHasi CTPOKA CHMBOJIOB.
MuH. mivna: 1.
Makc. nnuna: 17
*.10.4. Pernon HaNMEHOBAHUE €INHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMUHUCTPATHBHO- HopmanusoBaHHas CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTICHHSI MuH. mmHa: 1.
IIEPBOrO YPOBHS Makc. nnuna: 120
*.10.5. Paiion HaMMEHOBAHHE €IUHHUIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHUCTPATHBHO- Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
TEPPUTOPHUATILHOIO JIEIICHUS MuH. ymHa: 1.
BTOPOT'O YPOBHS Makc. nnuna: 120
*.10.6. T'opon HaMMEHOBaHUE rOpPOIa M.SDE.00009 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHast CTpOKa CHUMBOJIOB.
MuH. quna: 1.
Makc. anuna: 120
*.10.7. HaceneHHBI MyHKT HAUMEHOBAaHUE HACEIIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1

(csdo:SettlementName)

ITyHKTa

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. npnmHa: 1.
Makc. mmna: 120
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.10.8. Yiuna HarMMeHOBaHHMe 31eMenTa yinuudo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOMN CETH FOPOICKOM Hopmanu3oBaHHas cTpoKa CHMBOJIOB.

UHPPACTPYKTYPHI MuH. nnusa: 1.
Makc. anuna: 120
*.10.9. Homep noma 0003HaveHue A0Ma, KopIryca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumberid) CTPOCHUS Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Makc. mmuna: 50
*.10.10. Homep nomermenust | o6o3HaueHue odrica UiIn M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
(csdo:RoomNumberld) KBapTHPHI HopmanusoBaHHast CTpOKa CHMBOJIOB.
Mun. nnmHa: 1.
Makc. anuna: 20
*.10.11. ITo4ToBBI# HHIEKC MOYTOBBII WHAEKC MPEIIPUSITUS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) HIOYTOBO¥ CBS3U Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
[Ia6mon: [A-Z0-9][A-Z0-9 -1{1,8}[A-
Z0-9]
*.10.12. Homep HOMeEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1
abOHEHTCKOTO SIIIUKA HPEIIPHUITHH TIOYTOBO CBSI3H Hopmanu3oBaHHasi CTpPOKa CHMBOJIOB.
(csdo:PostOfficeBoxId) Mun. amuna: 1.
Maxkc. mmHa: 20
*.10.13. Anpec B TeKCTOBOW | HAOOp SJIEMEHTOB ajpeca, M.SDE.00005 csdo:Text1000Type (M.SDT.00071) 0.1

dhopme
(csdo:AddressText)

MIPEICTABICHHBIX B CBOOOTHOM
dbopMme B Bue TEKCTa

CTpoKa CUMBOJIOB.
Mun. mmHa: 1.
Makec. gmuaa: 1000
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.11. KOHTaKTHBIH PEKBU3UT KOHTAKTHBIH PEKBH3HT M.CDE.00003 ccdo:CommunicationDetailsType 0.*
(ccdo:CommunicationDetails) XO3SICTBYIOMIETO CYOBEKTa (M.CDT.00003)

Omnpenensiercss 006JIaCTSIMU 3HAYCHUN
BJIO)KCHHBIX 3JICMCHTOB
*.11.1. Kox Buja cBsizu KOJ/I0BO€ 0003HAUYCHHE BUIA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
(csdo:CommunicationChannel | cpeacrBa (kanana) cBs3u Type (M.SDT.00163)
Code) (Tenedon, dakc, FIEKTPOHHAS 3HauyeHHE KOJIa B COOTBETCTBUH C
1moyTa u JIp.) MEPEYHEM BHJIOB CPECTB (KaHAJIOB)
CBSI3U.
MuH. niuna: 1.
Makc. nnuna: 20
*.11.2. HauMeHOBaHME BU/Ia | HAMMEHOBaHHE BUJIA CPEICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1
CBSI3U (xanana) cBs3u (TenedoH, dakc, HopmannzoBanHas cTpoka CUMBOJIOB.
(csdo:CommunicationChannel | snekrponHas modra u jap.) MuH. musa: 1.
Name) Makc. mmna: 120
*.11.3. UnenTuduxarop [IOCIEA0BATEILHOCTh CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
KaHaya CBSI3U UICHTUDHUIHPYIOIAst KaHaJ CBSA3H (M.SDT.00015)
(csdo:CommunicationChannel | (yka3anue HoMepa TenedoHa, Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
Id) daxca, aapeca MIEKTPOHHON MuH. aiuna: 1.
HOYTHI U JIp.) Makc. nmuna: 1000
*.12. CBenenus o CBEJICHHSI O TIPOU3BOJICTBEHHON M.HC.CDE.00268 | hccdo:ManufacturingAreaDetailsType 0.*

HpOPI3BOI[CTBCHHOﬁ IIomaake
(hccdo:ManufacturingArea
Details)

IJIOIIaJKE

(M.HC.CDT.00250)
Omnpenensercst 001acTIMU 3HaAUYCHUN
BJIOKCHHBIX DJICMCHTOB
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
* 12.1. CBenenus o CBEJICHUS O XO3AHCTBYIOIIEM M.HC.CDE.00136 | hccdo:BusinessEntityExpandedDetails 0.1
XO3SHMCTBYIOIIEM CYOBEKTE cyObeKTe Type (M.HC.CDT.00108)
(hccdo:BusinessEntity Ompenensiercs: 00IacTIMH 3HAYCHHIA
ExpandedDetails) BJIO’KEHHBIX 3JICMEHTOB
*.12.1.1. Koz cTpanbl KOJIOBOE 0003HAYCHHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) | peructpariiu X03siiCTBYOIIETO (M.SDT.00112)
CyOBeKTa 3HaueHHe IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xmaccuuKraTopom), HIACHTHPHUKATOP
KOTOPOT'O ONpEJIeNieH B aTpulyTe
«MnenTudukaTop cnpaBoYHHKA
(xmaccuduxaTtopa)».
la6non: [A-Z]{2}
a) UACHTUDUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(xnaccuduxaropa) COOTBETCTBUH C KOTOPBHIM YKa3aH HopmanuzoBaHHasi cTpoka CUMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Makc. pmuHa: 20
*.12.1.2. HaumeHoBanwue MOJIHOE HAUMEHOBAHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1

XO3$II7ICTBYIOH_ICI‘O Cy6’beKTa
(csdo:BusinessEntityName)

XO3SIMCTBYIOLIETO CYyOBEKTa MITH
bamunus, UM ¥ OTYECTBO
buznyecKoro auIa, BEIyIIEro
XO3SCTBEHHYIO JEATENBHOCTD

HopmanuzoBanHas cTpoka CHUMBOJIOB.
Mun. npnmHa: 1.
Makc. gimmga: 300




152

Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.12.1.3. Kpatkoe COKpAIlleHHOE HaMMEHOBAaHUE M.SDE.00188 csdo:Namel120Type (M.SDT.00055) 0.1
HaMMEHOBaHUE XO3SHCTBYIOIIETO CYObEKTa UIIH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
XO3SHCTBYIOLIETO CYObeKTa | ()aMUIIUSI, UMSI U OTYECTBO MuH. mHa: 1.
(csdo:BusinessEntityBrief | ¢usuueckoro nuiia, BeIymero Makc. pmna: 120
Name) XO3SHCTBEHHYIO JCSITEIbHOCTh
*12.1.4. Ko KOJIOBOE 0003HAYCHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1
OpraHU3aIMOHHO-TIPABOBOM | OpraHU3allMOHHO-TIPABOBOM (M.SDT.00140)
bopMbI dbopMmbl, B KOTOpOU 3Ha4YeHHUE KOJIa B COOTBETCTBUU CO
(csdo:BusinessEntityType | 3apeructpupoBaH CIPABOYHHKOM (KJITACCH(PHKATOPOM),
Code) XO3SHCTBYIOLIHIA CYOBEKT UICHTU(UKATOP KOTOPOTO OIPE/ICIICH B
atpubyre «nentudukarop
crpaBoYHHKa (Kiaccuukaropa)y.
MuH. piuna: 1.
Makc. anuna: 20
a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccugukaropa) COOTBETCTBHUH C KOTOPHIM yKa3aH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
*.12.1.5. HaumenoBanwue HauMeHOBaHUe opranmu3anuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1

OpraHU3alMOHHO-TIPAaBOBOMN
bopMbI
(csdo:BusinessEntity Type
Name)

paBoBOM (OPMBI, B KOTOPOit
3apEruCTPUPOBAH
XO3SIMCTBYIONHNI CYyOBEKT

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 300
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Nwms pexBusura Onucanue pekBU3UTA Wnentudukartop Tun nanHbIX MH.
*.12.1.6. Unentudukarop | HOMep (KOM) 3aIlIUCH 10 PEECTPY M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3AUCTBYIOIIETO CyOBheKTa | (PErUcTpy), MPUCBOSCHHBIN MpH (M.SDT.00157)
(csdo:BusinessEntityld) rOCyJapCTBEHHON PEruCTpaIliu Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
MuH. mivna: 1.
Makc. mmuna: 20
a) METOx METOJ UACHTU(DUKAIIH — csdo:BusinessEntityldKindld Type 1
UICHTU(DHUKAITIN XO3SUCTBYIOIINX CYOBEKTOB (M.SDT.00158)
(atpudyT kindld) 3HaueHune uaeHTuduKaTopa u3
CIIPaBOYHHMKA METOOB UICHTH(PUKAITUU
XO3SICTBYIOIINX CYObEKTOB.
MuH. mmHa: 1.
Makc. pmuna: 20
*12.1.7. YHUKaNbHBIH YHUKAJTbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1
UACHTU(DHUKAITMTOHHBIH UACHTU(DHUKAIIMOHHBII HOMED (M.SDT.00089)
TaMOXEHHBI HOMEp XO03SICTBYIOILIETO CyOBEKTa, Hopmann3oBaHHas cTpoka CHMBOJIOB.
(csdo:UniqueCustoms npeHa3HAYCHHBIN TS TIeIei Mun. amuna: 1.
Numberld) TaMO>KEHHOTO KOHTPOJIS Makc. mmna: 17
*12.1.8. Unentudukarop | upentudukarop xossiicreyromero | M.SDE.00025 csdo:TaxpayerldType (M.SDT.00025) 0.1

HaJIoroIiaTeJbIInKa
(csdo:Taxpayerld)

cyOBeKTa B peecTpe
HAJIOTOIUIATETBIIIMKOB CTPAHbI
PETUCTPAIIMH HAIOTOILIATEIBIIIKA

3HaueHue uaeHTUGUKaTopa B
COOTBETCTBUU C MPABUIAMH, IPUHATHIMU
B CTpaHE pPEeTUCTpaIuu
HaJIOTOILIATEILIIHKA.

MuH. nguHa: 1.

Makc. mmHa: 20
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*.12.1.9. Koa npuunssl KOJI, HACHTH(DHUIIUP YOI M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
MMOCTAaHOBKH Ha y4eT MPUYHHY TOCTAaHOBKH (M.SDT.00030)
(csdo:TaxRegistration XO3SIMCTBYIONIETO CYObEKTa Ha Hopmanu3oBaHHast CTpOKa CUMBOJIOB.
ReasonCode) HaJIOTOBBIN yueT B Poccuiickoit [Ia6mon: \d{9}
®enepanuun
*12.1.10. Anpec azgpec xossiicTByromiero cyorekra | M.CDE.00076 ccdo:AddressDetailsV4Type 0.*
(ccdo:AddressV4Details) (M.CDT.00079)
Omnpenensercs 00JacTAME 3HAYCHHIMA
BJIO)KCHHBIX 3JICMCHTOB
*12.1.10.1. Kox Bunma KOJOBOE 0003HAYEHUE BUAA M.SDE.00192 csdo:AddressKindCodeType 0.1
azpeca ajpeca (M.SDT.00162)
(csdo:AddressKindCode) 3HavyeHHE KOJia B COOTBETCTBUHU CO
CTIPAaBOYHUKOM BHUJIOB aJIPECOB.
MuH. quna: 1.
Makc. anuna: 20
*12.1.10.2. Kox cTpanbl | K0JI0BO€ 0003HAYCHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1

(csdo:UnifiedCountry
Code)

(M.SDT.00112)

3HadeHne TByXOYKBEHHOTO KOJa CTPaHbI

B COOTBETCTBHUH CO CIIPABOYHUKOM
(kmaccupuKraTopom), UAEHTHPHUKATOP
KOTOPOTO OIPE/IeNIeH B aTpuOyTe
«nerTndukaTop cripaBOYHAKA
(xmaccudukaTopa)».

[labnon: [A-Z]{2}
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a) UAEHTUDHUKATOP 0003HaYCHHE CIPABOYHUKA - csdo:ReferenceDataldType 1
CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(xknaccuduxaropa) COOTBETCTBUU C KOTOPBIM yKa3aH Hopmanu3soBaHHas CTpOKa CUMBOJIOB.
(atpuOyrt codeListld) | kon MuH. mHa: 1.
Makc. mmuna: 20
*.12.1.10.3. Kox KO/ eIMHUIBI aaMuHucTpatuBHo- | M.SDE.00031 csdo:TerritoryCodeType 0.1
TEPPUTOPUH TEPPUTOPUATBLHOTO JICJICHUS (M.SDT.00031)
(csdo:TerritoryCode) HopmanusoBaHHas CTpOKa CHMBOJIOB.
MuH. niuna: 1.
Makc. anuna: 17
*.12.1.10.4. Pernon HAaNMEHOBAHHE €IUHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:RegionName) aJIMHUHUCTPATHBHO- HopMmanu3oBaHHas CTpOKa CHMBOJIOB.
TEPPUTOPHATBHOTO JICTCHHSI MuH. mmHa: 1.
IIEPBOr0 YPOBHS Makc. nnuna: 120
*.12.1.10.5. Paiion HAMMEHOBAHUE CTUHUIIBI M.SDE.00008 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMUHHUCTPATUBHO- Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
TEPPUTOPHUATILHOIO JEIICHUS MuH. ummHa: 1.
BTOPOTO YPOBHS Makc. anuna: 120
*.12.1.10.6. T'opox HaMMEHOBaHUE rOPOIa M.SDE.00009 csdo:Namel20Type (M.SDT.00055) 0.1

(csdo:CityName)

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

MuH. mmHa: 1.
Make. gmuna: 120
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*.12.1.10.7. HaceneHHBIH | HAUMEHOBAHUE HACCIIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1
MYHKT MYHKTA Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(csdo:SettlementName) Mun. povHa: 1.

Makc. anuna: 120
*.12.1.10.8. Yiuna HanMeHOBaHue >1eMenTa ynmuyHo- | M.SDE.00010 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOM CETH TOPOJICKOM Hopmanu3oBaHHas CTpOKa CHMBOJIOB.

UH(PPACTPYKTYPBI MuH. mmHa: 1.

Makec. gmuna: 120
*.12.1.10.9. Homep moma | 0603HaueHUE T0Ma, KOpITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumber CTpOEHUS HopmanusoBaHHast CTpOKa CHMBOJIOB.
Id) MuH. qusa: 1.

Makc. anuna: 50
*.12.1.10.10. Homep o0o3HaueHue odrca MM M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1
HOMEIIEHUS KBapTHPBI Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(csdo:RoomNumberld) MuH. aiuna: 1.

Makc. pmuHa: 20
*12.1.10.11. TTouToBBIH | OYTOBBINA UHIEKC TPEATPUSITHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
UHJICKC MIOYTOBOM CBSA3U Hopwmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:PostCode) [Ta6mon: [A-Z0-9][A-Z0-9 -]{1,8}[A-

Z0-9]
*.12.1.10.12. Homep HOMeEp a0OHEHTCKOTO SIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1

a0OHEHTCKOTO SIIHKA
(csdo:PostOfficeBoxId)

NPEANPUATHN TTOYTOBOM CBS3U

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. mmHa: 1.
Makc. mmmaa: 20
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*.12.1.10.13. Anmpec B Ha0Op PIIEMEHTOB ajpeca, M.SDE.00005 csdo: Text1000Type (M.SDT.00071) 0.1
TEKCTOBOM opme IPE/ICTABICHHBIX B CBOOOIHOM CTpoka CHMBOJIOB.

(csdo:AddressText) dbopme B Buje TEKCTa Mun. aiuna: 1.
Makc. amuna: 1000

*.12.1.11. KoHTaKTHBI KOHTaKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0.*

PEKBH3HT XO3SHCTBYIOLIETO CyObeKTa (M.CDT.00003)

(ccdo:Communication Omnpenensiercst 00IaCTAMH 3HAYCHHUN

Details) BJIO)KEHHBIX 3JICMEHTOB
*12.1.11.1. Kox Buzma KOJOBOE 0003HAYEHUE BUAA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1
CBSI3U cpezcTBa (KaHaja) CBA3U Type (M.SDT.00163)

(csdo:Communication (tenedoH, hakc, SMCKTPOHHAS 3HaYeHHE KOJIa B COOTBETCTBUH C
ChannelCode) no4ra u Jp.) MepeYHeM BUJIOB CPECTB (KaHAJIOB)
CBSI3H.
MuH. quna: 1.
Makc. anuna: 20
*12.1.11.2. HaMMEHOBAHUE BUJIa CPEICTBA M.SDE.00093 csdo:Namel20Type (M.SDT.00055) 0.1
HaunmenoBanue Buna (xanauna) cBs3u (TenedoH, dakc, Hopmann3oBaHHas cTpoka CHUMBOJIOB.
CBSI3U AJIEKTPOHHAsSI 110YTa U Jp.) MuH. umna: 1.
(csdo:Communication Makc. anuna: 120
ChannelName)
*12.1.11.3. MOCIIEI0BATEIHHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*

Wnentudukatop kaHaiza
CBs3U
(csdo:Communication
Channelld)

UICHTUUIMPYIOLIas KaHaJ CBA3H
(ykazanue Homepa TenedoHa,
¢akca, agpeca dIEKTPOHHON
MOYTHI U Jp.)

(M.SDT.00015)

Hopmanu3oBaHnHast cTpoka CHMBOJIOB.
Mun. nnmHa: 1.

Makc. gimmaa: 1000
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*.12.2. CBenenust 00 sTame cBenenus 00 srame npoussoacta | M.HC.CDE.00769 | hccdo:ManufactureStageDetailsType 1.*
IIPOM3BOJICTBA (M.HC.CDT.00795)

(hccdo:ManufactureStage Omnpenensiercs: 00IacTIMHU 3HAYCHHIA
Details) BJIO)KCHHBIX 3JICMCHTOB

*.12.2.1. Kop srana KOJIOBOE 0003HAYCHHUE dTAIa M.HC.SDE.00026 | hcsdo:ManufacturingStageCodeType 0.1

HPOM3BOJICTBA HPOM3BOJICTBA JICKAPCTBEHHOTO (M.HC.SDT.00006)

JIEKapCTBEHHOTO CPEJICTBA | CPEICTBA 3HaveHKe Koja dTamna (CTaaun)

(hcsdo:ManufacturingStage IPOKM3BOJICTBA B COOTBETCTBUU CO

Code) CIIPaBOYHUKOM (KJIaCCU(PUKATOPOM),

UICHTU(PHUKATOP KOTOPOTO OMpEeIicH B
atpubyre «nentudukarop
CIpaBOYHHUKA (KJIACCUPHUKATOPA)Y.
Mun. nnmaa: 1.
Makc. anuna: 3
a) uneHTuuKaTop 0003HaYeHHE CIIPAaBOYHUKA — csdo:ReferenceDataldType 1
CIIPaBOYHUKA (kmaccugukaropa), B (M.SDT.00091)
(kmaccuukaropa) COOTBETCTBUH C KOTOPBIM yKa3aH Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(atpubyT codeL.istld) KOJT MuH. mmHa: 1.
Maxkc. mmHa: 20
*.12.2.2. HaumeHoBanue HAaUMEHOBAaHHE dTara M.HC.SDE.00065 | csdo:Name500Type (M.SDT.00134) 0.1

oTara nNpous3BOJACTBaA
JICKAPCTBCHHOT'O CPpCACTBA
(hcsdo:ManufacturingStage
Name)

IIPOM3BOJICTBA JICKAPCTBEHHOTO
cpeacTBa

Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmmna: 500
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2.6.8. CBeneHus 0 IepIKaTese CBEJICHUSA 00 M.HC.CDE.00089 | hccdo:BusinessEntityExpandedDetails 0.1
(3asBUTEIIC) PETUCTPAITMOHHOTO OpraHu3aIuy — JIepyKaTelie Type (M.HC.CDT.00108)
YIIOCTOBEPEHUS PETUCTPAIIMOHHOTO Omnpenensiercss 00MaCTIMH 3HAYCHUN
(hccdo:RegistrationCertificate yIOCTOBEPEHUS Ha BJIO)KCHHBIX 3JICMCHTOB
HolderDetails) JIEKapCTBEHHBIH Mperapar Win o
3asBUTEIIC, TT0/IaBIICM 3asIBIICHHE
Ha PETUCTPAIHIO JIEKAPCTBEHHOTO
npernapara
*.1. Kox ctpaHsl KOJIOBOE 0003HAYCHHUE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) PETUCTPAINH XO3SHCTBYOIIETO (M.SDT.00112)
cyObeKTa 3HavyeHue IBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(xnaccuuxaTopom), HIEHTU(DUKATOP
KOTOPOTO OIpE/IENIeH B aTpulyTe
«MnentudurkaTop cnpaBoOYHHUKA
(xmaccuduxaTtopa)».
la6non: [A-Z]{2}
a) UACHTUPUKATOD 0003HaueHHE CIPAaBOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(atpubyT codeL.istld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Makc. mmHa: 20
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* 2. HaumenoBanue [OJTHOE HANMEHOBAaHHUE M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SIMCTBYIOLIETO CyObeKTa XO3SHCTBYIOLIET0 CyOheKTa W Hopmanu3oBaHHast CTpPOKa CHMBOJIOB.
(csdo:BusinessEntityName) bamuIus, UM ¥ OTYECTBO Mun. aiuna: 1.
(u3UYECKOro 1A, BEAYILErO Makc. anuna: 300
XO3SCTBEHHYIO JCATSIBHOCTD
*.3. KpaTtkoe HaumMeHOBaHHE COKpAaIlleHHOE HAMMEHOBAHNE M.SDE.00188 csdo:Namel20Type (M.SDT.00055) 0.1
XO3SICTBYIOLIETO CyObeKTa XO3SHCTBYIOLIETO CYyObEKTa U Hopmanu3oBaHHast CTpPOKa CHMBOJIOB.
(csdo:BusinessEntityBriefName) | dhamuins, iMs 1 OTYECTBO Mun. guuna: 1.
(u3UYECKOro IULA, BEAYILErO Makc. nnuna: 120
XO3SHCTBEHHYIO JICSITEIbHOCTh
*.4. Ko opranusaiioHHO- KOJIOBOE 0003HAYCHUE M.SDE.00023 csdo:UnifiedCode20Type 0.1
PaBoOBOU (HOPMBI OpraHU3aIMOHHO-TIPABOBON (M.SDT.00140)
(csdo:BusinessEntityTypeCode) | dbopmbl, B KoTOpOii 3HaYeHUE KOJIa B COOTBETCTBUU CO
3aperuCTpUpPOBaH CTIPaBOYHUKOM (KJIaCCU(PUKATOPOM),
XO3AUCTBYIOIUHA CYOBEKT UJEHTU(DUKATOP KOTOPOTO OMpeIeTieH B
atpubyre «MnenTudukarop
CrpaBOYHUKA (KIacCH(PUKATOPa)».
Munu. gnuHa: 1.
Maxkc. mmHa: 20
a) UACHTU(PUKATOD 0003HaueHHE CIPABOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA
(xnaccuduxaropa)
(arpubyT codeL.istld)

(xmaccudukaTopa), B
COOTBETCTBUH C KOTOPHIM YKa3aH
KOJ

(M.SDT.00091)

Hopmanu3oBanHast cTpoka CHMBOJIOB.
MuH. nguHa: 1.

Makc. mmHa: 20
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*.5. HaumenoBanue HarMMeHOBaHMe opranusanuonHo- | M.SDE.00090 csdo:Name300Type (M.SDT.00056) 0.1
OpraHU3aIMOHHO-TIPABOBOM paBoOBO# (HOPMBI, B KOTOPOH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
bopmsI 3aperucTpupoBaH MuH. anuna: 1.
(csdo:BusinessEntityTypeName) | Xx03sicTBYIOMIHiA CyOBEKT Makc. pmna: 300
*.6. Unentudukarop HOMeD (KOJT) 3aIKCH 10 PeeCTpy M.SDE.00189 csdo:BusinessEntityldType 0.1
XO3SICTBYIOLIETO CyOBEKTa (peructpy), MPUCBOCHHBIN PU (M.SDT.00157)
(csdo:BusinessEntityld) rOCYIapCTBEHHOM PErHCTpaIliK HopmanusoBaHHast CTpOKa CHMBOJIOB.
MuH. mmHa: 1.
Makc. anuna: 20
a) METO UIACHTU()UKALIUH METO UACHTU(DUKALIIH — csdo:BusinessEntityldKindldType 1
(arpudyT kindld) XO3SIMCTBYIOIINX CyOBEKTOB (M.SDT.00158)
3HaueHue uaeHTUPUKaTopa u3
CTPaBOYHUKA METOJOB HICHTU(DHUKAIIUH
XO3SICTBYIOIIUX CYOBEKTOB.
Mun. nnmHa: 1.
Makc. anuna: 20
* 7. YHUKAJIbHBIN YHUKAIbHBIN M.SDE.00135 csdo:UniqueCustomsNumberldType 0.1

UJIEHTU(DUKAITMOHHBIN
TaMO>KECHHBIN HOMCP
(csdo:UniqueCustomsNumber
Id)

UIEeHTU(DUKAITMOHHBIN HOMED
XO03SUCTBYIOIIETO CyOhEKTa,
MpEAHa3HAYEHHbIN IS LeTen
TaMOKEHHOTO KOHTPOJIS

(M.SDT.00089)

HopmanuzoBanHas cTpoka CHMBOJIOB.
MuH. gouHa: 1.

Maxkc. mmHa: 17
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* 8. Unentudukarop unentudukarop xossiicteyromero | M.SDE.00025 csdo: TaxpayerldType (M.SDT.00025) 0.1
HAJIOTOIUIATEIIbIUKA CyOBeKTa B peecTpe 3HaueHue HIeHTU(HUKATOpA B
(csdo:Taxpayerld) HAJIOTOTLIATEIIbIIUKOB CTPAHbI COOTBETCTBHUH C NIPABUJIIAMH, IIPUHITHIMH
pErHCTpaniy HAJIOTOIIATE bIINKA B CTpaHE PErUCTPAIlH
HaJIOTOILIATE IbIIHKA.
MuH. mmHa: 1.
Makc. anuna: 20
*.9. Kot IpuYrHbBI MOCTAHOBKH | KOJI, HACHTH(QUITUPYIOIIHIA M.SDE.00030 csdo: TaxRegistrationReasonCodeType 0.1
Ha y4eT NPUYHHY TOCTAaHOBKH (M.SDT.00030)
(csdo:TaxRegistrationReason XO3SICTBYIOIIETO CYyOBbEKTa Ha Hopmanu3oBaHHas CTpOKa CUMBOJIOB.
Code) HAJIOTOBBIN yueT B Poccuiickoit [a6mou: \d{9}
®denepaunu
*.10. Anpec anpec xo3siicTBytomero cyorekra | M.CDE.00076 ccdo:AddressDetailsV4Type 0.*
(ccdo:AddressV4Details) (M.CDT.00079)
Omnpenensercst 001acTIMU 3HaUYECHUN
BJIOKEHHBIX DJIEMEHTOB
*.10.1. Kox Buma aapeca KOJ/I0BO€ 0003HAaYCHHE BUIA M.SDE.00192 csdo:AddressKindCodeType 0.1

(csdo:AddressKindCode)

azapeca

(M.SDT.00162)

3HadyeHMe KOJia B COOTBETCTBUH CO
CIIPAaBOYHHUKOM BHUJIOB aJpPECOB.
Mun. npnmHa: 1.

Maxkc. mmHa: 20
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*.10.2. Kox cTpansl KOI0BO€ 0003HAYCHHE CTPAHBI M.SDE.00162 csdo:UnifiedCountryCodeType 0.1
(csdo:UnifiedCountryCode) (M.SDT.00112)

3HaueHHE JIBYXOYKBEHHOTO KOJIa CTPaHbI
B COOTBETCTBHH CO CIIPABOYHUKOM
(kmaccupukaTopoM), HICHTUPUKATOP
KOTOPOT'O OMpeJIiesieH B aTpuoyTe
«MneHtnudukaTop cripaBOYHUKA
(xmaccuduraTopa).

[a6non: [A-Z]{2}

a) uneHTuduKaTop 0003HaYEHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1

CIPaBOYHHUKA (kmaccudukaropa), B (M.SDT.00091)

(knaccuduraropa) COOTBETCTBUH C KOTOPBIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

(atpuOyT codeL.istld) KO MuH. mmHa: 1.

Makc. anuna: 20
*.10.3. Kox teppuropuu KOJ eUHUIGI aamuHucTpatuBHO- | M.SDE.00031 csdo:TerritoryCodeType 0.1
(csdo:TerritoryCode) TEPPUTOPUATBHOTO JICTICHUS (M.SDT.00031)

Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

Munu. gnuHa: 1.

Maxkc. mmHa: 17
*.10.4. Peruon HAUMEHOBAHUE €MHUIIBI M.SDE.00007 csdo:Namel20Type (M.SDT.00055) 0.1

(csdo:RegionName)

aJMUHHCTPATUBHO-
TEPPUTOPUATIBHOTO JCIICHUS
IIEPBOT'0 YPOBHS

Hopmanu3oBanHast cTpoka CHMBOJIOB.
Mun. npnmHa: 1.
Makc. mmna: 120
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*.10.5. Paiion HaMMEHOBAHUE ¢THHHIIBI M.SDE.00008 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:DistrictName) aJIMAHUCTPATHBHO- Hopmanu3oBaHHast CTpOKa CHMBOJIOB.

TEPPUTOPHATBHOTO JICTICHHSI MuH. mHa: 1.
BTOPOT'O YPOBHS Makc. anuna: 120
*.10.6. T'opon HaMMEHOBaHUE rOpoa M.SDE.00009 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:CityName) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. muHa: 1.
Makec. gmuna: 120
*.10.7. HaceneHHBIH TYHKT HaMMEHOBAHKE HACEIEHHOTO M.SDE.00057 csdo:Namel120Type (M.SDT.00055) 0.1
(csdo:SettlementName) MYHKTA HopmanusoBaHHast CTpOKa CHMBOJIOB.
Mun. nnmHa: 1.
Makc. anuna: 120
*.10.8. Yimna HanMeHOBaHMe >1eMenTa ynmuyHo- | M.SDE.00010 csdo:Namel20Type (M.SDT.00055) 0.1
(csdo:StreetName) JIOPOXKHOM CETH TOPOJICKOM Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
UHPPACTPYKTYPHI MuH. mmHa: 1.
Makc. mmna: 120
*.10.9. Homep noma 0003HaueHHE J0Ma, KOpITyca, M.SDE.00011 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:BuildingNumberld) CTPOCHUS HopmanuzoBaHHast CTpOKa CHUMBOJIOB.
Mun. nnmmHa: 1.
Maxkc. mmHa: 50
*.10.10. Homep nomemenust | o003HaueHue odrica Wim M.SDE.00012 csdo:1d20Type (M.SDT.00092) 0.1

(csdo:RoomNumberld)

KBapTHPBI

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. mmHa: 1.
Makc. mmmaa: 20
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*.10.11. TTouTOBBIN MHICKC MOYTOBBIM HHAEKC IPEANPUATHS M.SDE.00006 csdo:PostCodeType (M.SDT.00006) 0.1
(csdo:PostCode) IIOYTOBOM CBA3H HopmanusoBaHHast CTpOKa CHMBOJIOB.

Ia6non: [A-Z0-9][A-Z0-9 -]{1,8}A-
Z0-9]
*.10.12. Homep HOMEp a0OHEHTCKOTO SIIIUKa Ha M.SDE.00013 csdo:1d20Type (M.SDT.00092) 0.1
abOHEHTCKOTO SAIINKa HPEANPUATHH TIOYTOBOM CBSA3U Hopmanu3oBanHasi CTpPOKa CHMBOJIOB.
(csdo:PostOfficeBoxId) Mun. anuna: 1.
Makc. mnmuna: 20
*.10.13. Azmpec B TEKCTOBOM | HAOOp DIIEMEHTOB ajpeca, M.SDE.00005 csdo: Text1000Type (M.SDT.00071) 0.1
dbopme IPE/ICTABICHHBIX B CBOOOHOM CTpoKa CHMBOJIOB.
(csdo:AddressText) dbopme B Buje TEKCTa Mun. amuna: 1.
Makc. amuna: 1000
*.11. KOHTaKTHBIN PEKBU3HUT KOHTaKTHBIA PEKBU3UT M.CDE.00003 ccdo:CommunicationDetailsType 0.*
(ccdo:CommunicationDetails) XO3SIHCTBYIONIETO CYyOBeKTa (M.CDT.00003)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BJIO’KEHHBIX 3JIEMEHTOB
*11.1. Kox Buna cBsa3u KOJOBOE 0003HAUEHHE BUAA M.SDE.00014 csdo:CommunicationChannelCodeV2 0.1

(csdo:CommunicationChannel
Code)

cpezcTBa (KaHaja) CBS3U
(temedoH, dakc, sneKTpoHHAs
rnouTa u JIp.)

Type (M.SDT.00163)

3HaueHNE KOJIa B COOTBETCTBHH C
TepeYHEM BUJIOB CPEICTB (KaHAIOB)
CBSI3H.

Mun. qnuna: 1.

Maxkc. mmHa: 20
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*.11.2. HaumeHoBaHue BUa | HAaMMEHOBAHUE BHIA CPEICTBA M.SDE.00093 csdo:Namel120Type (M.SDT.00055) 0.1
CBSI3U (xanana) cs3u (TenedoH, pakc, Hopmanu3oBanHast cTpoka CHMBOJIOB.
(csdo:CommunicationChannel | snekrponHas nmo4ra u jp.) MuH. mHa: 1.
Name) Makc. mmna: 120
*.11.3. Unentudukarop HIOCJICI0BATEIbHOCTH CHMBOJIOB, M.SDE.00015 csdo:CommunicationChannelldType 1.*
KaHaya CBSI3U UACHTUHUIHPYIOLIast KaHaJ CBSA3H (M.SDT.00015)
(csdo:CommunicationChannel | (yka3anue Homepa tesnedona, HopmanusoBaHHast CTpOKa CHMBOJIOB.
Id) daxca, agpeca IEKTPOHHOU MuH. mmHa: 1.
HIOYTHI U Jp.) Makc. amuna: 1000
2.7. Kon Buaa nporeaypsl KOJOBOE 0003HAYEHUE BUAA M.HC.SDE.00425 | csdo:Codel0Type (M.SDT.00179) 0.1
perucTpanuu TPOIIEYPhI PETUCTPAIMN Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
(hcsdo:RegistrationKindCode) MuH. mHa: 1.
Makc. qmuHa: 10
2.8. Ilpumevanue JIOTIOJTHUTEIIBHBIN TOSCHSFOLIHNA M.SDE.00076 csdo:Text4000Type (M.SDT.00088) 0.1
(csdo:NoteText) TEKCT CTpoka CHMBOJIOB.
MuH. quna: 1.
Makc. anmuna: 4000
2.9. Cenenust 006 sTamne cBenenus 00 srane paccmorpenus | M.HC.CDE.00912 | hcedo:ApplicationStatusDetailsType 0.1

paccMOTpeHUs 3asBIICHUSA HA
PETUCTPAIUNIO JICKAPCTBECHHOI'O
npenapara

(hccdo: ApplicationStatusDetails)

3asIBJICHUS HA PETUCTPALUIO
JIEKapCTBEHHOT' O TIpernapara

(M.HC.CDT.00912)
Omnpenensercst 001acTIMU 3HaAYCHUN
BJIOKEHHBIX DJIEMEHTOB
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2.9.1. Koz srama paccMOTpeHus KO/I0BO€ 0003HAUCHHE dTara M.HC.SDE.00082 | hcsdo:ApplicationStatusCodeType 0.1
3asBJICHUS HA PETUCTPAIUIO PacCMOTPEHHMS 3asBJICHHSI HA (M.HC.SDT.00012)
JICKapCTBEHHOTO ITperapara PETHCTPAIHIO JICKAPCTBEHHOTO Hopmanu3oBaHHas CTpOKa CUMBOJIOB
(hcsdo:ApplicationStatusCode) npemnapara
2.9.2. HaumenoBaHwue dTamna HaNMEHOBAHUE dTana M.HC.SDE.00698 | csdo:Name500Type (M.SDT.00134) 0.1
paccMOTpEHHMS 3asBICHHS Ha paccMOTpEHHS 3asBICHUS Ha Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
PETHCTPAIHIO JICKAPCTBEHHOTO PETHCTPAIHIO JIEKAPCTBEHHOTO MuH. mmHa: 1.
nperapara npernapara Makc. aiuna: 500
(hcsdo:ApplicationStatusName)
2.9.3. Jlara JaTta U3MEHEHHUs dTara M.SDE.00131 bdt:DateType (M.BDT.00005) 0.1
(csdo:EventDate) pPaccMOTPEHHSI PETUCTPAIIHOHHOTO O0o3HaveHue TaThl B COOTBETCTBUU C
JIOChE cepueitl cragaaptoB [SO 8601
2.10. Kox mpuanHBI HEBO3MOXKHOCTH | KOJIOBOE 0003HAYCHHUE TIPUIHHEI M.HC.SDE.00488 | csdo:Code2Type (M.SDT.00170) 0.1
paccMOTpeHHS 3asBICHHS HEBO3MOXKHOCTH PaCCMOTPEHHSI Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
(hcsdo: ApprovallmpossibilityReason | 3asiBieHust Ha IpoBeIeHHE Hnuna: 2
Code) IpOLEAYp, CBA3aHHBIX C
perucTpanmen u SKCIepTU301
JIEKapCTBEHHOTO Mpernapara
2.11. CeneHus 0 TOKyMEHTE CBEJICHUS O JIOKyMEHTE M.HC.CDE.00044 | hccdo:RegistrationDossierDocDetails 0.*

PErUCTPAIIMOHHOTO JTOCKE (J1e71a)
(hccdo:RegistrationDossierDoc
Details)

PETHCTPAIIMOHHOTO JI0Che (1e1a)

Type (M.HC.CDT.00023)
Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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2.11.1. Ilpu3Hak NpUHAAICKHOCTH | MIPHU3HAK, OMPEIAEIISFOIINIA M.HC.SDE.00527 | bdt:IndicatorType (M.BDT.00013) 0.1
JOKYMEHTa K PETUCTPAIMOHHOMY | IPUHAJICKHOCTh JTOKYMEHTA K OnHO U3 IBYX 3HAYCHUIL: «truey
J0Che PETUCTPAIIMOHHOMY JIOCKE: (uctuna) win «false» (J10%kb)
(hcsdo:RegistrationFilelndicator) 1 — TOKYMEHT perucTpanuoHHOTO
JI0ChE;
0 — IOKyMEHT PErHCTPAIIMOHHOTO
nena
2.11.2. Homep mokymeHTa HOMEp TOKYMEHTa M.SDE.00044 csdo:1d50Type (M.SDT.00093) 0.1
(csdo:Docld) PETUCTPAIIMOHHOTO Jieja (10Che) Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. niuna: 1.
Makc. mmuna: 50
2.11.3. HauMeHOBaHUE TOKyMEHTa | HAUMEHOBaHHE JOKYMEHTA M.SDE.00108 csdo:Name500Type (M.SDT.00134) 0.1
(csdo:DocName) PErHCTPAIIHOHHOTO Jiefa (I0Che) Hopwmanu3oBaHHas CTpOKa CHMBOJIOB.
MuH. quna: 1.
Makc. anuna: 500
2.11.4. Kon Buia 10KyMeHTa KOJOBOE 0003HAYEHHE BUAA M.HC.SDE.00098 | hcsdo:DrugRegistrationDocCodeType 0.1

PETUCTPALIMOHHOIO JOCHE Ha
JIEKApCTBEHHBIN ITpenapar
(hcsdo:DrugRegistrationDocCode)

JIOKYMEHTA PETUCTPALMOHHOTO
JIOCBE Ha JIEKapCTBEHHBIN
npenapar

(M.HC.SDT.00022)

3HaueHue KoJia BUuja JTOKyMEHTa B
COOTBETCTBUH CO CIIPABOYHUKOM
(xnaccuduxaTopom), HIEHTUDUKATOP
KOTOPOTO OIPE/IeNIeH B aTpuOyTe
«MmeHTrduKaTop CripaBOYHNKA
(xmaccudukaTopa)y.

Mun. quna: 1.

Makc. nnuna: 10
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a) LICHTU(HUKATOP CIIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(kmaccudukaTopa) (kmaccudukaTopa), B (M.SDT.00091)
(arpubyT codeL.istld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. mivna: 1.
Makc. mmuna: 20
2.11.5. HammeHoBaHue BUIa HaMMEHOBAHUE BU/IA JIOKyMEHTA M.HC.SDE.00789 | csdo:Name500Type (M.SDT.00134) 0.1
JOKYMEHTa PErUCTPAIMOHHOTO PETUCTPAIIMOHHOTO JI0ChE Ha Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
J0ChE Ha JICKAPCTBEHHBIH JICKapCTBEHHBIH Mperapar MuH. aiuna: 1.
npemnapar Makc. anuna: 500
(hcsdo:DrugRegistrationDoc
Name)
2.11.6. Kox Buzia 1oKkyMeHTa KOJIOBOE 0003HAYCHHUE BUIA M.HC.SDE.00528 | hcsdo:DrugRegistrationFileCodeType 0.1

PEruCTpaiuoOHHOTO ACJia Ha
JIEKApCTBEHHBIN IIpenapar
(hcsdo:DrugRegistrationFileCode)

JOKYMCHTA PETUCTPALITUOHHOT'O
JAcJia Ha J'IeKapCTBeHHHﬁ npemnapar

(M.HC.SDT.00024)

3HayeHue KoJa BUJa IOKyMEHTa B
COOTBETCTBHUH CO CITPABOYHUKOM
(xnaccuuxaTopom), HIEHTU(DUKATOP
KOTOPOTO ONpEZeNieH B aTpudyTe
«MnentugukaTop cripaBOYHUKA
(xnaccuduxaTopa)».

Mun. nnmmHa: 1.

Makc. anuna: 10
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a) LICHTU(HUKATOP CIIPAaBOYHUKA | 0003HAYCHHE CIIPABOYHUKA — csdo:ReferenceDataldType 1
(kmaccudukaTopa) (kmaccudukaTopa), B (M.SDT.00091)
(arpubyT codeL.istld) COOTBETCTBUH C KOTOPHIM YKa3aH Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
KOJI MuH. mivna: 1.
Makc. mmuna: 20
2.11.7. HammeHoBaHue BUIa HaNMEHOBAHUE BU/IA JOKyMEHTA M.HC.SDE.00901 | csdo:Name500Type (M.SDT.00134) 0.1
JOKYMEHTa PErUCTPAIMOHHOTO PETUCTPAIIMOHHOTO JIejia Ha Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
JieJia Ha JIKApCTBEHHBIN TpenapaT | JEKapCTBEHHBIH mpernapar MuH. aiuna: 1.
(hcsdo:DrugRegistrationFileName) Makc. piuna: 500
2.11.8. lata mokymeHTa JaTa BbIIa4d JIOKYMEHTA M.SDE.00045 bdt:DateType (M.BDT.00005) 0.1
(csdo:DocCreationDate) PETUCTPAIIMOHHOTO Jieja (JI0Che) O0o3HaveHue TaThl B COOTBETCTBUU C
cepueit crannaptoB [SO 8601
2.11.9. Jlata ucreueHus cpoka JlaTa UCTEUCHHUS CPOKa JICHCTBHSA M.SDE.00052 bdt:DateType (M.BDT.00005) 0.1
JeUCTBHS JTOKyMEHTa JIOKYMEHTA PErHCTPAIIMOHHOTO O0o03Ha4YeHUE JaThl B COOTBETCTBHH C
(csdo:DocValidityDate) nena (J0che) cepueii ctannaproB ISO 8601
2.11.10. HaumenoBanue HaMMEHOBAHUE OPTaHU3AIINH, M.SDE.00187 csdo:Name300Type (M.SDT.00056) 0.1
XO3SIMCTBYIOLIETO CyOBEKTA BBIJIABIIICH JIOKYyMEHT Hopmanu3oBaHHast CTpOKa CHMBOJIOB.
(csdo:BusinessEntityName) PETUCTPALIMOHHOTO Jiena (I0Che) MuH. nnuna: 1.
Makc. ngimmaa: 300
2.11.11. Oniucanue s1eMeHTa OTHMCAaHUE JOTOJHUTEIHHOTO M.HC.SDE.01436 | hcsdo:AttributeTextType 0.*

JIOKyMEHTa
(hcsdo:DrugAttributeEnumText)

IMpU3HAaKa TOKYMCHTA

(M.HC.SDT.00215)
Crtpoka CHMBOJIOB.
MuH. nguHa: 1.
Makc. mmna: 4000
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a) KOJ BUa dJIEMEHTa KO/I0BO€ 0003HAYCHHE BU/IA - csdo:Codel0Type (M.SDT.00179) 0.1
JTOKyMEHTa JIONIOJTHUTEILHOTO MTPU3HAKA Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(arpubyT DrugAttributeKind JOKYMEHTa PEerHCTPaluOHHOTO Mun. anuna: 1.
EnumCode) nena (nocke) Makc. mmna: 10
0) HaMMEHOBaHUE BHJIA HaNMEHOBAaHHE BU/IA — csdo:Name500Type (M.SDT.00134) 0.1
AJIEMEHTA JIOKyMEHTa JIONIOJTHUTEIILHOTO MIPU3HAKA Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(arpubyT AttributeKindName) JOKYMEHTA PErUCTPAIIMOHHOTO Mun. anuna: 1.
nena (J10che) Makc. mmaa: 500
2.11.12. JIokyMeHT B OMHApHOM JOKYMEHT PErHCTPAI[HOHHOTO M.HC.SDE.01435 | csdo:BinaryTextType (M.SDT.00143) 0.1
dhopmate nena (mocwke) B hopmare PDF KoneuHas rocienoBaTenbHOCTh
(hcsdo:DocCopyBinaryText) JIBOMYHBIX OKTETOB (0AMTOR)
a) Koj (hopMaTa JaHHBIX KOJ/I0BO€ 0003HaueHue hopmara — csdo:MediaTypeCodeType 0.1
(arpubyT mediaTypeCode) JIAHHBIX (M.SDT.00147)
3HaueHHE KOJIa B COOTBETCTBUH CO
CIPaBOYHUKOM ()OPMATOB JIAHHBIX.
MuH. quna: 1.
Makc. anuna: 255
2.11.13. XML-g0KyMeHT JIOKYMEHT PETUCTPAIIMOHHOTO M.CDE.00081 ccdo:AnyDetailsType (M.CDT.00086) 0.1
(ccdo:AnyDetails) nena (mocee) B hopmate XML Omnpenensiercst 00IaCTAMH 3HAYCHHH
BJIOYKEHHBIX DJICMEHTOB
*.1. XML-gokymeHT conepxumoe XML-nokymeHnra — MIPOU3BOJIBHBIIN 3JIEMEHT. 1.*

IIPOU3BOJIBHOU CTPYKTYPHI

[IpocTpancTBo UMeH: o0oe.
Banunanus: mpou3BoanuTCs Beernaa
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2.11.14. TTocnemoBaTeabHOCTh HOPSIKOBBIM HOMED B M.HC.SDE.00102 | csdo:Codel0Type (M.SDT.00179) 0.1
NpeCTaBICHHS 10Che [0CJICI0BATEIbHOCTH Hopmanu3oBaHHas cTpoKa CHMBOJIOB.
(hcsdo:SubmissionSequence) NPE/CTaBICHHUS J0ChE Mun. aiuna: 1.

Makc. anuna: 10
2.11.15. ATpubyT onepariu CBe/IeHUs 00 Orepalvi, M.HC.SDE.00103 | csdo:Code20Type (M.SDT.00160) 0.1
(hcsdo:OperationAtribute) BBIMOJIHAEMON HaJl JOKYMEHTOM Hopmanu3oBaHHas CTpOKa CHMBOJIOB.

JI0ChE MuH. mmHa: 1.

Makc. mnmuna: 20
2.11.16. HaumeHOBaHKE aKTUBHOW | HAUMEHOBAHHME aKTUBHOM M.HC.SDE.00620 | csdo:Name500Type (M.SDT.00134) 0.1
bapmaneBTHYECKOM CyOCTaHIIMN (bapmarieBTHIECKO# CyOCTaHIIUH Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:ActiveSubstanceName) Mun. amuna: 1.

Makc. anuna: 500
2.11.17. HaumeHnoBaHwue HanMeHoBaHue BeriomorarensHoro | M.HC.SDE.00044 | csdo:Name500Type (M.SDT.00134) 0.1
BCIIOMOT'aTEeIILHOTO BEIIECTBA, BEILIECTBA, BXO/ISIIETO B COCTAB Hopmanu3oBaHHas CTpoKa CHMBOJIOB.
BXOJISIIEr0 B COCTAB JIEKapCTBEHHOTO Tpernapara MuH. mmHa: 1.
JIEKapCTBEHHOTO Ipernapara Makc. aiuna: 500
(hcsdo:AuxiliarySubstanceName)
2.11.18. HaumeHoBanue HAaUMEHOBaHUE M.HC.SDE.00252 | csdo:Name250Type (M.SDT.00068) 0.1

(hapMareBTUIeCKOoro MpoayKTa
(hcsdo:DrugProductName)

(dapMaleBTUYECKOTO MPOTYKTa

HOpMaJ'II/ISOBaHHaS[ CTpOKa CUMBOJIOB.

Mun. npnmHa: 1.
Makc. mmna: 250
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2.11.19. Onucanue noka3aHui K OIKCaHKE MMOKa3aHMs K M.HC.SDE.00079 | csdo:Text4000Type (M.SDT.00088) 0.1
MPUMEHEHHIO NPUMEHEHHUIO CTpoka CHMBOJIOB.
(hcsdo:IndicationText) Mun. aiuna: 1.
Makc. ninuna: 4000
2.11.20. HanmeHoBaHue HaMMEHOBAHUE MPOU3BOIUTEIIS M.HC.SDE.00235 | csdo:Name300Type (M.SDT.00056) 0.1
MPOM3BOAUTEIS Hopmanu3oBaHHas CTpOKa CHMBOJIOB.
(hcsdo:ManufacturerName) Mun. anuna: 1.
Make. gmuna: 300
2.11.21. YHUKaJIbHBIH YHUKaJIbHBIN HIIeHTH()UKATOP M.HC.SDE.02010 | csdo:UniversallyUniqueldType 0.1
UICHTUPHUKATOP TOKYMEHTa JIOKYMEHTa PETUCTPALMOHHOTO (M.SDT.90003)
(hcsdo:DocUUId) nena (10cne) 3HadeHue uaeHTH(GuKaropa B
coorBercTBuH ¢ ISO/IEC 9834-8.
[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}
2.12. TexHonoruueckue COBOKYITHOCTH TexHonoruueckunx | M.CDE.00032 ccdo:ResourceltemStatusDetailsType 0.1
XapaKTEePUCTHKH 3aIHCH O0IIEero CBEIICHUH O 3aIHCH O0IIEero (M.CDT.00033)
pecypca pecypca Omnpenensercst 001acTSIMU 3HAYCHUN
(ccdo:ResourceltemStatusDetails) BIIO’KEHHBIX DJIEMEHTOB
2.12.1. lepuon neiicTus nepuo aerctus 3amucu oomero | M.CDE.00033 ccdo:PeriodDetailsType (M.CDT.00026) | 0..1

(ccdo:ValidityPeriodDetails)

pecypca (peectpa, nepeuns, 0a3bl
JTAHHBIX )

Omnpenensiercs 006IacTsIMU 3HAYSHUN
BIIO’KEHHBIX DJIEMEHTOB
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*.1. HavanbHast 1ata u BpeMs HayaJlbHas JaTa ¥ BPpeMsI M.SDE.00133 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:StartDateTime) O6o3HaueHue JaThl ¥ BDEMEHHU B
COOTBETCTBHH C cepuel cranaapTos ISO
8601
*.2. Koneunas nara u Bpems KOHEYHast JaTa U BpeMs M.SDE.00134 bdt:DateTimeType (M.BDT.00006) 0.1
(csdo:EndDateTime) O0o3HaueHue TaThl ¥ BPDEMEHHU B
COOTBETCTBHUH C cepueit cranaapTo ISO
8601
2.12.2. Jlata u BpeMst OOHOBICHHS | AaTa ¥ Bpems ooHoBienus 3amucu | M.SDE.00079 bdt:DateTimeType (M.BDT.00006) 0.1

(csdo:UpdateDate Time)

o0miero pecypca (peectpa,
nepeyHsi, 0a3bl TaHHBIX)

O0o3HaueHue AaTbl U BPCMCHU B

COOTBETCTBHH C cepuel cranaaptos ISO
8601
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B) B Tabmuiie 20:

B HAMMEHOBAaHUU, MO3UIUK | Tpade TpeThel clioBa «EAMHOTO PEECTpay
3aMEHUTH CIIOBAMH «EIUHOTO peecTpa UK €IUHOU 0a3bl JTaHHBIX);

B MO3UIMU 5 rpade TpeThell ciloBa «EAMHOTO PEECTpa» 3aMEHUTH
CJIOBaMU «EJIMHOTO pEeCcTpa, CANHOM 0a3bl JaHHBIXY;

r) B myHKTe 30 CclIoBa «€IMHOTO PEECTPay» 3aMEHUTh CIIOBAMU «EIUHOTO
peecTpa Ui eIUHOU 0a3bl JaHHBIX);

1) B TabnuIe 22 B HAUMEHOBAHHUH CJIOBA «EJIMHOTO PEECTPa» 3aMEHUTD

CJIOBaMU «EJIMHOTO PEECTpa WM €IMHOMN 0a3bl JaHHBIX.




