i
O0/71€11

O BHeceHnn u3meHeHui B Pemenne Komrernn EBpasuiickoit 3KOHOMIIECKOH KOMACCHH OT
25 oxta6ps 2016 . Ne 122

Pemenue Komnernn EBpazuiickoil 3koHOMHUUECKOU koMuccuu ot 29 utonst 2026 roga Ne 77
B cootBerctBuu ¢ mynkToM 30 I[Iporokona 06 nHpOpMALMOHHO-KOMMYHUKAIIMOHHBIX
TEXHOJOTUSX M HMH()OPMALIMOHHOM B3aMMOJEHCTBUM B paMkax EBpasuiickoro
PKOHOMHUYECKOro coro3a (mpuioxenue Ne 3 k JloroBopy o EBpa3suiickoM 3KOHOMHUYECKOM
coto3e ot 29 mas 2014 rona) Konnerus EBpasuiickoil 5KOHOMHYECKON KOMUCCUHN PEIIIIA:

1. Buectu B Pemienne Konnerun EBpa3uiickoit 5KOHOMHUYECKON KOMUCCUU OT 25 OKTAOpS
2016 r. Ne 122 "O TeXHONTOTHYECKUX JOKYMEHTaX, PErJIaMEHTUPYIONINX UHPOPMAIIMOHHOE
B3aMMOJICHCTBUE TPU peaIM3alMU CPEICTBAMU HHTETPUPOBAHHOW HHPOPMAIMOHHON
cucteMbl EBpa3uilckoro »KOHOMHYECKOTO coo3a oOmiero mpouecca "dopMupoBaHue,
BEJICHUE U MCIIOJb30BAaHUE €JUHOTO PEECTPA 3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB
EBpa3uiickoro 3kOHOMHYECKOI0 COI03a" M3MEHEHUS COIIaCHO MPUIIOKEHUIO.

2. Hacrosniee Pemenne Bctynaer B cuity 1o ucredyeHun 30 KaJeHIApHBIX AHEH ¢ 1aThl
€ro opuIMaIbHOrO OMyOJINKOBAHUS.

Ilpencenarensr Komnernu
Lo . b. Carnaraes
EBpasuiicko¥ 5KOHOMHYECKOH KOMHUCCHH

IMPUJIO’KEHUE
k Pemenuto Komternn
EBpasuiickoil 5KOHOMHUECKOH KOMHCCUHI
ot 29 urond 2026 r. Ne 77

N3MEHEHW ],
BHOCHMEIEe B Pemenne Komnernu EBpasuiickoit SJKoHOMIIeCKOi KOMUCCHH OT 25 okTAOpst 2016 T.
Ne 122

1. B IlpaBunax MHPOPMAITMOHHOTO B3aUMOACHCTBHS NMPH PeaInu3aliu CPeICTBaMU
WHTETPUPOBAHHON HHGOPMAIMOHHON CHCTEeMbl EBpPa3suiicCKOTO 3KOHOMHUYECKOTO COH03a
obmero mnpomecca "®opMHpoBaHWE, BEJACHHE M HCIOJIL30BaHHE EIMHOTO peecTpa
3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX CpelNCcTB EBpa3suiickoro 3KOHOMHYECKOTO COro3a’,
YTBEPIKJICHHBIX YKa3aHHBIM PerenneM:

a) B Tabmmre 11:
no3uim P.MM.01.CLS.009 u P.MM.01.CLS.010 uckaounTs;
JOTIOJTHUTH TIO3UIUSMH CJICAYIOIIETO COACPIKAHMUS:

CONEPKUT
CIIPaBOYHUK IIepeYeHb KOJOB
INPUYUH 1 HaMMEHOBAHUI
NIPUOCTAHOBKU NPpUYUH
" NEeUCTBUS [IPUOCTAHOBKU

CTIPaBOYHHK



P.MM.01.CLS  perucrpauuoHHO JnencTBuUs

.028 r o PErucTpaloOHHO
YIOCTOBEPEHUS r o
YAOCTOBEPEHUS
COIEPKUT
CIIPaBOYHUK nepevyeHb KOJ0B
P MM.01.CLS YCJIOBHIA OTMEHBI I/IHaI/IM?HOBaHI/II?I )
029 PETHCTPAalMOHHO CIPAaBOYHHUK YCIIOBH OTMEHHBI ";
r o PETUCTPALIOHHO
YAOCTOBEPEHUS r o
YA0CTOBEPEHUS

0) B myHrtax 201, 202 cioBa "o HOBOM 3asiBJICHUU Ha IPOBEICHUE MPOLEAYP PETUCTPALIIN
JIEKapCTBEHHOTO Tpernaparta st GOpMHUPOBaHUS €IMHON 0a3bl JaHHBIX' 3aMEHUTH cioBamu "
B €/IUHYIO 0a3y JaHHBIX";

B) B Tabsmie 100:

B HAaMEHOBAHUU CJIOBA "O HOBOM 3asiBJICHUM HA MPOBEJEHUE MPOLEAYp PETUCTpalun
JIEKapCTBEHHOTO MpernapaTta /st GOpMHUPOBAHUS €IUMHON 0a3bl JaHHBIX' 3aMEHUTH ciIoBamu "
B €IMHYI0 0a3y NaHHBIX";

B o3uniuu P.MM.01.0OPR.073 B rpade BTOpoOii CI0BO "MOTYyICHHBIX " UCKITIOYHTD;

r) B Tabnuie 103 B HauMeHOBaHUU U Tpade TpeThel MO3UIUU 2 CI0BO "MOJydeHHBIX"
UCKJIIOYUTH;

n) B tabmuie 108 komoBoe o6o3naueHue "P.MM.01.OPR.088" 3amMeHUTH KOJOBBIM
o6o3nauenueMm "P.MM.01.0OPR.078";

e) B Tabnuie 110 B HauMeHOBaHUU | Tpade TpeThel mo3unuu 2 cioBa "oOpabdoTka
CBEJICHUI" 3aMEHUTH CJIOBaMU "00pabOTKa CBEICHUH IS UCKITIOUCHHUS .

2. B PernamenTte MHGOPMAIMOHHOTO B3aMMOJEUCTBHS MEXKIY YMOJIHOMOYEHHBIMU
OpraHaMM TOCyJIapCTB — WICHOB EBpa3suiicKOro 3KOHOMHYECKOrO COr03a U EBpazuickou
DKOHOMHYECKOM KOMHCCHEM IIpH peajnn3aluu CPEACTBAMH HMHTETPUPOBAHHOMN
MH(OpPMAIIMOHHON cucTeMbl EBpa3uilcKoro SKOHOMHYECKOTO cOro3a oOmiero mpoiecca "
dopMHUpoOBaHUE, BEICHUE M HCMOJb30BAHUE €IMHOTO peecTpa 3aperucTPUPOBAHHBIX
JEKapCTBEHHBIX CpPEeACTB EBpa3miicCkoro »KOHOMHUYECKOTO CO03a", YTBEPKICHHOM
yKa3aHHbIM Perienuem:

a) B Tabnure 26:

B MO3UIMU 2 Tpady BTOPYIO U3J0KUTh B CIAEAYIONIECH pelakiuu: "3HaueHue peKBU3uTa "
Toprosoe mHanmeHoBanue jekapcTBeHHoro npemapara’ (hcsdo:DrugTradeName) B coctase
pekBusnuTa "CBeleHUsI O PerucTpaluy JEKApCTBEHHOTO IMperapara B rocyaapctBe-uiieHe"(
hccdo:DrugCountryRegistrationDetails) gokHO coBnagath cCo 3HAaUEHUEM PEKBHU3UTA
Toprosoe HanmeHoBanue jekapctBeHHoro npemnapara’ (hcsdo:DrugTradeName) B coctase
pekBusuta "Csenenuss o peructpauun” (hcecdo:CountryDrugRegistrationDetails),
nepeaHHoM B cooOmieHun obmiero mporecca "CBefeHus O pacCMOTpeHUU 3asBieHUS" (
P.MM.01.MSG.033), B OoTBET Ha KOTOpPOE€ IMOJYy4Ye€HO CcOOoOIIeHne oOliiero mpoiecca "

"



Csenenust o HoMepe 3asBieHust (P.MM.01.MSG.013), conepxalniee 3HaueHHE PEKBU3UTA "
Homep 3asBienuss o peructpanuu JjiekapctBeHHoro mnpenapata’ (hcsdo:Applicationld),
COBIIAJIAlOIIEe CO 3HaYEHNEM pekBu3uTa "Homep 3asBieHns 0 perucTpaluu JeKapCTBEHHOTO
npenapata” (hcsdo:Applicationld), momydennom B coobmieHuun ooiero mpoiecca "CpeaeHust
0 MOPSIIKOBOM HOMepe peructpanronHoro yjnocrosepenus” (P.MM.01.MSG.015), kotopoe
COJIEPXKUT 3HaueHue pekBu3utTa "llopsaKOBBIA HOMEP PErUCTPAIMOHHOTO YIOCTOBEPEHHUS
nekapctBeHHoro npenapata’ (hcsdo:RegistrationNumberld), coBmanaromiee co 3HaueHHEM
pekBusuTa "[lOpSAKOBBIE HOMEpP PETUCTPANMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapara" (hcsdo:RegistrationNumberld) B nepenaBaembix B Equnslii peectp cBeneHusX";
JIOTIOJIHUTB TIO3UIIMEN CIIEIYIOIIETO COACPKAHUS:

€CJIM 3aT0JTHEHO HE MEHee
2 3K3eMIUIIPOB PEKBU3UTA
"Cpoxk TOIHOCTH
JeKapCTBEHHOTO
npemnapara” (hcsdo:
ShelfLifeDurationDetails),
TO PECKBU3HT

"

Y g7 HaumeHoBaHHE "
nexapcteenHoi dopmel” (
hcsdo:DosageFormName)
B COCTaBE pPEKBU3HTA
Cpoxk TOTHOCTH
J€KapCTBEHHOI'O
npemnapara" (hesdo:
ShelfLifeDurationDetails)

JOJIDKCH OBITH 3aIIOJIHEH

0) B Tabnuie 27 B no3uruu "3-82":
B rpade neproit uudpsl "3-82" 3amenuts nudppamu "3-87";
B rpade BTOpoi mudpsr "3-85" 3amenuts nudpamu "3-87", cmosa "tabmuier 20"
3aMCHHUTH CJIOBaMU "TaOauIsl 26";
B) Ta0nuIy 35 JOMOJHUTH NO3ULIUEN CIIEIYIONIETO COIEPKAHUS:

3HAaYCHUIO,
coaepxameMmycs B
pexkBuzure  "Howmep
3asBJICHUS O PETUCTPALINU
JEKapCTBEHHOI'O
npenapara” (hesdo:
Applicationld) nomxHno

" 4 COOTBETCTBOBATh TOJIBKO 1 ";
YHHKalIbHOC 3HAaYCHHE
pexBm3uTa "[lopsaaKoBBIT
HOMEp PErucTParoOHHOTO
yIOCTOBEPEHHUS
JEKapCTBEHHOTO
npemnapara" (hesdo:
RegistrationNumberld)

T) Ta0nuILy 46 U3JIOXKUTH B CIEAYIONIEH PeIaKIiu:



"Tabnuna 46

TpebGoBaHMA K 3aII0THEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKYMEHTOB (cBeieHHi) "CBeieHnd 0
paccMOTpEHNH 3asBieHHUA U (W) peructpanuorHoro gocke" (R.HC.MM.01.006), nepenaBaeMbIx
B coobmeruu "CBezierns o paccMorpennu 3assierus” (P.MM.01.MSG.033)

dopmMynaupoBKa

Kox tpeboBanms
TpeOOBaHUS

pexBuzut  "Howmep
3asBJICHUS O PETUCTPALINU
J€KapCTBEHHOTO
npenapara” (hesdo:
Applicationld) nmomxen
OBITH 3allOJIHEH, €CIH
pexBm3utr "Kom »srama
PacCMOTpEHHs 3asiBIICHUS
Ha perucTpanuio
JEeKapCTBEHHOTO
npenapara” (hesdo:
ApplicationStatusCode) ne
conepxkut 3HaueHue "01 —
TpHeM 3asBICHUSA" U KOJ
CTpaHBb! YIOJIHOMOYEHHOI'O
opraHa, HalpaBUBILIETO
cooOmeHune He
COOTBETCTBYET 3HAYEHHIO
pexBmsuta "Kox crpansr” (
csdo:UnifiedCountryCode)
B COCTaBe TOrO JXKe
SK3eMIUIIpa pekBu3uTa "
Caenenus o peructpanun”
(hccdo:
CountryDrugRegistrationD
etails), B KoTopom
3HaueHne pexsmiuta "Kon
ponu rocyaapcTBa-uwieHa"
(hcsdo:CountryKindCode),
COOTBETCTBYET 3HaYEeHUIO "

01 - pedepeHTHOE
rocyaapcrao”
PEKBU3UT "Homep

3asBJICHUS] O PETHCTPALH
JeKapCTBEHHOTO
npemnapara" (hesdo:
Applicationld) momxen
OBITH 3aIlOJIHEH, €CJIH
pexBuzuT "Kom osTama
paccCMOTpEHUsl 3asIBIICHUS
Ha perucTpanuro
JE€KapCTBEHHOTO
npemnapara" (hcsdo:
ApplicationStatusCode) we
coneput 3Havyenue "01 —



npueM 3asBICHUS", KOJ
CTpaHbl YIOJIHOMOYEHHOTO
OpraHa, HaIpPaBUBIIETO
coobuieHue, HE
COOTBETCTBYET 3HAYCHHIO
pexBusuta "Kox crpanst” (
csdo:UnifiedCountryCode)
B COCTaBE€ TOTO K€
9K3EMIUISIpa PEKBU3HTA
CBeneHns 0 peructpanun’
(hccdo:
CountryDrugRegistrationD
etails), B KkoTOpOM
pexBusutr "Kom ponu
rocyjapcrBa-uieHa" (
hcsdo:CountryKindCode),
COOTBETCTBYET 3HAYCHUIO "
02 — rocymapcTBo
npusHaHusA" U 3HaUYEHUe
pexsusuta "Koax Bujaa
JOKyMeHTa
PETUCTPALIMOHHOTO J10Che
Ha  JEKapCTBEHHBIN
npemnapat" (hesdo:
DrugRegistrationDocCode)
B COCTaB€ CJIOXKHOTIO
pexBuszuta "CBeneHus o

n

JOKYMEHTE
PETHUCTPAIHOHHOTO JOChE (
nena)" (hccedo:

RegistrationDossierDocDet
ails) He cooTBeTCTByET
3Hauenuro "01003 —
3asBlICHHE O BHECCHHHU
U3MEHEHUHU B
PErHCTPAllOHHOE IIOChE
JEKapCTBEHHOTO
npemapara"

PEKBU3UT "Homep
3asBJICHUS O PETUCTPALINU
JEKapCTBEHHOI'O
npenapara” (hesdo:
Applicationld) He nomken
OBITH 3alOJIHEH, €CIH
BBIMTOJTHEHO CIIeIyonIee
yCIIOBHE:

Hanpasnenue oT
YTIOJIHOMOYEHHOTO OpraHa
pedepeHTHOTO

rocynapctBa B Komuccuro
IEepBOTO COOOLICHHUS O
MOCTYIJICHUH HOBOTO

3asBieHns. CooOmienne
HAIPaBIACTCS C LENbI0



MoJy4eHUss HoMmepa
3asIBICHUS
YHOIHOMOYEHHBIM
opraHoM pegepeHTHOTO
rocynapctsa. B Takoit
CUTyallUM peKBU3UT "
Homep 3asBnenus o
perucrpanuu
JE€KapCTBEHHOTO
npenapara" (hcsdo:
Applicationld) HE
3aI0JIHSETCS, IPHA ITOM:

a) pexBusut "Kopg stama
paccMOTpeHusl 3asiBICHUS
Ha perucTpanuio
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
ApplicationStatusCode)
JIOJDKEH COOTBETCTBOBATH
3HadyeHuo "0l — mpuem
3asBJICHUS "

6) kox cTpaHbl
YIIOJIHOMOYEHHOT'O OpraHa,
HalpaBHBLIETO COOOIIEHNE
, IOJDKEH COOTBETCTBOBATh
pexBusuty "Kox crpansr” (
csdo:UnifiedCountryCode)
B COCTaBe€ TOTO K€
9K3EeMIUISIpa PEKBU3HTA
Csenenus o peructpanuu”
(hccdo:
CountryDrugRegistrationD
etails), B KOTOpOM
pexBusutr "Kox posn
rocyjapcrBa-usieHa" (
hcsdo:CountryKindCode),
COOTBETCTBYET 3HaYEHUIO "
01 — pedepeHTHOE
rocynapcTso".

n

PEKBU3UT "Homep
3asBJICHUS O PETHCTPALNN
JE€KapCTBEHHOTO
npenapara" (hcsdo:
Applicationld) He moymKeH
OBITH 3aIlOJIHEH, €CIIH
BBITMIOJIHEHO ClIeyIoliee
yCIIOBHE:

Hanpasnenue oT
YIIOJITHOMOYEHHOTO OpraHa
rocyJapcTBa MpU3HAHUS B
Komuccuro  mepsoro
cooO0mennsa 0
MOCTYIJICHUHN HOBOTO
3asiBJIGHHUST O BHECEHHH



H3MEHEHUH B
PETUCTPAIIIOHHOE JI0ChE
3aperucTPUPOBAHHOTO
JE€KapCTBEHHOTO
npemnapara
YHOJIHOMOYEHHBIM
OpraHoM TrocyaapcTBa
MpU3HAHUA oe3
MPUBJICUCHUS
YTIOJIHOMOYEHHOTO OpraHa
pedepeHTHOTO
rocynapcrsa B Cilydasx,
IpeayCMOTPEHHBIX
[IpaBunamu peructpanuu (
nyHKT 2.1.5 [punoxenus
Ne 19 TIlpaBunx
perucTpanu B pelaKkiiu
Pemenus Cosera
Komuccun ot 29 mas 2024
r. Ne 43). CooOuienue
HaIpaBIIsIETCsl C LENbBIO
MOJTydYeHUsT  HOMepa
3asIBICHUS
YHOJIHOMOYEHHBIM
OpraHoM rocyJapcTBa
npusHaHus. B Taxoit
CUTyallll  PEKBU3UT
Homep 3asBneHus o
perucrtpanuu
JE€KapCTBEHHOTO
npenapara” (hesdo:
Applicationld) HE

"

3aI0JHSETCS, TP ITOM:
a) peksusut "Koja stama
PACCMOTpPEHUS 3asBICHUS
Ha perucTpaiuio
JeKapCTBEHHOTO
npemnapara” (hcsdo:
ApplicationStatusCode)
JIOJDKEH COOTBETCTBOBATH
3HaueHuro "0l — mpuem
3asBJICHU";

6) kox cTpaHbl
YIOJIHOMOYEHHOT'O OpraHa,
HaIpaBUBIIETO COOOIICHHE
, IOJDKEH COOTBETCTBOBATh
pexBusuty "Kox crpansr” (
csdo:UnifiedCountryCode)
B COCTaBe€ TOTO K€
JK3eMIUISIpa PEKBU3UTA
Ceenenns o peructpaun’
(hccdo:
CountryDrugRegistrationD
etails), B KkoTOopoM

n



pexBuszutr "Koax ponu
rocyjapcra-uieHa" (
hcsdo:CountryKindCode),
COOTBETCTBYET 3HAYCHUIO "
02 — rocymapcTBo
IpU3HaHUA";

B) pekBu3uT "Kon Buna
JOKyMeHTa
PETUCTPALMOHHOTO JI0Che
Ha  JIEKapCTBEHHBIH
npenapat"” (hesdo:
DrugRegistrationDocCode)
B COCTaBe€ CJIOXHOIO
pexBuzuta "CBeneHus o
JOKyMEHTE
PETHUCTPALMOHHOTO J0Che (
nema)" (hccedo:
RegistrationDossierDocDet
ails) JIOJIKEH
COOTBETCTBOBATH
3HaueHnuro "01003 —
3asBJICHHE O BHECCHHH
U3MEHEHUHU B
PETUCTPAIIIOHHOE JI0ChE
JE€KapCTBEHHOTO
npemapata"

JIOJDKEH OBITh 3amojHeH 1
IK3EMILISP PEKBU3UTA
CBeneHHsa 0 pacCMOTPEHUHU
3asBiIeHUS W (HMIJIN)
PETUCTPAIIMOHHOTO J0che"
(hccdo:
DrugApprovalApplication
Details)

"

3HaueHue pekBu3uT "Kox
cTpaHsbr" (csdo:
UnifiedCountryCode) B
COCTaBE  CIIOXKHOTO
pekBusuta "CBeneHUs o
paccMOTpEeHHH 3asIBICHUS
1 (WIHM) PEeTUCTPAIIMOHHOTO
nocne"” (hccedo:
DrugApprovalApplication
Details) JOJI)KHO
COOTBETCTBOBATH
3HAYCHUIO, YKa3aHHOMY B
3aromoBke wsa:ReplyTo
cooOuieHns

ecnu pexkBu3uT "Kox Buna
JOKYMEHTa
PETHUCTPAIHOHHOTO JTOCHE
Ha  JIEKapCTBEHHBIH
npemnapat" (hcsdo:



DrugRegistrationDocCode)
B COCTaBE€ CJOXXHOILO
pexkBusuta "CBeneHUS 0

JOKYyMEHTE
PETHCTPAITMOHHOTO JTOChe (
nena)" (hccedo:

RegistrationDossierDocDet
ails)  coorBercTBYyeT
3Hayenuro "01002 —
3aABICHUE O PETHCTPALNN
JE€KapCTBEHHOTO
npemnapara JUTSL
MEJULIUHCKOTO
MpUMeHeHHs (IPUBEICHUN
PETUCTPAIMOHHOTO JI0ChEe
JE€KapCTBEHHOTO
Ipernapara B COOTBETCTBHUE
c TpeOOBaHUIMHU
EBpasuiickoro
SKOHOMHYECKOI0 cor03a)",
TO pekBHU3UT "TlopsaAKOBBIH
HOMEp PErHCTPaliMOHHOTO
yIOCTOBEPEHHUS
JE€KapCTBEHHOTO
npenapara” (hesdo:
RegistrationNumberld) ne
3aI0JHsETCS

eciu pexBm3ut "Kox Buma
JOKyMeHTa
PEerucTpallMOHHOTO J0ChE
Ha  JIEKapCTBEHHBIH
npenapat"” (hcsdo:
DrugRegistrationDocCode)
B COCTaB€ CII0XHOTO
pexBu3uTa "CBeaeHHS O
JOKyMEHTE
PErUCTPAaMOHHOTO J0Che (
nema)" (hccedo:
RegistrationDossierDocDet
ails)  cooTBeTCTBYeET
3HageHuo "01003 -
3asBJIEHHE O BHECECHHUHU
U3MEHEeHU B
PEeruCTpaIiOHHOE JI0ChE
JEeKapCTBEHHOTO
mpemaparta’ WA 3HAYSHUIO
"01004 — 3asBIEeHHE O
nepeperucTpanuu
JIEKapCTBEHHOT O
npenapara, TO peKBU3UT "
ITopsinkoBell  HOMED
perncTpanmoHHOTO
yIOCTOBEPEHHUS
JE€KapCTBEHHOTO



10

npemnapara" (hesdo:
RegistrationNumberld)
JOJDKEH OBITH 3aI0HEH U
JOJDKEH COIEpXKaTbCsi B
aKTyallbHOM  3amucu
€AMHOr0 peecTpa, HpH
9TOM KOJX CTpaHbl
YIIOJIHOMOYEHHOTO OpraHa,
HalpaBHUBIIETO COOOIICHNE
, IOJDKEH COOTBETCTBOBATh
KOJy TrocylapcTBa-1ieHa
YIIOJIHOMOYEHHOT'O OpraHa,
NpeJCTaBUBIIETO
aKTyaJlbHYIO 3alluch B
€IUHBIN peecTp

JOJDKHBI TIPUCYTCTBOBATh
OAWH WIH HECKOJIBKO
SK3eMIUIIPOB PEKBU3UTA
Csenenus o peructpanun”
(hccdo:
CountryDrugRegistrationD
etails), ®W3 KOTOPBIX
IEPBBIM  3K3EMILIAP
JOJKEH  COJepxkKaTh
pexBusutr "Kox ponu
rocyjapcrBa-uieHa" (
hcsdo:CountryKindCode),
COOTBETCTBYIOUINIT
3HaueHuro "0l —
pedepenTHOE rOCYAapCTBO
", a B ApyTUX IK3eMIUIIpax
STOT PEKBHU3UT JOJIKEH
COOTBETCTBOBATH

"

3Havenunto "02 -
TroCyJapCTBO MpU3HaHUSA"

"

3HaYCHHUs] PEKBU3HTOB
Kox crpamn" (csdo:
UnifiedCountryCode) e
MOT'YT HOBTOPSITBCSI CPEAN
SK3eMIUISIPOB peKBHU3HUTA "
Caenenus o peructpanun”
(hccdo:
CountryDrugRegistrationD

etails)

B KaXJOM D3K3eMILIIpe
pexBuzuta "CBeneHus o
perucrpanuu” (hcedo:
CountryDrugRegistrationD
etails) pexBm3utr "Kon
cTpaHb" (csdo:
UnifiedCountryCode)
JOJDKEH  COoJepXkaTh
KOJ0BO€ 00O03HaUYeHHE



11

12

13

14

rocyfapcTBa-ujieHa U3
KJIacCHU(UKATOpa CTpaH
MHpa, YKa3aHHOTO B
pasznene VII IlpaBun
HHPOPMALITOHHOTO
B3aUMOACHCTBHS, a
aTpuOyT "nnentudukaTop
CIpaBOYHHUKA (
kinaccudukaropa)" (
aTpudyT codeListld) B ero
cocTaBe JOJKEH
collep)kaTh 3HAYCHHUE
2021"

"

B KaXIOM DJK3eMILIIpE
pexBm3uTa "CBeaeHHus O
peructparuun" (hcedo:
CountryDrugRegistrationD
etails) pexsusur "Toprosoe
HaUMEHOBaHUEC
JAEKapCTBEHHOTO
npemnapara" (hcsdo:
DrugTradeName) nomxeH
OBITh 3aITOJIHEH

ecnu pexkBu3uT "Kox Buna
TIPOIEAYPHI peructpanun’
(hesdo:
RegistrationKindCode)
3aI0JHEH, TO OH JIOJDKCH
COOTBETCTBOBATh OJIHOMY
W3 3HAYCHHI:

01 - nmpouenypa
B3aMIMHOTO TIPU3HAHUS,

02 — neueHTpanu3OBaHHAS
MpOIeAypa;

03 — peructpamusa no
HHHUIIUATHUBE
YIOJHOMOYEHHOTO OpraHa
rocyJapcTBa-ujieHa

pekBu3ut "CeeneHus o0
JTame  PacCMOTPCHHS

3asBICHUS Ha
perucTpamnuio
JEKapCTBEHHOTO
npenapara"” (hccdo:

ApplicationStatusDetails)
JOJDKEH OBITH 3allOJHEH U
JOJDKEH  COAepIKaTh
HHPOPMAIHIO O TEKYyIIEM
JTamne

pexBuszut "Kopx osrana
PACCMOTpPEHUS 3asBICHUS
Ha peTHCTpaIuio
J€KapCTBEHHOTO



15

16

17

18

npemnapara" (hesdo:
ApplicationStatusCode)
JOJDKEH COOTBETCTBOBAThH
OJHOMY H3 CIEIYIOUINX
3HAYEHUI:

01 — mpuem 3asBICHMUS;

02 — sxcmepTH3a 10Cke;

03 — anpobanus MeTom0B
KOHTPOJIS] KAYeCTBa;

04 — HHCODEKIHUA
MIPOU3BOJICTRA,
05 - moAroToBka

9KCMEPTHOTO OTYETA;
06 — omnobOpeHue
9KCMEPTHOTO OTYETA;

07 — oTKaz;

08 — oT3BIB 1O OOpAaIIEHHIO
3asBUTEJIS,

99 — npyroe

eciu pekBm3ut "Kop sTama
PacCMOTpEHHs 3asiBIICHUS
Ha perucTpaiuio
JEeKapCTBEHHOTO
npenapara” (hesdo:
ApplicationStatusCode)
COOTBETCTBYET 3HAUCHHIO '
99 — npyroe", TO pEKBU3UT

"HammenoBanue »sTama
paccCMOTpEHUsl 3asIBIICHUS
Ha perucTpanuo
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
ApplicationStatusName)
3arotHAeTCS 0053aTEIBHO

B COCTaBE PEKBH3HUTA
Csenenust 00 odrame
paccMOTpeHUsl 3asiBICHUS
Ha perucTpaiuio
JeKapCTBEHHOTO
npenapara" (hccedo:
ApplicationStatusDetails)
JOJDKEH OBITh 3aroJIHeH
pexkBusutr "Jlata" (csdo:
EventDate)

HE 3aloJIHAETCS PEeKBU3UT "

Kon MPUYUHBI
HEBO3MOXHOCTH
paccMoTpeHus 3asBiaeHUs"
(hesdo:
ApprovallmpossibilityReas
onCode)



19

20

21

JIOJDKEH TPUCYTCTBOBATH
POBHO OJUH 3K3EMILISP
pexBuszuta "CBeneHus o

JOKYMEHTE
PETUCTPAITOHHOTO T0ChE (
nena)" (hccedo:

RegistrationDossierDocDet
ails)

pexBuszut "l[lpuzHaAK
MPUHAIIC)KHOCTH
JTOKYMEHTAa K
pEerUCTPalMOHHOMY JTOChe"
(hcsdo:
RegistrationFileIndicator)
JIOJDKEH OBITh 3aMOJHEH U
IOJKEH COOTBETCTBOBATH 1
13 3HAYCHU:

"0 - JOKYMEHT
perucTpanroHHoOro sena';
"1 - JTOKYMEHT
PETUCTPAIIIOHHOTO JT0Che"

€CIIM 3HAYCHHE PEKBHU3HUTA
"IIpusHak
NPUHAIIEKHOCTH
JOKyMEHTa K
pEerUCTpaluOHHOMY JTOChe"
(hcsdo:
RegistrationFileIndicator)
COOTBETCTBYET 3HAYCHUIO "
1 - JOKYMEHT
PETHCTPAIIIOHHOTO T0Che",
to pexBusutr "Koa Buaa
JOKyMeHTa
PETUCTPAaIMOHHOTO JI0Che
Ha  JIeKapCTBEHHBIH
npenapat"” (hesdo:
DrugRegistrationDocCode)
B COCTaBe CJOXXHOIO
pexBuzuta "CBeneHus o

JOKYMEHTE
PETUCTPALMOHHOTO J0Che (
nema)" (hccedo:

RegistrationDossierDocDet
ails) momkeH OBITH
3aIl0JIHEH M €ro 3HaueHHe
JOJDKHO — COJIepKaTh
KOJI0BO€ 0003HaUYeHHE
BHJIAa JOKyMEHTa U3
KiraccuukaTopa BHIOB
JOKYMEHTOB
PETHCTPALMOHHOTO JI0Che
JEeKapCTBEHHOTO
npernapara, yKa3aHHOTO B
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pasgene VII IlpaBun
NHPOPMAIMOHHOTO
B3aMMOJEHCTBHS, a
aTpulyT "uaeHTudUKaTOP
CIpaBOYHHUKA (
kjaccugukaropa)" (
atpudyt codeListld) B
COCTaBe 3TOTO PEKBH3MTA
JOJDKEH  COJepXkaTh
3Hagenne "2058".

OJWH U3 DK3EMILISIPOB
pexBuzuta "CBeneHus o

JOKYyMEHTE
PEeTHUCTPAIHOHHOTO JOChE (
nema)" (hccdo:

RegistrationDossierDocDet
ails) nmoymkeH copep)kaTth
pexBusutr "Kox Buzaa
JOKYMEHTA
PETHCTPAIMOHHOTO JO0ChE
Ha  JEKapCTBEHHBIN
npemnapat" (hesdo:
DrugRegistrationDocCode)
cooTBeTcTBYrOIMIl 1 U3
3HAYEHUH:

01002 — 3asBieHue o
perucTpamuu
JeKapCTBEHHOTO
nmpemnapara LTS
MEIUIIHHCKOTO
pUMeHeHHs (IPUBEICHUN
PETUCTPaLMOHHOTO JI0ChEe
JeKapCTBEHHOTO
Tperapara B COOTBETCTBHE
c TpeOOBaHUAMHU
EBpasuiickoro
SKOHOMHYECKOTO COI03a);
01003 — 3agBuenue o
BHECEHUU H3MEHEHHUI B
PETUCTPAIIIOHHOE JI0Che
JeKapCTBEHHOTO
Tperapara;

01004 — 3asBieHue o
mepeperucTpannu
JeKapCTBEHHOTO
npenapara

€CIT 3HaYeHHE PEKBHU3HTA
"Kon Buaa JOKyMeHTa
PETHCTPALMOHHOTO JI0ChE
Ha  JIEKapCTBEHHBIH
npemnapat" (hcsdo:
DrugRegistrationDocCode)
COOTBETCTBYET 3HaYECHUIO "
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24

99999 — npyroit TOKyMEHT
", To pexBuzur "
HaumeHoBaHnme BHIa
JOKyMEHTa
PETHCTPALMOHHOTO JI0Che
Ha  JIEKapCTBEHHBINI
npemapar"” (hcsdo:
DrugRegistrationDocName
) 3aMOJTHACTCS
00s13aTeNBEHO

€CITM 3HaYeHUE PEKBH3HTA
"IIpusznak
NPUHAIIECIKHOCTH
JOKYMEHTa K
perucTparoHHOMY J0che"
(hcsdo:
RegistrationFileIndicator)
COOTBETCTBYET 3HaYEeHUIO "
0 — JOKYMEHT
perucTpauMoHHoOro nena',
to peksm3uT "Kom Buma
JOKYMEHTa
PErUCTPaIlMOHHOTO [ielia
Ha  JIEKapCTBEHHBIH
npemnapar"” (hcsdo:
DrugRegistrationFileCode)
JOJDKEH OBITH 3allOJHEH U
€ro 3HAYEHUE MIOJDKHO
colepKaTh  KOJIOBOE
o0o3HaueHue BuUIA
JOKYMEHTa u3
KJIacCH(HKATOpa BHJIOB
JOKYMEHTOB
PETHCTPAllMOHHOTO Jenia
JeKapCTBEHHOTO
npenapara, yKa3aHHOTO B
pasgene VII IlpaBun
MHPOPMAIIMOHHOTO
B3aUMOJACHCTBUA, a
aTpuOyT "uaeHTHdUKaTOp
CIIpaBOYHHUKA (
kiaccudukaropa)" (
atpudbyt codeListld) B
COCTaBe ITOTO0 PEKBH3HTA
JOJDKEH  COAepIKATh
3rayernne "2040"

pexBu3uT "HauMeHoBaHue
BHJa JOKYMEHTa
PETUCTPAIIIOHHOTO el
Ha  JIEKapCTBEHHBIH
npenapat"” (hesdo:
DrugRegistrationFileName
) 3aMOTHAETCS
o0d3aTenbHO,  €CIu
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26

27

28

29

30

31

32

33

3HaueHue pexBusuta "Kon
BHUJA JOKYMEHTa
PETUCTPAIIIOHHOTO JieNa
Ha  JE€KapCTBEHHBIN
npemnapat" (hcsdo:
DrugRegistrationFileCode)
COOTBETCTBYET OJHOMY W3
CJEeIyIONINX 3HAYESHU:
0199 — npyroe;

0299 — npyroe;

0399 — npyroe;

0499 — npyroe

HE 3aIl0JIHACTCS PEeKBU3UT "
JoxymeHT B OWMHapHOM
dbopmare"” (hesdo:
DocCopyBinaryText)

HE 3aI0JIHAETCSA PEKBU3HT "
XML-pokyment"  (ccdo:
AnyDetails)

HE 3aIO0JIHIETCS PEKBU3UT "
Hara" (csdo:EventDate)

HE 3aIl0JIHAETCS PEKBU3HT "
CBenenus 0
HaMMEHOBAHUU
JE€KapCTBEHHOTO
mpenapara (cpenctsa)" (
hcedo:DrugNameDetails)

HE 3aloJIHAETCS PEeKBU3UT "
Crenenus 0

nekapcTBeHHON Qopme" (
hcedo:DosageFormDetails)

HE 3aI0JIHACTCS PEKBU3UT "
Cenenus 0
npousBoautene”  (hcedo:
ManufacturingAuthorizatio
nHolderDetails)

HE 3al0JIHACTCS PEeKBU3UT "
Ceenenus o aepxarene (
3asiBUTEJIC)
perncTpanmoHHOTO
ynoctoseperusa”  (hccdo:
RegistrationCertificateHol
derDetails)

HE 3aIO0JIHIETCS PEKBU3UT "
TexHOIOTHYECKHE

XapaKTePUCTUKU 3aIiCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)

1) Tabnuily 47 U3M0KUTh B CIEAYIOLIEH peaaKInu:

"Tabnuna 47



TpeGoBaHW K 3aII0THEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKyMEHTOB (cBeeHHi) "CBeieHns 0
PacCMOTpeHHH 3asBiIeHHs U (1K) perucTpanuoHHoro gocke" (R.HC.MM.01.006), mepenaBaeMbix
B cooOmenuy "CBezieHud 111 BKIIOYEHHA B equHyI0 6a3y mqaaaex" (P.MM.01.MSG.034)

DopMynaupoBKa

Kox tpeboBanms
TpeOoBaHUs

B €IWHOW 0ase IO/IKHA
OTCYTCTBOBaTh 3aIllCh, B
KOTOpPOM  3HauyeHUE
pexBusuta  "Homep
3asBJICHUS O PErHCTpPALMN
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
Applicationld) coBnamaer ¢
nepeaaHHbIMU B
CO00IIeHNN

KOJ CTpaHBHI,
npeacraBisouiei
CBEICHUS A BKIIOUCHUS
B €IUHYIO 0a3y MaHHBIX,
JOJDKEH COBMAaJaTh C
KOJIOM CTpaHBHI,
MOoJIy4yHuBIIE
COOTBETCTBYIOLLIUN HOMED
3asIBIICHUS O PETUCTPAITUI
JeKapCTBEHHOTO
npenapara B PEKBU3UTE
Homep 3asBnenus o
perucTpamnuu
JeKapCTBEHHOTO
npemnapara" (hcsdo:
Applicationld) oT
Komuccuu B coobuieHUH
obmero  mpouecca
CBeneHus 0 HoMepe
3asBICHUS" (P.MM.O1.
MSG.013), npu
BBITMIOJTHEHUN TIPOIIETyPHI
obmiero  mpoiecca
Hanpasnenue csenenuii o
paccMOTpeHUH 3asiBICHUS"
(P.MM.01.PRC.023)

n

3HaueHue peksusuta "Kog
cTpaHsbr" (csdo:
UnifiedCountryCode) B
COCTaBE  CIIOXKHOTO
pexBuszuta "CBeneHus o
paccMOTpEeHUH 3asBICHUS
1 (W) PETUCTPAIIMOHHOTO
pocne"” (hccdo:
DrugApprovalApplication
Details) JIOJI)KHO



COOTBETCTBOBAThH
3HaueHuto pekBusurta "Kop
cTpaHb" (csdo:
UnifiedCountryCode),
CoZIepKaIlEMyCsl B COCTaBe
OJIHOTO U3 JK3eMIUISIPOB
pexBuzuta "CBeneHus o
peructpanun” (hcedo:
CountryDrugRegistrationD
etails)

eciu  pexBusuT "Kon
cTpaHsbr" (csdo:
UnifiedCountryCode) B
cocTaBe JIOOBIX CIIOKHBIX
PEKBHU3HUTOB 3aIIOJIHEH, TO
€ro 3HadeHue JOJDKHO
COOTBETCTBOBATH KOy
CTpaHB u3
KkiaccudukaTopa CTpaH
MHpa, YKa3aHHOTO B
pasznene VII IlpaBun
WHGOPMAITMOHHOTO
B3aUMOJIECTBUS a
aTpuOyT "nnentudukaTop

CIpaBOYHHUKA (
kinaccudukaropa)" (
aTpu0yT codeListld) B ero
cocTaBse JIOJXKEH

n

colepKaTh 3HayeHue
2021"

JOJDKEH OBITh 3alloJIHeH
TOJBKO 1 3K3emMIsap
pekBusuta "CBemeHus o
PacCMOTPEHUU 3asiBJICHUS
U (WIM) perucTpalioHHOTO
nocee"” (hccedo:
DrugApproval Application
Details)

PEKBU3UT "Homep
3asBJICHUS O PETHCTPALNN
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
Applicationld) momxen
OBbITh 3aII0JIHEH

ecnu pexkBu3uT "Koj Buna
JOKYMEHTA
PEeTHCTPAlMOHHOTO J0CHE
Ha  JE€KapCTBEHHBIN
npemnapat" (hcsdo:
DrugRegistrationDocCode)
COIepPKUT | U3 3HAUEHUH:
01003 - 3asBmeHue o
BHECEHHH H3MEHEHHH B
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PETUCTPAIIIOHHOE JI0ChE
JEeKapCTBEHHOTO
npenapara;

01004 — 3asBieHue o
nepeperucTpanuu
JE€KapCTBEHHOTO
npemnapara,

TO pekBU3UT "TlopsIKOBBIN
HOMEp PErucTpanuoHHOTO
YyIOCTOBEPEHUS
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
RegistrationNumberld)
JOJDKEH OBITH 3aII0JTHEH

pekBusutr "Jlata" (csdo:
EventDate) nomkeH OBITH
3aI10JIHEH

pexBusutr "Kox Buzaa
JOKYMEHTa
PETHCTPAIMOHHOTO JOChE
Ha  JICKapCTBEHHBIH
npenapat"” (hesdo:
DrugRegistrationDocCode)
JIOJDKEH OBIThH 3aII0JTHEH

pexBusutr "Koax Buzaa
JOKyMEHTa
PETHCTPALMOHHOTO JI0ChE
Ha  JIEKapCTBEHHBINI
npemnapat" (hcsdo:
DrugRegistrationDocCode)
JOJDKEH  COoJepXkaTh
KOJ0BO€ 0003HaYCHHE
BHAA JOKyMEHTa U3
KiaccupukaTopa BUJIIOB
JOKYMEHTOB
PETUCTPALMOHHOTO JI0Che
JE€KapCTBEHHOTO
mpernapara, yKa3aHHOTO B
pasznene VII IlpaBun

HHPOPMAITMOHHOTO
B3aNMMOACHCTBHS, a
aTpuOyT "nnentudukaTop
CIpaBOYHHUKA (
xinaccuduxaTopa)" (

atpubyt codeListld) B
COCTaBe 3TOTO PEKBHU3UTA
JNOJDKEH  COJepKaTh
sgauenue "2058". Bun
JOKYMEHTa  JIOJDKEH
COOTBETCTBOBATh
3HAYCHHIO '"3asBJICHHE O
MPOLIEAYPE PErHCTPAINH,
opopMIeHHOE B
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12

COOTBETCTBHHU c
npunoxenueM Ne 2 k
[Ipaswmnam perucrpanuu” u
MOXET  INPUHUMATH
CIIEYIOIINEe 3HAUCHUS:
01002 — 3asgBueHue o
perucTpamnuu
JI€KapCTBEHHOT O
mpemapara JUTSE
MEIHUIUHCKOTO
TpUMeHEeHHs (TIPUBEICHUN
PETHUCTPAIHOHHOTO JIOCHE
JI€KapCTBEHHOT O
npenapara B COOTBETCTBHUE
c TpeOOBAHUAMU
EBpasuiickoro
SKOHOMHYECKOTO COI032);
01003 — 3asBieHue o
BHECEHUHM H3MEHEHHUH B
PETHCTPAIIMOHHOE TOCHE
JI€KapCTBEHHOT O
npemnapara;

01004 — 3asBueHue o
nepeperucTpanuu
JeKapCTBEHHOTO
mperapara

JOJIXKHBI 6I)ITI) 3aIlI0JTHCHBI
OJIMH WJIH HECKOJBKO
9K3EMIUISIPOB PEKBH3HUTA
Ceenenus o peructpanuu”
(hccdo:
CountryDrugRegistrationD
etails), Hu3 KOTOpPBIX

"

IEPBBIM  3K3EMILIAP
JOJXKEH  COAepXKaTh
pexBusutr "Kom pomnu
rocyjapcrBa-uieHa" (
hesdo:CountryKindCode),
COOTBETCTBYIOIIHUM
3Hayenuro "0l -
pedepentHOEe rocynapcTBo
", a B Apyrux 3K3eMIUIIpax
9TOT PEKBH3HUT JOJDKEH
COOTBETCTBOBATH
3HaueHuto "02 -
rOCyIapCTBO MpU3HAHUA"

"

3Ha4YEHHUsS] PEKBU3UTOB
Kox crpamn" (csdo:
UnifiedCountryCode) e

MOT'YT HOBTOPSITBCSI CPEAU
SK3eMIUISIPOB peKBHU3HUTA "
Caenenus o peructpanun”

(hccdo:
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14

15

CountryDrugRegistrationD
etails)

B KaXJIOM DJK3eMILIIpE
pekBusuta "CBeneHus o
perucrpanuu” (hcedo:
CountryDrugRegistrationD
etails) pexBm3utr "Kon
cTpaHs" (csdo:
UnifiedCountryCode)
JIOJKEH OBITH 3aIlOTHEH

€CITM 3HaYeHHE PEKBH3HTA
"Konx ponu
rocynapcraa-uieHa" (
hesdo:CountryKindCode)
COOTBETCTBYET 3HaYCHHUIO "
02 — rocynmapcTBo
npu3zHaHusA", TO HeE
JOJDKHBI OBITH 3aITOJTHEHBI
PEKBU3HUTHL:

"CBeneHus 0
HauMEHOBaHUHU
JeKapCTBEHHOTO
npenapata (cpeactsa)" (
hcedo:DrugNameDetails);
"CpeaeHus 0
nekapcTBeHHON Qopme" (
hcedo:DosageFormDetails)
5

"CpegeHuss o ¢opme
BBIITyCKa JIEKApPCTBEHHOTO

npemnapara" (hcedo:
PackageFormDetails);
"CBeneHus o

npousBoautene"  (hccdo:
ManufacturingAuthorizatio
nHolderDetails)

B KaXIOM DJK3EMILIIpe
pekBusuta "CBeneHus o
peructpanuu” (hcedo:
CountryDrugRegistrationD
etails) pexBuzut "Toprosoe
HauMEHOBaHHUE
JEKapCTBEHHOI'O
npenapara” (hesdo:
DrugTradeName) nomxeH
OBITH 3aIl0JTHEH

ecin pekBu3UT ""CBeneHus
o HaMMEHOBAHUH
JICKapCTBEHHOTO
npemapata (cpenactsa)" (
hcedo:DrugNameDetails)
3aII0IHEH, TO B €70 COCTaBE
IIOJKEH OBITH 3alOJIHEH
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17

18

19

PEKBU3UT "Kon
HaNMEHOBAHUS aKTHBHOM
(dhapmaneBTHIECKOM
cybctanuun" (hcsdo:
DrugCode) nim pexBusut "
HaumeHnoBanue akTUBHOM

(apManeBTHYECKON
cyocTaHnun" (hesdo:
DrugName)

ecin  pexBusuT "Kon
HaMMEHOBaHMs aKTHBHOW
(apManeBTHYECKOM
cyocTaHnun" (hcsdo:
DrugCode) 3amonaeH, TO
€ro 3Ha4eHHE JOJIKHO
COOTBETCTBOBATh KOAY U3
CHpaBOYHUKA
MEXJyHapOIHBIX
HETaTeHTOBAHHBIX
HauMMEHOBaHUU
JIEKapCTBEHHBIX CPEICTB,
IPUBEAECHHOIO B pasfeine
VII [IpaBun
MH(pOpManMOHHOTO
B3aMMOJCHCTBUS  a
aTpuOyT "uneHTHdUKaTOP

CIpaBOYHHUKA (
Kiaccudukaropa)" (
atpuOyT codeListld) B ero
cocTaBe JIOJXKEH

n

COJepXKaTh 3HayeHue
1016"

ecnu pekBu3uT "CBeIeHUS
0 sekapcTBeHHoi hopme" (
hcedo:DosageFormDetails)
3aI10JHEH, TO B €I'0 COCTaBe
JOJDKEH OBITh 3aroiHeH
PEKBU3UT "Kon
JeKapcTBeHHOH (opMbI" (
hcsdo:DosageFormCode)
unu "HaumeHnoBanue
nexapcTBeHHON (opMbr" (
hesdo:DosageFormName)

ecnu pekBu3uT "CBeIeHUS
o (¢opMe BBIIyCKa
JEeKapCTBEHHOTO
npemnapara" (hccdo:
PackageFormDetails)
3aI0JTHEH, TO B €r0 COCTaBe
IOJKEH OBITH 3aloJIHEH
PEKBU3UT "Kon
nexapcTBeHHOU (opmbr" (
hcsdo:DosageFormCode)
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22

unn  "HaumeHoBaHue
JeKapcTBeHHOH (hopMBI" (
hcsdo:DosageFormName)

ecin  pexBusuT "Kon
nexkapcTBeHHON (opmbr" (
hcsdo:DosageFormCode)
3aI0JIHEH, TO €ro 3HAYCHHUE
JIOJDKHO COOTBETCTBOBATH
KOy W3 HOMEHKJIATYpBhl
JEKapCTBEHHBIX  (opM,
ykazaHHoi B paznene VII
IIpaBuxa
UHPOPMAIUOHHOTO
B3aMMOJEHCTBHS, a
aTpulyT "uaeHTuduKaTop

CIpaBOYHHUKA (
kjiaccugukaropa)" (
aTpuoyT codeListld) B ero
cocTaBe JIOJKEH

"

coJep)XaTh 3HAYCHHE
2057"

ecnu  pexBusuT "Kon
CTEIEHH HM3MEJIbYECHHOCTH

CBIPbEBOIA 4acTH
pPacTUTENBHOTO
uHTpeaueHTa" (hcsdo:

DegreeRefinementRawMat
erialCode) 3amnosHeH, TO OH
JIOJDKEH COOTBETCTBOBATh
OJIHOMY U3 3HaUEHUH:

01 — nenpHOE;

02 — u3MenpUYCHHOE;

03 — mopomuiok;

99 — npyroe

€CITM 3HAaYCHUE PEKBHU3HTA
"Kon CTEIEeHHU
U3MENbUYCHHOCTHU
ChIpbEBOM YacTH
pacTUTENBHOTO
HHTpeaueHTa" (hesdo:
DegreeRefinementRawMat
erialCode) cooTBeTcTBYeT
3HaueHuo "99 — mpyroe",
TO PEKBHU3HUT
HaumeHoBanue creneHu
N3MEIbUYCHHOCTH
CBHIpbEBOM qacTH
PacTUTENBHOTO
HHTpEAHUEHTA
JeKapCTBEHHOTO
npenapara” (hesdo:



23

24

DegreeRefinementRawMat
erialName) 3amoJsiHSEeTCS
00s13aTeIEHO

ecnu pekBu3uT "CBeeHUs
0 eIWHHIE JO03UPOBAaHUS
JEeKapCTBEHHOTO
npemapara" (hcedo:
DrugDosageUnitDetails)
3aII0JHEH, TO B €70 COCTaBe
JOJKEH OBITh 3aloJIHEH
pexBusutr "Kom Buaa
SIVHUIBl  BBIPAXCHUS
coCTaBa JICKapCTBEHHOTO
npemnapara" (hcsdo:
DrugDosageUnitKindCode
) wuam  pexBu3uT "
HaumenoBanue Buna
SIVHUIBI  BBIPAXEHUS
COCTaBa JICKapCTBEHHOTO
npemnapara" (hcsdo:
DosageUnitKindName)

ecnu pexkBu3uT "Koj Buna
CIVHHIBI  BBIPAXCHUS
COCTaBa JICKapCTBEHHOTO
npemnapara" (hcsdo:
DrugDosageUnitKindCode
) 3amoJiHeH, TO €To
3HAaueHUEe  JOJKHO
COOTBETCTBOBATh OJHOMY
13 CIIETYIONINX 3HAUCHHH!
01 — no3upoBka yka3aHa Ha
€IMHUILY JIEKapCTBEHHOM
(hopmBr;

02 — no3upoBKa yka3zaHa Ha
€IMHMILY JO3UPOBAHMS;

03 — mo3upoBKa yka3aHa Ha
€IMHHUILY MaCCHI;

04 — no3upoBKa yKka3aHa Ha
eJMHUIY 00BeMa;

05 — mo3upoBKa yka3aHa Ha
obmee  KOJUYECTBO
JIEKapCTBEHHOT'O CPEACTBA
B IIEPBUYHOH yIIaKOBKE;

06 — no3upoBKa yka3aHa Ha
eIMHUIy o0beMa rocie
pacTBOpeHuS;

07 — no3upoBKa yKka3zaHa Ha
eOMHHUIy O0BeMa Iepes
pa3BeIeHUEM;

08 — mo3npoBKa yka3aHa Ha
€JIMHUILY BPEMEHU;

09 — no3upoBKa yka3aHa Ha
€JUHUILLYy JIEKapCTBEHHOM
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27

(hOpMBI, COBMATAIOMIYIO C
eIMHULIEH TO3UPOBAHHUS

eciun  atpubyr "kon
CANHHUIIbI HU3MEpPCHUA
JO3UPOBKHU u

KoHIeHTpauuu" (aTpudyT
SubstanceMeasureCode)

HE 3aIl0JIHEH, TO aTpuoyT "
HaNMEHOBAHUE €IUHHILIBI
U3MEpPEHUs JO3UPOBKU U
KOHLIeHTpauuu" (arpudyT
SubstanceMeasureName)

3aI0HSETCS 003aTEBHO

eciu  atpubytr "kon
CANHHUIIbI HU3MEPCHUMA
JO3UPOBKHU u

KoHIeHTpauuu" (aTpudyT
SubstanceMeasureCode)
3aI0JIHEH, TO €ro 3HaYCHUe
JOJDKHO COOTBETCTBOBATbH
KOAy M3 KIacCH(pHUKaTOpa
e€IMHHIl  HU3MEpeHUSs
JO3UPOBKH "
KOHICHTpALUH
JIEHCTBYIOLIUX BELIECTB B
COCTaBe JIEKAPCTBEHHBIX
NpenaparoB, yKa3aHHOTO B
paznene VII IlpaBun
HHPOPMAIMOHHOTO
B3aMMOJEHCTBHS, a
aTpuOyT "uaeHTHdUKaTOP
CIpaBOYHHUKA (
knaccudukaropa)" (
atpubyt codeListld)
JOJDKEH  COoJepXkaTh
3HaueHue "2044"

ecmu pexBuszuT "Kox
(YHKIMU MHTPEIMEHTa B
COCTaBe JICKAPCTBEHHOTO
npemnapara" (hesdo:
DrugSubstanceRoleCode)
3aI0JTHEH, TO OH JIOJDKEH
COOTBETCTBOBATh OJHOMY
13 3HAUCHUH:

01 — nmeiicTByromee
BEIIECTBO,

02 — BcmomoraTeabHOE
BEIIECTBO;

03 — pearent

€CITM 3HaYCeHHE PEKBH3HTA
"Kon byHKIHH
HWHTPEJUEeHTa B COCTaBe
JEKapCTBEHHOI'O
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npemnapara" (hesdo:
DrugSubstanceRoleCode)
HITH pPEeKBHU3HTA

HanmenoBanne ¢yHKImn
UHTpEIMeHTa B COCTaBe

"

JeKapCTBEHHOTO
npemnapara" (hesdo:
DrugSubstanceRoleName)
COOTBETCTBYET 3HAYEHUIO "
JeHCTBYIOIIEe BEIIECTBO",
TO B COCTaBE CIJIO)KHOTO
pekBusuta "CBenenus 00
MHTPEIMEHTE, BXOSIIEM B
COCTaB JIEKAPCTBEHHOTO
npemapara" (hcedo:
DrugSubstanceDetails)
IOJKEH OBITH 3aIOJIHEH
pexBu3uT "CBemeHus 00
aKTHUBHOMU
(apManeBTHYECKON
cyOCTaHIIMM B COCTaBe
JeKapCTBEHHOTO
npemnapara" (hcedo:
ActiveSubstanceDetails), a
pexBu3UTH "CBeneHUs o
BCIIOMOTATEJIbHOM
BEIleCTBE B COCTaBe
JeKapCTBEHHOTO
npemapara" (hcedo:
AucxiliarySubstanceDetails)
u "HaumeHoBaHue
pearenra" (hcsdo:
ReagentName)  He
3aITOTHSIIOTCS

€CITM 3HaYeHUE PEKBH3MTA
"Kon GbyHKIIMH
MHTpEIMeHTa B COCTaBe
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
DrugSubstanceRoleCode)
UIH pPEeKBHU3HTA
HawmmeHoBanue ¢GyHKIUH
UHTpEIMeHTa B COCTaBe
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
DrugSubstanceRoleName)
COOTBETCTBYET 3HAYCHUIO "
peareHT", TO B COCTaBe

n

"

CJIO)KHOTO PEKBHU3HUTA
CaeneHust 00 MHTPEUEHTE
, BXOISLIEM B COCTaB
JEKapCTBEHHOTO
npemnapara" (hcedo:
DrugSubstanceDetails)
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JOJDKEH OBITh 3aIloJIHeH
pexBusut "HanmeHnoBaHnue
pearenra" (hesdo:
ReagentName), a
pexBu3uTH "CBenenus oo
AKTUBHOM
(apManeBTHYECKON
cyOCTaHIIMM B COCTaBe
JE€KapCTBEHHOTO
npemapara" (hcedo:
ActiveSubstanceDetails) u
"CpeaeHus 0
BCIIOMOTATEJIbHOM
BEIleCTBE B COCTaBe
JE€KapCTBEHHOTO
npemapara" (hcedo:
AucxiliarySubstanceDetails)
HE 3aI0JHSIOTCS

€CJIM 3HaYCHHE PEKBH3UTA
"Kon byHKIIHH
WHTPEJUEHTa B COCTaBe
JEKapCTBEHHOI'O
npenapara” (hesdo:
DrugSubstanceRoleCode)
UIH pEeKBHU3HTA
HaumeHnoBanue ¢yHKIHH
WHTPEJUEeHTa B COCTaBe
JEKapCTBEHHOI'O
npenapara” (hesdo:
DrugSubstanceRoleName)
COOTBETCTBYET 3Ha4EeHUIO "
BCIIOMOTATEJIbHOE
BEIECTBO", TO B COCTaBe
CJIO)KHOTO PEKBH3HTA
Ceenenus 006 MHTpEUCHTE

n

"

, BXOOdIIEM B COCTaB
JeKapCTBEHHOTO
npemnapara" (hccedo:
DrugSubstanceDetails)
IIOJKEH OBITH 3alOJIHEH
pekBu3uT "CBemeHUs o
BCIIOMOTI'aTCIbHOM
BEIIECTBE B COCTaBe
JEeKapCTBEHHOTO
npemapara" (hcedo:
AucxiliarySubstanceDetails)
, a pexBu3uTH "CBeneHus
00 aKTUBHOH
(dbapmaleBTUYECKOM
CyOCTaHIIMM B COCTaBe
JEeKapCTBEHHOTO
npemapara" (hcedo:
ActiveSubstanceDetails) u
"HanmenoBanue pearenra'
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(hcsdo:ReagentName) He
3aTI0JTHSFOTCS

ecnu pekBu3uT "CBeaeHUs
0  BCIIOMOTATEIbHOM
BEIIECTBE B COCTaBe
JEeKapCTBEHHOTO
npemapara" (hcedo:
AuxiliarySubstanceDetails)
3aII0JHEH, TO B €70 COCTaBe
JOJKEH OBITh 3aloJIHEH
PEKBU3UT "Kon
BCIIOMOTATEILHOTO
BEIIECTBA, BXOMISMICTO B
COCTaB JIEKAPCTBEHHOTO
npemapara"” (hcsdo:
AuxiliarySubstanceCode)
unu  "HaumeHoBanme
BCIIOMOTATEILHOTO
BEIIECTBA, BXOISMIETO B
COCTaB JIEKAPCTBEHHOTO
npemnapara" (hcsdo:
AuxiliarySubstanceName)

eciu  pexBusutr "Kon
BCIIOMOTATEIbHOTO
BEIIECTBA, BXOMISIIETO B
COCTaB JIEKAPCTBEHHOTO
npenapara” (hesdo:
AuxiliarySubstanceCode)
3aI10JIHEH, TO €ro 3HaYCHHUE
JIOJDKHO COOTBETCTBOBATH
KOJy U3 CIpPaBOYHHUKA
BCIIOMOTATEJIBHBIX
BEILIECTB, HCHOJIb3YEMBIX
Opu  TPOU3BOJICTBE
JICKapCTBEHHBIX CPEJCTB,
yKazaHHoro B paszaene VII
IIpaBuxa
HHPOPMAITHOHHOTO
B3aNMOICHCTBHS, a
aTpuOyT "unentudukaTop

CIpaBOYHUKA (
knaccugpukaropa)" (
atpuOyT codeListld) B ero
cocTaBe IOJKEH

"

collep)KaTh 3HAYEHHE
1019"

ecnu pekBu3uT "CBeeHus
0  BCIIOMOTaTEIbHOM
BEIIECTBE B COCTaBe
JEKapCTBEHHOI'O
npenapara"” (hccedo:
AuxiliarySubstanceDetails)
3aI10JIHEH, TO B €70 COCTaBe
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JIOJDKCH OBITH 3aIlOJHCH
PEKBHU3UT "Kon

(G YHKIIMOHATBHOTO
Ha3Ha4YCHHUS
BCIIOMOTAaTEJIbHOTO
BenecTBa" (hcsdo:
FunctionalPurposeCode)
unmn  "HaumeHoBaHue
(GYHKIHOHABHOTO
Ha3Ha4YCHHUS
BCIIOMOTAaTeJIbHOTO
BenecTBa" (hcsdo:
FunctionalPurposeName)

ecmun pexBusuT "Kox

(G YHKIIMOHATBHOTO
Ha3HAYCHUA
BCIIOMOTaTeJIbHOTO
BemecTBa" (hcsdo:
FunctionalPurposeCode)
3aI0JIHEH, TO €ro 3HaYCHHUe
JOJDKHO COOTBETCTBOBATb
KOZy W3 CIpaBOYHHKA
(GYHKIHOHATBHBIX
Ha3Ha4YeHUH
BCIIOMOTATENbHBIX
BEILECTB, HCIOJB3yEeMBIX
Ipd  MPOU3ZBOJACTBE
JIEKapCTBEHHBIX CPEICTB,
yKa3zaHHoro B pazaeine VII
IIpaBuxn
HHPOPMAIMOHHOTO
B3aUMOJACHCTBUA, a
aTpuOyT "uneHTuduUKaTOp

CIpaBOYHHUKA (
kiaccudukaropa)" (
atpuOyT codeListld) B ero
cocraBe JIOJKEH

"

COJepXKaTh 3HayeHue
1020"

ecnu atpulyT "Koni THIa
BEJIMYUHBl JO3HPOBKHU (
KoHIeHTpanun)" (aTpudyT
SubstanceMeasureTypeCo
de) 3amoyiHEeH, TO OH
JOJDKEH COOTBETCTBOBATH
OJTHOMY W3 CIEIYIOUINX
3HAYEHUN:

01 — yxkazana TodYHaA
BEJINYMHA JO3UPOBKH;

02 — BenM4YMHA TO3UPOBKHU
MeHblle JH0O paBHA
yKa3aHHOMY 3Ha4eHUIO;
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03 — BenM4YMHA TO3UPOBKHU
Gonpme nuOO paBHa
yKa3aHHOMY 3HA4CHUIO;
04 — BenuuMHA 1O3UPOBKU
MEHbBIIE  yKa3aHHOTO
3HAYCHMUST,;

05 — BenuMHa JO3UPOBKU
OonpIie  yKa3aHHOTO
3HAYCHUS

B COCTaBE CIIOXXHOIO
pexBm3uTa "CBenenus o0
YIIaKOBaHHOW €IMHULE
JEeKapCTBEHHOTO
npenapara"” (hccedo:
PackageDetails) momxen
OBITH 3ar0JTHEH PEKBHU3HT '
Koxa Buaa nepBuuHOil
YIaKOBKH JIEKAPCTBEHHOTO
npemnapara" (hcsdo:
DrugPackageKindCode)
nin PEKBU3UT
HaumenoBanue Buaa
MEPBUYHON  YIaKOBKH
JAEeKapCTBEHHOTO
npemnapara" (hcsdo:
DrugPackageKindName)

n

ecnu pexkBu3uT "Kop Buna
MEPBUYHON  YIIaKOBKH
JEKapCTBEHHOIO
npemnapara" (hcsdo:
DrugPackageKindCode)
3aI0JIHEH, TO €ro 3HaYCHUE
JIOJDKHO COOTBETCTBOBATH
Koy W3 KiaccudukaTopa
BHJOB  IEPBHYHBIX
YIaKOBOK JIGKAPCTBEHHBIX
CPEACTB, yKa3aHHOTO B
pazaene VII IlpaBun
MH(QOpMaMOHHOTO
B3aMMOJICHCTBHS, a
aTpuOyT "uneHTHdUKATOP
CIpaBOYHHUKA (
kinaccudukaropa)" (
atpuOyt codeListld) B ero
cocTase JOJKEH
colep)xaTh 3HaueHHe
2045"

n

ecan pekBusut "[IpuszHak
HepachacoBaHHOM
npoaykuuu (in bulk)" (
hcsdo:InbulkIndicator)
COOTBETCTBYET 3HAYEHUIO "
0 - mpomykmms He
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SIBISETCS
HepacdacoBaHHOH", TO B
COCTaBE€  CIIOXKHOTO
pexBu3uta "CBeneHus o0
YIIaKOBaHHOW €IHMHULE
JIEKapCTBEHHOT O
npemnapara" (hccedo:
PackageDetails) B cocrase
pexBusuta "Konuuectso B
YTIaKOBKE JIEKAPCTBEHHOTO
npemnapara" (hcedo:
PackageMeasureDetails)
pexBusut "KoaudecTBo B
YIIaKOBKE JICKApPCTBEHHOTO

npemnapara" (hcsdo:
PackageMeasure)
obsa3areneH ISt

3aIIOJIHEHUsSI, U PEKBU3HUTHI
"HuxHAs  TpaHHIA
WHTEpBaJla KOJIMYEeCTBa B
YIIaKOBKE JICKApCTBEHHOTO
npemnapara" (hcsdo:
PackageLowerLimitMeasu
re), "BepxHss rpaHuna
MHTEpBaJia KOJHMYECTBA B
YIIaKOBKE JICKAPCTBEHHOTO
npemnapara" (hesdo:
PackageUpperLimitMeasur
€) HE 3aIOoTHIIOTCS

ecnu pexkBu3uT "lIpu3Hak
Hepac(hacoBaHHOM
nponykuuu (in bulk)" (
hcsdo:InbulkIndicator)
COOTBETCTBYET 3HAYCHUIO "
0 — mpoaykmus He
SBISETCS
HepachacoBaHHOU", B
COCTaBE  CIIOXKHOTO
pexBm3uTa "CBenenus o0
YIIaKOBaHHOW €IMHULE
JEKapCTBEHHOI'O
npenapara" (hccedo:
PackageDetails) momxen
OBITDH 3aIOJIHEH PEKBHU3HT "
Kon Buma BTOpHYHON (
MOTPeOUTEIHCKOT)
YIIaKOBKH JIEKapCTBEHHOTO
npenapara” (hesdo:
DrugSecondaryPackageKi
ndCode) wnu pexkBH3HT
HanmenoBanme Buaa
BTOPUYHOU (
MOTPeOUTEITHCKOH)
YIIaKOBKY JIEKapCTBEHHOTO
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npemnapara" (hesdo:
DrugSecondaryPackageKi
ndName)

ecnu pexBu3uT "Koj Buna
BTOPUYHOH (
MOTPEOUTENBCKOMN)
YIAKOBKH JIEKapPCTBEHHOTO
npemnapara" (hcsdo:
DrugSecondaryPackageKi
ndCode) 3amoiiHeH, TO ero
3HauYeHUe  JIOJKHO
COOTBETCTBOBATb KOAY U3
Klaccupukaropa BHIOB
BTOPHUYHBIX (
MOTPeOUTENbCKUX)
YIAaKOBOK JICKAPCTBCHHBIX
CPEICTB, yKa3aHHOTO B
pasgene VII IlpaBun
NHPOPMAIIMOHHOTO
B3aUMOJACHCTBUA, a
aTpuOyT "uaeHTuduUKaTOp

CIIpaBOYHHUKA (
kiaccudukaropa)" (
atpuOyT codeListld) B ero
cocTaBe JIOJKEH

"

colep)XaTh 3HadeHHe
2046"

ecnu pexkBu3uT "lIpu3Hak
Hepac(hacoBaHHOM
nponykuuu (in bulk)" (
hesdo:InbulkIndicator)
COOTBETCTBYET 3HAYCHUIO "
1 — nponykuus siBuseTCs
HepachacoBaHHOH", TO
pexBusut "KoaudecTBo B
YIIaKOBKE JICKApPCTBEHHOTO
npemapara" (hcedo:
PackageMeasureDetails) B
COCTaBE  CIIOXKHOTO
pekBusuta B "CBeneHus o
dbopme BBINIYCKa
JEeKapCTBEHHOTO
npemnapara" (hccedo:
PackageFormDetails) ne
3aIoHsAETCS

ecnu pekBusuT "lIpu3zHak
Hepac(hacoBaHHOM
nponyknuu (in bulk)" (
hesdo:InbulkIndicator)
COOTBETCTBYET 3HAYCHUIO "
1 — mpoaykuus SBISETCS
HepacdacoBanHOI", TO B
COCTaBE  CIIOXKHOTO
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pexBusuta "CBeneHus o6
YIIAKOBAHHOI eInHHIE
JEKapCTBEHHOIO
npemnapara" (hcedo:
PackageDetails) B cocraBe
pexBuzuta "KonudecTtBo B
YIIaKOBKE JIEKApPCTBEHHOTO
npemnapara" (hccedo:
PackageMeasureDetails)
pexkBu3uTH  "HinkHsA
IpaHHIla  HHTEpBajia
KOJINYECTBA B YIAKOBKE
JEeKapCTBEHHOTO
npemnapara" (hesdo:
PackagelowerLimitMeasu
re), "BepxHsas rpaHuma
MHTEpBaJIa KOJIWYECTBA B
YIIaKOBKE JIEKAPCTBEHHOTO
npenapara” (hesdo:
PackageUpperLimitMeasur
€) o00s3aTeNnbHBl A
3aI0JIHCHUS

ecnu atpuOyT "enuHHIIA
usmepenus"  (aTpuOyr
measurementUnitCode)
3aII0JHEH, TO €ro 3HaYCHHUE
JOJDKHO COOTBETCTBOBATH
KOOy W3 KiacCH(pHUKaTopa
eIMHUI] HU3MEpPEHUS W
cuera EBpa3sulickoro
SKOHOMMYECKOTO COM03a,
yKazaHHOro B paszzaene VII
IIpaBuxa
WHPOPMAIITHOHHOTO
B3aNMMOCHCTBHS, a
aTpuOyT "unentudukaTop
CIpaBOYHHUKA (
kinaccupuxaropa)" (
atpubdyrT
measurementUnitCodeList
Id) momxeH comepkarth
3HayeHue "2064"

eciu  pexBusutr "Kon
komrurekryromero” (hesdo:
ComponentCode)
3aIoJIHEeH, TO €T0 3HAYCHHE
JIOJDKHO COOTBETCTBOBATH
KOy M3 KIacCH(pHUKATOpa
KOMIUTEKTYIOIIAX CPEJICTB
YIaKOBKH JICKAPCTBEHHBIX
MperaparoB, YKa3aHHOTO B
pazaene VII IlpaBun
UH(QOpMaIHOHHOTO
B3aMMOJCHCTBUSA, a
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aTpuOyT "nnentudukaTop

CIpaBOYHHUKA (
kinaccudukaropa)"” (
aTpudyT codeListld) B ero
cocTaBe JIOJXKEH

n

collepKaTh 3HAYEHUE
2059"

eciy aTpudyT "KOJ sA3bIKa"
(arpubyt languageCode)
3aIl0JIHEH, TO €ro 3HaYCHUEe
JIOJDKHO COOTBETCTBOBATH
Koy W3 KiaccudukaTopa
SI3BIKOB, YKa3aHHOTO B
pasznene VII IlpaBun
HHPOPMAITMOHHOTO
B3aUMOJICUCTBHS

€CJIM 3HAYCHHE PEKBH3UTA
"Kon ponu
rocynapcrpa-uieHa" (
hesdo:CountryKindCode)
COOTBETCTBYET 3HAYCHHUIO "
01 - pedepeHTHOE
rocyapcTBo", TO JOJIKEH
OBITH 3aITOTHEH XOTS OBl 1

"

9K3EMIUIIP PEKBU3HTA

CBeneHus o
npousBoauTene"
(hccdo:
ManufacturingAuthorizatio
nHolderDetails)"

ecmun pexBusuT "Kox
OpraHU3alnOHHO-TIPABOBO
i dbopmer" (csdo:
BusinessEntity TypeCode)
3aIl0JIHEH, TO €ro 3HaYCHHUE
JOJDKHO COOTBETCTBOBATh
Koay W3 kiaccudukaTopa
OpraHU3alMOHHO-TIPABOBBI
x (GopM, yKa3aHHOT'O B
pazaene VII IlpaBun
MH(pOpManMOHHOTO
B3aUMOJACHCTBUA, a
aTpuOyT "uneHTHdUKATOP

CIpaBOYHHUKA (
Kiaccudukaropa)" (
atpuOyT codeListld) B ero
cocTaBe JIOJXKEH

n

colep:kaTh 3HA4YEHHUE
2049"

ecnmu  aTpubyT "MeTon
uneHtuukanuu" (aTpudyTt
kindId) 3amonHen, To ero
3HaueHUEe  JOJDKHO



48

49

50

51

52

COOTBETCTBOBATh KOIY W3
CIIPaBOYHHKA METOJOB
nAeHTHpUKAIUH
XO03HCTBYIOLIUX
CyOBEeKTOB TpH HX
rocyaapCTBEHHOU
perucTpanuu B
rocyapcTBax - 4WICHaX
EBpa3zuiickoro
SKOHOMHYECKOTO COI03a,
yKa3zaHHoro B pazuene VII
IIpaBun
MH(pOpManMOHHOTO
B3aUMOJAEHCTBUS

€ClIi B COCTaBe JIFOOBIX
PEKBU3UTOB  3aMOJHEH
pexBusut "Anpec" (ccdo:
AddressV4Details), To B
ero COCTaBe PEKBHU3UT
Kon Buma ampeca" (csdo:
AddressKindCode)
00513aTeJIBHO 3aI0IHACTCS
KOIOM U3 HCpe‘IHH BHUI0B

ajgpeca, YKa3aHHOTO B
pasgene VII IlpaBun
HHPOPMAIITHOHHOTO
B3aUMOJENCTBUSA

ecnu pexBu3uT "Anpec” (
ccdo:AddressV4Details) B
COCTaBe JHOOBIX CIIOXKHBIX
PEKBH3HUTOB 3aIOJHEH, TO B
€ro COCTaBe PEKBHU3UT
Kox crtpans" (csdo:
UnifiedCountryCode)
JIOJDKEH OBITh 3aI0JTHEH

ecnmu pexBm3uT "Anpec” (
ccdo:AddressV4Details) B
cocTaBe JIIOOBIX CIOKHBIX
PEKBHU3UTOB 3aI10JIHCH, TO B
€ro COCTaBe JIOJKEH OBITh
3al0MHEH  PEKBU3UT "
T'opox" (csdo:CityName)
AIH PEKBU3UT

Hacenennsiii myHkT" (csdo

:SettlementName)

"

ecimu pexkBm3uT "Anpec” (
ccdo: AddressV4Details) B
cocraBe JIOOBIX CIIOKHBIX
PEKBH3HUTOB 3aIOJIHEH, TO

pexu3ut "Yauma" (csdo:
StreetName) B ero cocrase
3aI0JHSETCS 00S3aTENFHO
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"

eciu PEKBHU3UT
Konraktueiii pexBu3ut" (
ccdo:
CommunicationDetails) B
COCTaBe JIFOOBIX CIIOXKHBIX
PEKBHU3UTOB 3aMOJHEH, TO B
€ro COCTaBe JO0JDKECH OBbITh
3anofiHeH pekBusut "Kon
Buga  cBs3u"  (csdo:
CommunicationChannelCo
de) wmm pexBu3ur "
HaunmenoBanue Buaa cBsI3u
" (csdo:
CommunicationChannelNa
me)

ecin pexkBm3ut "Kox Buma
cBs3u" (csdo:
CommunicationChannelCo
de) 3amonHEeH, TO €ro
3HAaYeHUE  JIOJIKHO
COOTBETCTBOBATH KOJY
BHJa CBSI3U U3 MEPEYHS
BUJIOB CPEICTB (KaHAJIOB)
CBA3M, YKa3aHHOI'oO B
paznene VII IlpaBun
HHPOPMAIMOHHOTO
B3aUMOJICHCTBUS

eciu pexBu3uT "Kox sTana
NPOU3BOJCTBA
JIeKapCTBEHHOI0 cpenacTpa”
(hcsdo:
ManufacturingStageCode)
3aII0JHEH, TO €ro 3HAYCHHUE
JOJKHO COOTBETCTBOBATH
KOAy U3 MepeyHs 3TanoB (
CTaJauii) MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB,
yKazaHHOro B paszzaene VII
IIpaBuxa
WHPOPMAIITHOHHOTO
B3aMMOJCHCTBHI, a
aTpuOyT "nneHtudukaTop

CIpaBOYHHUKA (
kinaccupuxaropa)" (
aTpuOyT codeListld) B ero
cocTaBe JIOJXKEH

n

colep)KaTh 3HAYEHHE
1018"

"

B COCTaBe pEKBU3UTA
Ceenenus o nepxkarene (
3asBUTEJIEC)
pPErucTpaMOHHOTO
ynoctoepenus"  (hccdo:
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RegistrationCertificateHol
derDetails) nomxkeH OBITH
3amonHeH pekBm3uT "Kox
cTpaHb" (csdo:
UnifiedCountryCode)

"

B COCTaBe pPEKBH3UTA
Ceenenus o aepxarene (
3asgBHUTEIIC)
pPErucTpanmOHHOTO
ynoctoepenus”  (hccdo:
RegistrationCertificateHol
derDetails) momkeH OBITH
3a0JIHEH  PEKBU3HUT
HaumenoBanue

XO035IMCTBYIOLIETO
cyobekra" (csdo:
BusinessEntityName) u (
nim) pexkBu3ut "Kparkoe
HaWMMEHOBaHME
XO3SHCTBYIOLIET O
cyopekra" (csdo:
BusinessEntityBriefName)

"

B COCTaBe pPEKBHU3UTA
Ceenenus o aepxarene (
3asgBHUTEJIC)
PEruCTPalHOHHOTO
ynoctoepenus”  (hccdo:
RegistrationCertificateHol
derDetails) momkeH OBITH
3al0JIHEH  PEKBU3HUT
Anpec" (ccdo:
AddressV4Details)

"

ecnu pexkBu3uT "Koj Buna
TpoLenyphl peructpanuun”
(hcsdo:
RegistrationKindCode)
3aII0JHEH, TO OH JIOJDKEH
COOTBETCTBOBATH OJJHOMY
W3 3HAYEHUN:

01 - mpomenypa
B3aWMHOTO TIPU3HAHUS,

02 — nmeueHTpanvM30BaHHAS
Tpoueaypa;

03 — perucrtpauus mo
HHUIHATUBE
YIOJTHOMOYECHHOTO OpraHa
rocyapcTBa-4ieHa

pekBusut "CaeneHus o0
JTane  pPacCMOTPEHHS
3asABICHUS Ha
peETUCTPAIHIO
JEKapCTBEHHOTO
npemnapara" (hcedo:
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ApplicationStatusDetails)
JOJDKEH OBITH 3aIlOJHEH U
JOOJDKEH  COAepIKaTh
“HOOPMAITHIO O TEKyIIEeM
JTane

pexBuszutr "Kon osrana
PACCMOTpPEHUS 3asBICHUS
Ha pEeTHCTpaInIo
JEKapCTBEHHOTO
npenapara” (hesdo:
ApplicationStatusCode)
JIOJDKEH COOTBETCTBOBATH
OTHOMY W3 CICIYIOUINX
3HAYEHUH:

01 — mpuem 3asBICHUS;

02 — skcnepTu3a A0CkE;

03 — anpobanus MeToI0B
KOHTPOJISI KauecTBa;

04 - wuHcHnekuusa
TIPOU3BOJICTBA;
05 — T[mOonroToBKa

9KCIEPTHOTO OTYETa;
06 — omobpeHwue
9KCIIEPTHOT'O OTYETA;

07 — oTkas;

08 — 0T3BIB 110 OOpaIIEHUIO
3asBUTENS,

99 — npyroe

eciu pexkBu3uT "Kox sTana
paccMOTpeHUs! 3asBICHUS
Ha pEeTHCTpaInIo
JeKapCTBEHHOTO
npemnapara” (hcsdo:
ApplicationStatusCode)
COOTBETCTBYET 3HaYEeHUIO "
99 — npyroe", TO peKBU3UT
"HauMeHnoBaHue HTamna
paccMOTpEHHUsT 3asBICHUS
Ha peTHUCTpanuio
JeKapCTBEHHOTO
npenapara” (hesdo:
ApplicationStatusName)
3aroHAeTCS 0053aTEIEHO

B COCTaBe pPEKBU3HTA
Csenenust 00 oTame
PACCMOTpPCHUS 3asiBICHUS
Ha perucTpaiuio
JEeKapCTBEHHOTO
npemapara" (hcedo:
ApplicationStatusDetails)
JIOJDKEH OBITh 3allOJIHEeH



64

65

66

67

pexBuzur "Jlara" (csdo:
EventDate)

HE JOJDKEH OBITH 3aIl0JHEH
pexBu3ut "Koa npudmHb
HEBO3MOXHOCTHU
paccMoTpeHust 3asiBiaeHUs"
(hesdo:
ApprovallmpossibilityReas
onCode)

HE JTOJDKCH OBITH 3aI0JTHCH
pexBusutr "CBeneHus o

JOKYyMEHTE
PETUCTPAITOHHOTO T0ChE (
nena)" (hccedo:

RegistrationDossierDocDet
ails)

IOJDKEH OBITH 3aIOJIHEH
pexBu3uT "HavanpHas nata
u Bpems" (csdo:
StartDateTime) B cocraBe
pPEKBH3HTA
TexHonornueckue
XapaKTEPUCTUKU 3aIUCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)

HE 3aI0JIHAETCSA PEKBU3HT "
Koneunas mara u Bpems" (
csdo:EndDateTime) B
COCTaBE PEKBU3UTA
TexHOIOTHUECKUE
XapaKTCPUCTUKU 3aIHCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)

3HaYE€HHWE pPEKBU3HUTA
ToproBoe HanMeHOBaHME
JE€KapCTBEHHOTO
npemnapara" (hcsdo:
DrugTradeName) B
cocTaBe KaXJ10ro
9K3EMILISIpa CIIOKHOTO
pexBuzuta "CBeneHus o
peructpanun” (hcedo:
CountryDrugRegistrationD
etails) MoJDKHO cOBHamaTh
CO 3HaYC€HHEM peKBHU3HUTA "
ToproBoe HauMeHOBaHUE
JeKapCTBEHHOTO
npemnapara" (hesdo:
DrugTradeName) B
COCTaBe OJHOTO W3
9K3EMIUISIPOB  CIIOXKHOTO

n

"

n



pexBuzuta "CBeneHus o
peructpanun” (hcedo:
CountryDrugRegistrationD
etails), mepemaHHOM B
coo0IeHn  00IIero
nporecca "CBeaeHus o
paccMOTpeHUH 3asiBICHUS"
(P.MM.01.MSG.033) B
OTBET Ha KOTOPOE TOTyYeH
HOMEp 3asBICHUS O
perucTpanuu
JICKapCTBEHHOTO
mpemnapata B PEKBU3HTE
Homep 3asBieHus o
perucTpanuu
JeKapCTBEHHOTO
npemapara” (hcsdo:
Applicationld) B
coo0uIeHun  00IIeTO
npouecca "CBeneHus o
HoMmepe 3asBieHHA"  (
P.MM.01.MSG.013), mpu
BBITIOJTHEHUH TPOIEAYPHI
obmero nmpoiecca
Hanpasnenue cseaenuii o
paccMOTpeHUH 3asiBICHHUS"
(P.MM.01.PRC.023),
COOTBETCTBYIOUIUM
nmeperaBaeMoMy B
coobmenun  oOIIero
npouecca "CBeneHus s
BKITIOUCHUS B CAMHYIO 0a3y
nanueix"  (P.MM.01.MSG
.034)

68

n

€CITM 3all0JJHEHO HE MeHee
2 3K3eMIUISIPOB PEKBU3UTA
"Cpok FOAHOCTH
JEeKapCTBEHHOTO
npemnapara" (hcsdo:
ShelfLifeDurationDetails),
TO PEKBHU3HUT
HaumenoBaHue
nexapcTBeHHOU (opmbr" (
hcsdo:DosageFormName)
B cocTaBe pekBuzura "
Cpox TOIXHOCTH
JE€KapCTBEHHOTO
npenapara” (hesdo:
ShelfLifeDurationDetails)
JIOJDKEH OBITh 3aIl0JTHEH

69

",
2

e) Ta6JII/IIIy 48 U3JI0KUTH B CJIG,ZIy}OHIef/'I pPCaaKInu:
"Tabnuna 48



TpeboBaHmM K 3aII0IHEHHIO PEKBU3UTOB JJIEKTPOHHLIX JOKyMEHTOB (cBemeHHit) "CBeeHnd o
PaccMOTpeHNH 3asiBiieHus U (W) perucTpanuoaHoro gocke" (R.HC.MM.01.006), nepenaBaeMbIx
B cooOmenny "CBeneHr 11 BHECEHMS H3MEHCHMIH B euHYIo 6asy maresx" (P.MM.01.MSG.035

)

dopmMynaupoBKa

Kox tpeboBanms
TpeOOBaHUs

B eIuHOW 0a3ze MaHHBIX
JOJDKHA  COJePIKATHCS
3amuch, B KOTOPOWH
pexBu3uT "KoHeuHas nata
u Bpems" (csdo:
EndDateTime) B cocraBe
CI0)KHOTO pexkBu3zuTta "
TexHoJIOTHUECKHE
XapaKTEePUCTHKH 3aIHCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails
) HE 3aIoJIHEH, 3HAUCHUE
pexBuszutoB  "Howmep
3asIBJICHUS] O PErHCTPALMU
JEeKapCTBEHHOTO
npemnapara” (hcsdo:
Applicationld) u "Kog
cTpaHsbl" (csdo:
UnifiedCountryCode) B
COCTaBE  CIIOXKHOIO
pexkBusuta "CBeneHUs o
paccMOTpEeHHH 3asiBICHUS
U (MJIM) peTUCTpaIiMOHHOTO
nocwe"” (hccdo:
DrugApprovalApplication
Details) coBmamaetr ¢
nepeaaHHbIMHA B
COOOIIEHNH, a 3HAYEHHE
pekBuszuta "HauanbHas
nara u Bpemsa" (csdo:
StartDateTime) B cocTaBe
CIOXHOTO pekBu3zura "
TexHoMOTHYECKHE
XapaKTePUCTHKH 3aluch
obmero pecypca" (ccdo:
ResourceltemStatusDetails
) paHbIie dYeM B
COOOIIECHNT

COOTBETCTBYIOT
TpeboBaHusiM 2 — 69
TabauIpl 47 HACTOSIIETO
Pernamenra



K) B myHkTe 61 cioBa "CBenenus aiis UCKIIOUeHUs" 3aMeHuTh cioBaMu "MHpopmaiius
00 MCKJIIOYCHUH CBEJICHUN";

3) B Tabymme 49:

cioBa "CBeieHus I UCKIIIOUeHUS" 3aMeHUTh cioBaMu "MHbopmaliys 00 UCKITIOUCHUN
cBeneHni'";

B no3unuu 1 rpady 2 U3I0KUTH B CIENYIONIEH penakuuu: "B eIuHON 0a3e JaHHBIX
JOJKHA COJIep’KaThCsl 3amuch, B KOTOopod pekBu3uT "Konewynas mara u Bpems" (csdo:
EndDateTime) B cocTaBe cnoxxHOTO pekBU3UTa "TeXHONIOrHYeCKHnEe XapaKTePUCTUKU 3alUCH
obmero pecypca" (ccdo:ResourceltemStatusDetails) He 3amosiHeH, 3HaUE€HHE PEKBU3UTA
Howmep 3asBnenus o peructparuu jekapcrseHHoro npemapata” (hcsdo:Applicationld) u "Kon
ctpanbl" (csdo:UnifiedCountryCode) B coctaBe cioxkHoro pekBuszuta "CBeaeHHs O
paccMoTpeHun  3asBaeHuss ©w  (wiau)  peructpanmonHoro  mocke"  (hcedo:
DrugApprovalApplicationDetails) coBmagaeT ¢ mepesaHHBIMH B COOOIICHUU, a 3HAYCHUE
pekBu3uToB "HauanbHas nata u Bpemsa" (csdo:StartDateTime) B cocTaBe CIOKHOTO
pekBuszuTa "TexHonmormyeckue XapaKTepHCTUKH 3amucu obmero pecypca" (ccdo:
ResourceltemStatusDetails) panbiie uem B cooOienun".

3. B PernamenTte mH()OPMaIIMOHHOTO B3aMMOJCHCTBUSI MEXIY YHOJIHOMOYEHHBIMU

n

OpraHaMM rocyJIapCcTB — WIEHOB EBpa3uiicKOro 3KOHOMHYECKOTO COK03a MPHU peaau3alunu
CpeIICTBaMH MHTETPUPOBAHHOU HH(POPMAIIMOHHOMN CUCTEMBI EBpa3nuiickoro 3KOHOMUYECKOTO
coroza obuiero mnpoiecca "d®opMupoBaHue, BEACHUE U UCIIOJIb30BAHHE €JIMHOTO pEecTpa
3apEerUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEeACTB EBpa3uiicKOro 3KOHOMHUYECKOTO coro3a’,
YTBEPAKIAECHHOM yKa3aHHbIM Perienuem:

a) B Tabnme 1:

no3uiyio "Peructpatop" M310KUTh B CIEAYIOLIEH peIaKIINu:

HampaBlsieT
CBEIECHHUS 0
3asBJICHUM  Ha
NIPOBEIEHUE
nponenyp
perucrpanuu YIOJIHOMOYEHHBIH
JIEKApCTBEHHOI'O opras
npemnapara, rocynapcrBa-uwieHa (
HampaBlseT P.MM.01.ACT.001);
yBEIOMICHHE 00 YIOJTHOMOYEHHBIN
W3MEHEHHUU CBEJICHUN opraH pedepeHTHOTOo
0 perucrpaunuu
JIEKApCTBEHHOI'O
npemnapara,
MPEICTABISAET JOCTYII
o 3ampocy K

Peructparop JOKYMEHTaM
perucTpauoOHHOro
aena Uilu
pEerucTpauoOHHOro
J0Che, MOIy4YaeT



rocymaapctBa (P.MM
.01.ACT.002)

3aMe4aHus H
MPEIOKECHHUS B
OTHOUICHHUH
JOKYMEHTOB
PErUCTPaIOHHOTO
Acia nin
PETUCTPAILIIOHHOTO
J0Che, IOJIydaeT
CBEJICHUS PEIICHHS O
MpU3HAHUU (
HENMpPU3HAHUH)
9KCIEPTHOTO OTYETA

no3uiyio "Cornacyromui' u3J10KUTh B CIEAYIONIEH pelaKIuu:

Cornacyromnmii

IOJy4aeT CBEJCHUS O YIOJIHOMOYEHHBIN
OpraH rocyJaapcTBa
npusHanns (P.MM
.01.ACT.003)
3aUHTEPECOBAHHBIN
opras

3asABICHUH  Ha
HpoBeJCHNUE
nponenyp
perucTpanuu
JIEKapCTBEHHOT'O
mpemnapara,
HaIpaBIsieT
yBEIOMIIGHHE O
BO3MOXHOCTH
paccMOTpeHHus
3aABJIEHHUS  Ha
HpoBeAeHUE
nponenyp
perucTpanuu
JIEKapCTBEHHOTO
Ipernapara, moIydaeT
yBeJOMIIEHHE 00
U3MEHEHUH CBEJCHUH
0 perucrpanuu
JIEKapCTBEHHOTO
Ipernapara, IMoIydaeT
CBEIEHHUSA  H3
PErHCTPALlMOHHOTO
nena ui1u
PErucTpaoHHOro
J0oChe IO 3aIpocy,
HAaIpaBIsieT
3aMedaHus W
OpeUIOKEHUS B
OTHOLIEHHUU
JOKYMEHTOB
PErucTpaoHHOro
nena UIH
PETHCTPAIIOHHOTO
ZOoChe, HAIpPaBIsET
peructparopy
MOATBEPXKIECHUE
NpU3HAHUSA (



HENpPU3HAHUA) rocynapcrpa-wieHa (
skcrieptHoro oryera P.MM.01.ACT.007)

0) B TabnuIe 2 B HAUMEHOBAHUHU ITO3UITMU 2 CIOBO "HEBO3MOXKHOCTH'" 3aMEHUTH CJIOBOM "
BO3MOKHOCTH'";

B) Ta0nuiy 19 U3JI0KUTH B CIEYIONIEH peaKIUu:

"Tabauna 19

TpeboBaHUs K 3aMOJHEHHUIO PEKBU3UTOB BJEKTPOHHBIX JIOKYMEHTOB (CBeIECHUM) "

CBeneHus 0 pacCMOTPEHUU 3asBiieHus U (in) peructparmonHoro gocke”" (R.HC.MM.01.006
), IepeaaBaeMbIX B COOOIIEHUH Y BEJOMIIEHHE O BO3MOKHOCTH PACCMOTPEHHUS 3asIBJICHUS HA
MIPOBEJICHUE MPOUENYP peErucTpanuu jJekapcrseHHoro npemnapara’ (P.MM.01.MSG.016)

dopMynupoBKa

Kop TpeboBanus
TpeOoBaHMUS

JIOJDKEH OBITh 3amoiHeH 1
9K3EMILISIP PEKBU3HTA
CBeaeHus 0 pacCMOTPEHUU
3asBIeHUS ®  (WIIH)
PEeTHUCTPAIMOHHOTO JTocke"
(hccdo:
DrugApproval Application
Details)

n

3HaueHue peksusuta "Kog
cTpaHb" (csdo:
UnifiedCountryCode)
JIOJDKHO COOTBETCTBOBATH
KOJYy CTpaHbl HU3
KJIacCUUKaTopa CTpaH
MHpa, YKa3aHHOTO B
pasznene VII IlpaBun

2 HHPOPMAITMOHHOTO
B3aMMOJCHUCTBHSI a
aTpuOyT "nnentudukaTop
CIpaBOYHHUKA (
kinaccupuxaropa)" (
aTpuOyT codeListld) B ero
cocTase JOJKEH
collepKaTh 3HAYEHHUE
2021"

"

HE 3aI0JIHIETCSA PEKBU3UT "
Ceenenns o peructpanun’

3 (hccdo:
CountryDrugRegistrationD
etails)

HE 3aI0JIHAETCSA PEKBU3HT "
Koxn Bupma npouenypsl
peructpanuu" (hcsdo:
RegistrationKindCode)

eciu  pexBusutr "Kona
TIPUYUHBI HEBO3MOKHOCTH
paccMOTpeHH 3asBICHUS"



(hcsdo:
ApprovallmpossibilityReas
onCode) 3aImoJHeH , TO ero
3HAYCHUE JIOJIKHO
COOTBETCTBOBATH OJHOMY
Y3 CIIEYIOLUX 3HAYCHUM:
01 —  BBISIBJIEHBI
HAPYIICHUS, CBS3aHHBIC C
oraroit coopa (IOMUTUHBI)
5

02 —  BBHISABICHEH
HapyUIeHUs npu
MPOBEACHUN TIPOBEPKH
HOJHOTBI ¥ (uUnn)
KOPPEKTHOCTHU
npeJCTaBICHHBIX
JIOKYMEHTOB;

03 — 3asBuTeNEM HE
MpeaCcTaBICHEI
3aIMpoIIeHHBIC JOKYMEHTHI;
04 — 3agBUTEIIEM OTO3BAaHBI
JOKYMEHTEI,

99 — npyroe

HE 3aIoJIHACTCS PEKBU3UT "
CBenenust 00 odTame
pacCMOTPEHUs 3asBIICHUS
Ha perucTpanum
JEKapCTBEHHOIO
npemnapara" (hcedo:
ApplicationStatusDetails)

pexBuzut  "Howmep
3asBJICHAS O PETUCTPALINU
JEKapCTBEHHOI'O
npenapara” (hesdo:
ApplicationId)
3amoJIHsIeTCA 0013aTeNIbHO

JIOJKHO OBITH 3aIlOJIHEHO
He Ooiee OmHOTO
9K3eMIUISIpa PEKBU3HTA
CBenieHHsT O JOKyMEHTE
PETHCTPAIHOHHOTO JOChE (
nema)" (hccdo:
RegistrationDossierDocDet
ails)

n

€CJIM 3aI0JHEH PEeKBU3UT "
CBeneHHsl 0 JOKYyMEHTE
PETHUCTPALIMOHHOTO J0Che (
nema)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
pexBuszut  "IIpusHak
MPUHAIIE)KHOCTH
JOKyMEHTA K



10

11

12

pErUCTpalluOHHOMY JToChe"
(hcsdo:
RegistrationFilelndicator)
JOJDKEH COOTBETCTBOBATH
3HaueHuio "0 — JOKyMeHT
perucTpanuoHHoro aena'

€CJIM 3al0JIHEH PEeKBU3HT "
CBeneHHS O JOKYMEHTE
PETHCTPAITMOHHOTO JTOChe (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
JIOJDKEH OBITh 3aroJiHeH
pexBm3ut "HamMmeHoBaHme
JokyMeHTa" (csdo:
DocName)

€CJIN 3aII0JTHEH PEKBU3UT "
CeneHust 0 JOKyMEHTE
PEeTHUCTPAIHOHHOTO JOChE (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocraBe He
3aMOJHAIOTCS PEKBU3UTHI "
Kon Buma noxymeHnta
PETUCTPAIMOHHOTO J10CHE
Ha  JE€KapCTBEHHBIN
npemnapat" (hcsdo:
DrugRegistrationDocCode)
u "HamMmenoBanue BuIa
JOKyMeHTa
PETUCTPAIMOHHOTO JI0ChEe
Ha  JE€KapCTBEHHBIN
npemnapat" (hesdo:
DrugRegistrationDocName

)

€CIJI 3aIl0JTHEH PEeKBU3UT "
CBeneHHS O JOKYMEHTE
PETHCTPAITMOHHOTO JT0Che (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
pexsBusutr "Kox Buzaa
JOKYMEHTa
PETHCTPAllMOHHOTO Jena
Ha  JIEKapCTBEHHBINI
npemnapat" (hcsdo:
DrugRegistrationFileCode)
JOOJDKEH  COAepIKaTh
KOJOBOE€ 00O3HaYeHHE
BHJIAa JOKyMEHTa U3
kjnaccudukaropa BHIOB
JOKYMEHTOB
PETUCTPAIIIOHHOTO JieNa



13

14

15

JEeKapCTBEHHOT O
npernapara, yKa3aHHOTO B
pasznene VII IlpaBun

WHPOPMAIITHOHHOTO
B3aNMMOCHCTBHS, a
aTpuOyT "nnenrudukaTop
CIIpaBOYHUKA (
knaccudukaropa)" (

atpudyt codeListld) B
COCTaBe ITOr0 PEKBH3HTA
JOJDKEH  COmepiKaThb
3HayeHue "2040"

€CJIM 3aI0JIHEH PEeKBU3UT "
CBeneHHS O JOKYMEHTE
PETUCTPAITOHHOTO JT0ChE (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
JIOJDKCH OBITH 3aIOJTHEH
pexBu3uT "JIOKyMEHT B
ounapHom dopmare" (
hesdo:DocCopyBinaryText
), a aTpudyT "KO1 hopMara

naHHbeIX"  (aTpuOyT
mediaTypeCode) B ero
cocTaBe JIOJXKEH

comepxatp 3HadeHue "pdf"

€CJI 3aIl0JHEH PEeKBU3UT "
CBeneHHsI 0 JOKyMEHTE
PETHCTPAIHOHHOTO JOChE (
nema)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocraBe He
3aIOJIHSETCSI PEKBU3HT
XML-nokyment"  (ccdo:
AnyDetails)

"

€CJIM 3aI0JHEH PEeKBU3UT "
CBeeHHsT O JOKyMEHTE
PErUCTPAMOHHOTO J0ChE (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
IOJKEH OBITH 3aIOJIHEH
peKBU3UT "YHUKAIbHBIN
uaeHTHGUKATOP
JoKyMmeHTa" (hcsdo:
DocUUId) u ero 3HaucHue
JIOJDKHO OBITh PACCUUTAHO
mo dbf-dpaiimy,
cozepxKamemcs B
pekBusute "J[oKyMeHT B
ounapaom ¢Qopmare" (
hesdo:DocCopyBinaryText



), B COOTBETCTBHH C
AJITOPUTMOM,
ompeneneHHOM B .11
IIpaBuxa
HHPOPMALITOHHOTO
B3aUMOJECUCTBUS

16 HE 3aI0JIHAETCSA PEKBU3HT "
Hata" (csdo:EventDate)

He 3aIl0JHSETCs] PeKBU3UT '
Kon Bunma noxymeHta
PETUCTPAaMOHHOTO JI0Che
Ha  JEeKapCTBEHHBIN
npenapat" (hesdo:
DrugRegistrationDocCode)

17

HE 3aIl0JHAeTCS PEKBU3UT '
CBeneHUS 0

18 HAaMMEHOBAaHUU
JEeKapCTBEHHOTO
npenapata (cpeactsa)" (
hcedo:DrugNameDetails)

HE 3aIMOJIHSIETCS PEKBU3UT '
CBenenus 0

nekapcTBeHHON (opme" (
hcedo:DosageFormDetails)

19

HE 3aI0JHSETCS PEKBU3UT '
CBeneHus 0
npousBoauTene"
(hccdo:
ManufacturingAuthorizatio
nHolderDetails)

20

HE 3aI0JHSETCS PEKBU3UT '
Csenenus o nepxkarene (
3asiBUTEJIEC)

21 pEerucTpaluoHHOTO
ynoctoepenus”  (hccdo:
RegistrationCertificateHol
derDetails)

HE 3aI0JIHACTCS PEKBU3UT '
TexHoMornueckue

XapaKTCPUCTUKU 3aIHCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)

22

"n.
2

r) Tabnuiry 20 U3J10KUTH B CIACAYIONIEH PeIaKIIUN:
"Ta6muua 20

TpebGoBaHWA K 3aII0IHEHHIO PEKBU3UTOB AJIEKTPOHHBIX JOKyMEHTOB (cBeieHHi) "CBeieHnd o
PacCMOTpEHNH 3asBiIeHH U (W) peracTpanuoraoro Aocke" (R.HC.MM.01.006), nepenaBacMBIX



B coo0menuy "YBenomiieHne 06 M3MEHEHUH CBEACHUN O PETHCTPALUH JIEKAPCTBEHHOT'O
mopenapara”" (P.MM.01.MSG.017)

dopMyIHpOBKa

Kon tpeboBanus
TpeOoBaHUSA

JIOJDKEH OBITh 3amojiHeH 1
JK3EMILISIP PEKBU3UTA
CBefieHHsI O PACCMOTPEHUH
3asBiaeHUS W (WIJIN)
PETHCTPAIIMOHHOTO J0Che"
(hccdo:
DrugApprovalApplication
Details)

"

3HaueHne pexsuiuta "Kon
cTpaHsr" (csdo:
UnifiedCountryCode)
JIOJDKHO COOTBETCTBOBATH
KONy CTpaHbl W3
Klaccupukaropa crpaH
MHUpa, YKa3aHHOTO B
pazaene VII IlpaBun
2 UH(QOpMaIMOHHOTO
B3aMMOJCHCTBUA  a
aTpuOyT "nnentudukaTop
CIpaBOYHHUKA (
kinaccudukaropa)"” (
atpudyT codeListld) B ero
cocTaBe JOJKEH
cojepxarb 3HadeHue "
2021"

pexBuzut  "Howmep
3asBJICHUS O PETUCTPALIUU
JeKapCTBEHHOTO
npenapara” (hesdo:
ApplicationId)
3aMoJTHSIETCS 005A3aTENIBHO

He 3aI0JIHACTCS PEKBU3UT '
Kon MNPpUYUHBI
HEBO3MOXXHOCTH

4 paccMoTpeHHus 3asBieHus"
(hesdo:
ApprovallmpossibilityReas
onCode)

HE 3aTI0JTHSIETCS PEKBU3UT '
Hara" (csdo:EventDate)

HE 3aI0JIHACTCS PEKBU3UT '
Kox Buaga nmoxymeHta
PETUCTPaLMOHHOTO JI0ChEe
Ha  JICKapCTBEHHBIN

npemnapat" (hesdo:
DrugRegistrationDocCode)



HE 3aIOoJIHIETCS PEKBU3UT "
CBeneHUSA 0
HaMMEHOBAHUU
JeKapCTBEHHOTO
npenapata (cpeactsa)" (
hcedo:DrugNameDetails)

HE 3aI0JIHAETCSA PEKBU3HT "
CBeneHus 0

nekapcTBeHHOR (opme" (
hcedo:DosageFormDetails)

HE 3aIO0JIHAETCSA PEKBU3UT "
CBeneHus 0
npousBoauTene"
(hccdo:
ManufacturingAuthorizatio
nHolderDetails)

HE 3aI0JIHAETCSA PEKBU3UT "
Ceenenust o nepxkarene (
3asiBHTEJIEC)

10 pPEeTUCTPALIMOHHOTO
ynoctoepenus"  (hccdo:
RegistrationCertificateHol
derDetails)

HE 3aI0IHACTCS PEKBU3UT "
TexHoJOorHYeCKHE

XapaKTCPUCTUKU 3aIHCH
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)
1) Tabnuiy 24 U310KUTh B CIAEAYIONIEH peaaKIIuu:

11

"Tabmuna 24

TpeboBaHAA K 3aMOHEHHIO PEKBH3HTOB AJIEKTPOHHBIX JOKYMEHTOB (CBeeHHuit) "CBeeHns 0
PaccMOTpeHNH 3asgBJIeHUs U (Win) perucTpamuoaHoro gocke" (R.HC.MM.01.006), nepenaBaeMbIx
B cooOmeHnH "YBegoMiIeHHe 00 OTMEHE perucTpaonHoro yaocroseperns” (P.MM.01.MSG
.022)

dopmMynaupoBKa

Kox tpeboBanms
TpeOoBaHuUs

JOJDKEH OBITBH 3amojHeH 1
9K3EMIUIIP PEKBU3HTA
CBeneHns 0 pacCMOTPEHUHN
3asBIeHUS #  (WUIIH)

"

PErUCTPallMOHHOTO JT0Che"
(hccdo:
DrugApprovalApplication
Details)

3HaueHue pexBusuta "Kon
cTpaHbl" (csdo:
UnifiedCountryCode)

JOJDKHO COOTBETCTBOBATh



KOAYy CTpaHBl U3
KJIacCHU(UKATOpa CTpaH
MHpa, YKa3aHHOTO B
pasznene VII IlpaBun
HHPOPMALITOHHOTO
B3aUMOJECUCTBUSL A
aTpuOyT "nnentudukaTop

CIpaBOYHHUKA (
kinaccudukaropa)" (
aTpudyT codeListld) B ero
cocTaBe JIOJXKEH

"

colepKaTh 3HayeHUe
2021"

IOJDKEH OBITH 3alOJIHEH
pexkBm3uT "llopsaKoBHIT
HOMEp PErucTpanuoHHOTO
yIOCTOBEPEHHUS
JEeKapCTBEHHOTO
npemnapara" (hesdo:
RegistrationNumberld)

HE 3aIoJIHAETCS PEeKBU3UT "
Caenenus o peructpanun”
(hccdo:
CountryDrugRegistrationD
etails)

HE 3aIoJIHAETCS PEeKBU3UT "
Kon Buma upouenyps
peructpanuun” (hesdo:
RegistrationKindCode)

JIOJDKHO OBITH 3aIIOJIHEHO
He Ooiee OJHOTO
9K3eMILISIpa PEKBHU3UTA
CBeneHud O JOKYMEHTE
PETUCTPALMOHHOTO J0Che (
nema)" (hccdo:
RegistrationDossierDocDet
ails)

n

€CJIM 3al0JIHEH PEeKBU3HT "
CBeneHHS O IOKYMEHTE
PETUCTPAITOHHOTO T0ChE (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
pexBusut  "[IpusHak
MPUHAIC)KHOCTH
JOKYMEHTa K
PETHCTPAIMOHHOMY J0Che"
(hcsdo:
RegistrationFileIndicator)
JIOJDKEH COOTBETCTBOBATH
3HaueHHI0 "0 — TOKyMEHT
perucTpanonHoro aena"



10

€CJIM 3aI0JIHEH PEKBU3UT "
CeeneHust 0 JOKyMEHTE
PETHCTPAIHOHHOTO JOChE (
nema)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
JOJDKEH OBITH 3aIlojTHEH
pexBu3ut "HanmeHoBaHue
nokyMeHTa" (csdo:
DocName)

€CJIN 3aI0JHEH PEeKBU3UT "
CBeneHusl 0 JOKyMEHTE
PETUCTPALMOHHOTO A0Che (
nema)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocraBe He
3aMOJIHAIOTCS PEKBU3UTHI "
Kox Bunma noxymeHta
PETUCTPAaMOHHOTO JI0ChEe
Ha  JICKapCTBEHHBIH
npenapat"” (hesdo:
DrugRegistrationDocCode)
u "HaumeHoBaHue BuIa
JOKyMeHTa
PETUCTPaLMOHHOTO JI0ChEe
Ha  JIEKapCTBEHHBIH
npenapat" (hesdo:
DrugRegistrationDocName

)

€CJIM 3aII0JHEH PEKBU3UT "
CeneHust 0 JOKyMEHTE
PETUCTPAITOHHOTO T0Che (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
pexBusutr "Koa Buzaa
JOKyMeHTa
PETUCTPAIIIOHHOTO JieNa
Ha  JIEKapCTBEHHBII
npemnapat" (hcsdo:
DrugRegistrationFileCode)
JOJDKEH  COJepkKaTh
KOJ0BO€ 0003HaYCHHE
BHAA JOKyMEHTa U3
KiaccuukaTopa BHIOB
JOKYMEHTOB
PErUCTPaIMOHHOTO Jielia
JeKapCTBEHHOTO
npernapara, yKa3aHHOTO B
pasznene VII IlpaBun
HHPOPMAIITHOHHOTO
B3aMMOJCHCTBHI, a
aTpuOyT "nneHtudukaTop
CIpaBOYHHUKA (



11

12

13

kinaccupuxaTopa)" (
atpubyt codeListld) B
COCTaBe ITOr0 PEKBH3HTA
JOOJDKEH  COAepIKaThb
3HaueHue "2040"

€CJIM 3aII0JTHEH PEKBU3UT "
CeneHust 0 JOKyMEHTE
PEeTHUCTPAIHOHHOTO JOChE (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
JOJDKEH OBITH 3aIloJIHeH
pexBu3uT "JIoKyMeHT B
omnapHoMm ¢dopmare" (
hesdo:DocCopyBinaryText
), a atpuOyT "K0oa popmara

naHHelx"  (aTpuOyT
mediaTypeCode) B ero
cocTaBe JIOJKEH

conepxatp 3HadeHue "pdf”

€CJI 3aIl0JHEH PEeKBU3UT "
CBeneHUsI O JOKyMEHTE
PETHCTPAIHOHHOTO JOChE (
nema)" (hccdo:
RegistrationDossierDocDet
ails), To B ero cocraBe He
3aroJIHSAETCS PEKBU3HT
XML-nokyment"  (ccdo:
AnyDetails)

"

€CJI 3aI0JTHEH PEeKBU3UT "
CBeneHHS O JTOKyMEHTE
PETUCTPAITMOHHOTO JTOChe (
nena)" (hccedo:
RegistrationDossierDocDet
ails), To B ero cocrase
IOJDKEH OBITH 3alOJIHEH
peKkBH3UT "YHUKAIBHBINA
UIIEHTUQUKATOP
JoKyMmeHTa" (hcsdo:
DocUUId) u ero 3HaucHue
JOJDKHO OBITH pacCUUTaHO
mo dbf-¢paiiny,
colepiKamemcs B
pekBusute "JIoKyMeHT B
ounapaom ¢Qopmare" (
hesdo:DocCopyBinaryText
), B COOTBETCTBHH C
AJITOPUTMOM,
ompeneneHHOM B .11
IIpaBuxa
UH(QOpMaLIHOHHOTO
B3aUMOJECUCTBUS



14

15

16

17

18

19

20

21

22

HE 3aIoJIHACTCS PEeKBU3UT "

Ceenenust 00 2dTame
paccMOTpEHUs! 3asiBICHUS
Ha perucTpaiuio
JeKapCTBEHHOTO
npemnapara" (hcedo:
ApplicationStatusDetails)

HE 3aI0JHSETCS PEKBU3UT '
Kon NPUYHHBI
HEBO3MOXHOCTHU
paccMoOTpeHHs 3asBiieHUS"
(hcsdo:
ApprovallmpossibilityReas
onCode)

HE 3aI0JIHACTCS PEKBU3UT '
Hara" (csdo:EventDate)

HE 3aTI0JTHSCTCS PEKBU3UT '
Kon Bupma poxymeHta
PETHUCTPAIMOHHOTO JTOCHE
Ha  JIEKapCTBEHHBIH

npemnapat" (hcsdo:
DrugRegistrationDocCode)

HE 3aTI0JTHAETCS] PEKBU3HT '
Csenenus 0
HAaMMCHOBAHHNU
JEeKapCTBEHHOTO
mpenapara (cpeacrsa)" (
hcedo:DrugNameDetails)

HE 3aI0JIHACTCS PEKBU3UT '
Cenenus 0

JexapcTBeHHOH (opme" (
hcedo:DosageFormDetails)

HE 3aII0JIHACTCS PEKBU3UT '

CBenenus o
npousBoguTene”
(hccdo:
ManufacturingAuthorizatio
nHolderDetails)

HE 3aI0JHIETCS PeKBU3UT '
Cenenus o jaepxarene (
3asiBUTEJIE)
perucTpanuoHHOTO
ynoctoepenus”  (hccdo:
RegistrationCertificateHol
derDetails)

HE 3aIOJIHACTCS PCKBU3UT '
TexHoOJNIOTHUECKHE

XapaKTEePUCTHKH 3aruch
obmero pecypca" (ccdo:
ResourceltemStatusDetails

)



4. B Onucanun (HopMaToB U CTPYKTYpP BJIEKTPOHHBIX JOKYMEHTOB U CBEJICHUH,
MCIOJIb3YEMBIX JJIS peall3allii CPeACTBAMU UHTEIPUPOBAHHON MH(POPMAITMOHHON CUCTEMBbI
EBpasuiickoro 3K0HOMHYECKOro coro3a oOliiero mpouecca "d@opMHUpOBAHHUE, BEACHUE U
HCIOJIb30BAHUE €IUHOTO pEEeCcTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB
EBpa3uiickoro 3kK0HOMHUYECKOr0 COr3a", yTBEPKIAEHHOM yKa3aHHbIM Perienuem:

a) Tabiuiry 10 U3M0XKUTH B CIAEAYIONIEH peaaKIvu:
"Ta6muua 10

PexkBH3UTHEIA COCTaB CTPYKTYPHI JIEKTPOHHOI'O JOKyMeHTa (cBeJieHHi) "CBeneHns o
perucTpanyu nekapcTBeHHOro npenapara” (R. HC.MM.01.001)

Omnca Wpgentr Tun
Nmst pexBu3uTa e npuKaT maHHBl MH.
peKBH3
nTa P X
ccdo;
EDocH
COBOKY eaderT
IMHOCTh ype (
TEXHOJI M.CDT
oruuec .90001)
KHUX Omnpen
1. 3aroioBOK 3JIEKTPOHHOTO JOKYMEHTA (CBEICHUI) peKBI3 M.CDE S™¢T¢
(ccdoiEDocHeader) Hros .90001 A !
IJIEKTP obmact
OHHOTO AMHU
JIOKyMe 3HAYCH
HTa ( u i
CBeJIEH BJIOXKE
179 HHBIX
DIeMeH
TOB
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elopelC
odeTyp
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M.SDT
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He
KoJlia B
KOZIOBO COOTBE
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0003Ha c
1.1. Kox coolmenus o6mmero mpomecca ICMHE \1.SDE Pernam
(csdo:InfEnvelopelCode) coobm 90010 CHTOM !
eHHs ungop

obmiero MAIHo



1.2. KoJ 371eKTpOHHOTO IOKYMEHTA (CBEIEHHH)

(csdo:iEDocCode)

nporec
ca

KOZIOBO
e
00o03Ha
yeHUe
INEKTP
OHHOTO
JIOKyMe
HTa (
CBEJICH
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COOTBE
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COOTBE
TCTBHH
c
peectp
oM
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A-Z14{2
NJA-Z
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)?2\.[0-9
143}
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Univer
sallylUn
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Type (
M.SDT
.90003)
3HaueH
He
HICHTH
¢ukaro
pa B



OJTHO3H COOTBEC

a4HO TCTBHUHU
UOCHTH ¢ ISO/
1.3. UnenTuduKaTop 371eKTPOHHOIO JOKYMEHTa (CBEICHUIA) ¢ump M.SDE IEC 1
(csdoiEDoc]ld) yromas 90007 9834-8.
IJIEKTP [Ta60
OHHBIH H: [0-
HAOKYyMC 9a-fA-
r o ( F1{8}-[
CBCJICH 0 -
1) 9a-fA-
Fl{4}-[
0 -
9a-fA-
Fl{4}-[
0 -
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Type (
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HTa ( pa B
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1.4. WpentudukaTtop HCXOTHOrO JJICKTPOHHOTO HOKyMeHTa ( H a M.SDE IEC
CBEJICHUH) KOTOPBI 96008 9834-8. 0..1
(csdoiEDocRefld) it Obin [1a6mno
chopm u: [0-
HpOBaH 9a-fA-
JTaHHBI F] {8 } -[
51 0 -
IJIEKTP 9a-fA-
OHHBIN Fl{4}-[
JOKyMe 0 -
HT 9a-fA-
CBEIEH Fl{4}-[
us) 0 -
9a-fA-
Fl{4}-[
0 -
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F]{12}



1.5. lata 1 BpeMs 3JIEKTPOHHOTO TOKYMEHTA (CBEICHMIA)
(csdo{EDocDateTime)

1.6. Kox s3b1ka
(csdo:LanguageCode)

2. CeieHHsI O peTUCTpaIly JIEKAPCTBEHHOTO Mpernapara
(hcedo:DrugRegistrationDetails)

mata u

BpeMs

co3/laH

u s

anexktp M.SDE
onHoro .90002
TIOKyMe

HTa (
CBeJICH

ui)

KOJ0BO

e6 . MSDE
0003 5051
YCHUC

sA3bIKa

CBEJICH
us o

peruct

pamun  M.HC.
nekapc CDE
tBeHHO .00028
ro

mpemnap

aTta

bdt:|
Date[T1
me[Typ
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M.BDT
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B
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c
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pTOB
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Type (
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ailsTyp
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M.HC.
CDT
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Onpen
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ST
obmact
AMH
3HAYCH
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0.1

1.*



2.1. TlopsakoBBIE HOMEpP PETUCTPALUOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TIperapara
(hcsdo:RegistrationNumberd)

2.2. CBefieHHs O PETUCTpAIMM JIEKApCTBEHHOrO Ipernapara B
rocyIapcTBe-4IeHe
(hcedo:DruglCountryRegistrationDetails)

HOPSIAK
OBBIN
HOMED
peruct
pannoH
HOTO
YI0CTO
BEPEHU
P
JIeKapce
TBEHHO
ro
npenap
ara

CBeJIeH
usa o
peruct
paruu
neKapce
TBEHHO
ro

npemnap
ara B
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pcTBe-
4iieHe

M.HC.
SDE
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M.HC.
CDE
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BJIOXKC
HHBIX
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TOB

hcsdo:|
Registr
ationN
umberl
dType (
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SDT
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Hopma
JIU30Ba
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Registr
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ue
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KBEHHO

0.1
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2.2.1. Kog crpansl
(csdo:UnifiedCountrylCode)

a) UJICHTU(QHUKATOP CIIPaBOYHMKa (KJIaccU(pHUKaTopa

)
(atpubyT codelListld)

KOZI0BO
e
0003Ha
YeHue
CTpaHbI
, B
KOTOPO
7}
perucr
pupyer
c A
JeKape
TBEHHBI
i
npernap
ar

0003Ha
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2.2.2. Ko ponm rocymapcTBa-dieHa

(hesdoiCountryKindCode)

2.2.3. Homep 3asBieHUsl O PETUCTPALUU JEKapCTBEHHOIO
npenapara
(hcsdoiApplicationlld)

2.2.4. CBeneHUsl O PETHCTPALIIOHHOM yJOCTOBEPEHUH Ha
JIEKapCTBEHHBIN IIpenapaT

(hcedo:DrugRegistrationCertificateDetails)

0003Ha
yeHue
poun
rocyza
pcTBa-
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npu
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neKapc
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ro
npemnap
ara

HOMEp
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peruct
panuu
HIH
MpoBexa
eHUU
HHBIX
Mpoesa
yp,
CBs3aH
HBIX C
perucr
pauuen
neKapc
TBEHHO
r o
npenap
ara

CBeJIeH
us o
peruct
paunoH
HOM
YA0OCTO
BEPCHU
u Ha
neKapc
TBEHHBI
i
npemnap
ar

M.HC.
SDE
.00510

M.HC.
SDE
.00260

M.HC.
CDE
.00031

hcsdo:|
Countr
yKind|
CodeT
ype (
M.HC.
SDT
.00204)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB

csdo:|
Id50Ty
pe (
M.SDT
.00093)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JTAHA!
1.
Make.
JUTHHA:

50

hcedo
DrugR
egistrat
ionCert
ificate
Details|
Type (
M.HC.
CDT
.00027)
Onpen
esaeTc
P
obnact
AMHU
3HAYEH
U "
BIIOKE
HHBIX

0.*

0..1



*.1. HoMep periucTpanioHHOTO yI0CTOBEPEHHUS
(hcsdoiRegistrationCertificatelld)

* 2. Jlata TOKyMeHTa
(csdo:Doc(CreationDate)

* 3. JlaTa ncTeueHust CPOKa ACHCTBHS JOKYMCHTA

(csdo:DocValidityDate)
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* 4., JlaTa BHECEHUS U3MEHEHUS
(hcsdo:DocExtensionDate)

*5. Jara OTMEHBl pPETrHCTPallMOHHOTO
YAOCTOBEPEHUS
(hcsdo:(CertificatelCancelDate)

*.6. Konm craryca peructpanMoHHOTO
yIOCTOBEPCHHUSI
(hcsdo:RegistrationStatusiCode)
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* 7. HanMeHoBaHME cTaTyca pPErHCTPAIlHOHHOTO
YIOCTOBEPEHUS
(hcsdo:RegistrationStatusName)

* 8. Kox mnpu4MHBI NPHOCTAHOBKH JACHCTBUS
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
(hcsdo:(CertificatePauseCode)

*.9. IlpuumHa TPHUOCTAHOBKH OEHCTBUA
PETHCTPAIIMOHHOTO YAOCTOBEPEHUSI
(hcsdo:(CertificatePauseText)

HauMeH
oBaHUE
cTaryc
a
perucr
panuu
JeKapce
TBEHHO
ro
npemnap
aTa

KOJIOBO
e
0003Ha
yeHue
NpUYIH
H bl
MPHUOCT
aHOBKHU
IelncTB
u s
perucr
paiuoH
HOTO
YJ0CTO
BEpECHU
i

IpUIN
Ha
MIPHOCT
AHOBKHN
encTB
u s
perucr
parmoH
HOTO
YJ0CTO
BEpEHU
i

KOZOBO
e
0003Ha
yeHue
IPUYH
H Bl
OTMCH

M.HC.
SDE
.00771

M.HC.
SDE
.10000

M.HC.
SDE
.10002

(
M.SDT

.00134)
HopMma
JIN30Ba
HHafs (]
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
500

csdo
Code2|
Type (
M.SDT
.00170)
Hopwma
nuzoBa 0.1
HHas
CTpOKa
CHMBOJI
OB.

Jnuna:
2

csdo
Text40
00Type
(
M.SDT
.00088)
Ctpoka
cumBoi 0..1
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
4000

csdo;

Code2|
Type (
M.SDT
.00170)



*.10. Ko nmpuyMHBI OTMEHBI PETUCTPALlMOHHOTO
YIOCTOBEPEHHS
(hesdo:(CertificatelCancelCode)

*11. IlpuuuHa OTMEHBI PETHCTPAILHOHHOTO
YI0CTOBEPEHHUS
(hcsdo:(CertificatelCancelText)

*.12. Koa yciioBHsI OTMEHBI PETHCTPAMOHHOIO
YIIOCTOBEPCHHUSI
(hcsdo:(CertificateCancelConditionCode)

*.13. VYcnoBue OTMEHBI pPETHUCTPALMOHHOIO
YIIOCTOBEPEHHS
(hcsdo:(CertificatelCancelConditionText)
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HUIACHTU
(ukaro
p
KIIACCH
(ukaro
pa
€JIMHUIL
u3Mepe
HUS

NpU3Ha
K
Habopa
YIaKoB
AHHBIX
€/INHHUI
B O
BTOpHY
HOH
YIaKoB
K e
JeKapc
TBEHHO
ro

npo0.
udp:
6
csdo
Measur
ement
UnitCo
delType
(
M.SDT
.00074)
byksen
HO-1IU (D
poBoii
KOJI.
JIEGH()
H: [O-
9A-Z]¢
2,31\d
{3.4}

csdo;
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUIAHA:
1.
Makc.

JUIAHA:
20

bdt:|
Indicat
ofiType
(
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a) wuAeHTH(PUKATOp CIpaBOYHHKA
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* 4. Ko opraHn3aliioOHHO-TIPaBOBOH ()OPMBI
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*.6. nenTnukarop Xo3s1iCTBYIOIIETO CyObEKTa
(csdo:BusinessEntityld)
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*9. KOH MNPUYHHBI IOCTAHOBKH HA Y4YCT
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a) uaeHTH(HHUKATOP CIIPABOYHUKA
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*.12.1.10.4. Peruon
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*.12.2. CBenenus 00 dTare Mpou3BOJICTBA
(hccdo:ManufacturelStageDetails)
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(arpubyT codeListld)
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cootBeTcTBUM ¢ ATX kinaccudukanmeit
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2.4.8. CsemeHus O [JONOJHHUTEIBHOM IpPU3HAKE
JIEKapCTBEHHOTO MpernapaTa
(hcedo:DrugAdditionalFeatureDetails)

*1. Konm nomomHUTENbHOTO IpHU3HAKa
JIEKapCTBEHHOT'O MpernapaTa
(hcsdo:DrugAdditionalFeatureiCode)

* 2. HanMeHOBaHME JOMOJHHUTENLHOTO MPHU3HAKA
JIEKapCTBEHHOTO MpernapaTa
(hcsdo:DrugAdditionalFeatureName)
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2.4.9. Kox BuAa perucTpUPYEMOTO JIEKapCTBEHHOIO
mpenapara
(hcsdo:RegistrationDrugKindCode)

2.4.10. HaumeHoBaHuE BHIA PETUCTPUPYEMOTO
JIEKapCTBEHHOIO Mpenapara

(hcsdo:RegistrationDrugKindName)

2.4.11. CBenenus 0 BKIIOUEHUH JICKAPCTBEHHOT'O IpenapaTa
B CITMCOK KOHTPOJIMPYEMBIX
(hcedo:ControlListDetails)
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*.1. Kox ctpansl
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* 2. Ilpu3HaK MCUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
(hesdo:PsychotropicDruglndicator)

* 3. [Ipu3HaK HAPKOTUYECKOTO Mpernapara
(hesdo:NarcoticDruglndicator)
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2.4.12. CBenenus 06 opdaHHOM JIEKaPCTBEHHOM TIpernapare
(hcedo:OrphanDrugV2Details)

*.1. Kox crpansl
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2.4.13. Csenmenust 00 aKkTHBHOHW (apMaleBTHIECKON
CyOCTaHIIMM, HCIOJB3YeMOW TMPU  MPOU3BOACTBE
JICKApPCTBEHHOT'O Mpermapara
(hcedo:ActivelngredientDetails)

*1. ToproBoe HaWMEHOBaHWE JIEKAPCTBECHHOTO
npernapara
(hcsdo:DrugTradeName)

*2. CenieHHss 0 HAUMEHOBAaHUH JIEKAPCTBEHHOTO
npenapara (CpeicTBa)
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(hcedo:DrugNameDetails)
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(hccdo:|
ManufacturingAuthorizationHolderiV2Details)

a) KOJI sI3bIKa
(arpudyt languagelCode)

* 3.1. Kox crpanbl
(csdo:UnifiedCountryiCode)
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a) UIEeHTU(UKATOP CIIPaBOYHHKA
(xmaccudukaropa)

(arpubyT codeListld)
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*.3.3. Kpatkoe HamMeHOBaHUE
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(csdo:BusinessEntityTypeCode)

a) UIEHTU(HUKATOP CIIPAaBOYHHKA
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*3.6. UneHtudukarop Xo3sMCTBYIOIETO
cyOBeKTa
(csdo:BusinessEntityld)
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*.3.9. Koz npruMHEI NOCTAaHOBKY HA y4ET
(csdo:TaxRegistrationReasonCode)

*3.10. Anpec
(ccdojAddressV4Details)
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*3.10.1. Kon Buna anpeca
(csdojAddressKindCode)

*.3.10.2. Kox cTpanbl
(csdo{UnifiedCountryiCode)
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a) wuaeHTU(UKATOP
CIpaBOYHHUKA
Kiaccupukaropa)
(atpubyT codelListld)
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.00055)
Hopma
JIU30Ba
*3.10.6. Topor za:Me: MSDE mmas
BaHU .
(csdoiCityName) .00009 ctpoxka
ropona CHMBOJI
OB.
MuHn.
JUTMHA:
1.
Makc.
JUIAHA:
120
csdo|
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HanMeH HHas
OBaHHUE

*.3.10.7. HaceneHHBIH ITyHKT
Hacelne 0..1



(csdo:SettlementName) HHoro M.SDE crpoka
nyHkra .00057 cumBon

OB.
Mus.
JUTHHA:
1.
Makec.
JUTHHA:
120
csdo|
Namel
HauMeH 20Type
OBaHHeE (
3IEeMEH M.SDT
Ta .00055)
YIUYHO Hopma
- JIU30Ba
*3.10.8. Yauma nopox M.SDE HHas ]
(csdo:StreetName) HO M .00010 crpoka
ceTH CHUMBOJI
TOpOJIC OB.
Kol MuH.
nHdpac JUIMHA!
TPYKTY 1.
pBL Makc.
JUIMHA:
120
csdo;
1d50Ty
pe (
M.SDT
.00093)
0003Ha Hopma
JeHHe JU30Ba
*3.10.9. Homep noma AOMA, 1 spE THA
(csdo:BuildingNumberld) KOPIYC  gogpp CTPORE 0.1
, CHMBOJT
CTpOCH OB.
ust Mus.
JUTHHA:
1.
Makc.
JUTHHA:
50
csdo;
1d20Ty
pe (
M.SDT
.00092)
Hopwma
0003Ha
JU30Ba
YeHHne HHas
*3.10.10. Homep noMemeHus oduca

CTpOKa



(csdo:RoomNumberld) AU M.SDE cumson 0..1
kBaptu .00012 oB.

pBI Mus.
JUTHHA:
1.
Makc.
JUTHHA:
20
csdo
PostCo
delType
(
M.SDT
.00006)
IIOYTOB Hopma
Bl I JIM30Ba
HHIEKC HHas
*.3.10.11. ITouroBbIif HHAEKC npeanp M.SDE crtpoka 0.1
(csdo:PostCode) narus  .00006 cumBonm
ITOYTOB OB.
oH [Ia610
CBSI3H H: [
A-Z0-9
1[A-Z0
9 K
1,8}
A-70-9
]
csdo:|
1d20Ty
pe (
M.SDT
HoMep .00092)
aboHeH Hopa
TCKOI'O 308
*.3.10.12. Homep abOOHEHTCKOTO AR HHas
SIIUKA Ha %O?)IID?F crpoka 0..1
(csdo:PostOfficeBoxd) Ei:igp ' CHUMBOJI
MOYTOB i;;m
213231/1 IIUMHa:
Make.
JUIMHA:
20
csdo|
Text10
00Type
Habop (
JJIEMEH M.SDT
ros .00071)
azpeca,

MPeacT



*.3.10.13. Anpec B TekctoBoil aBneHH M.SDE Crpoxka 0..1

dbopme pIx B .00005 cumBon
(csdojAddressText) cB00ON OB.
HOH MuH.
bopme JUTAHA:
B BUJIE 1.
TeKCcTa Makec.
JUIAHA:
1000
ccdo
Comm
unicati
onDeta
il§Type
KOHTaK (
THBIN M.CDT
pexBU3 .00003)
*3.11. KoHTaKTHBIA peKBU3UT Tt . M.CDE Onpen 0.
X03s1HiC .
(ccdoiCommunicationDetails) .00003 eete
TBYIOII]
ero obmacTt
cyOBek AMU
Ta 3HaYEeH
U #
BIIOXKE
HHBIX
dJIEMEH
TOB
csdo|
Comm
unicati
onChan
nelCod
eV2Ty
pe (
KOJIOBO M.SDT
: s 00163)
3HaueH
00o03Ha
e
yeHue
KoJa B
BHUJA
COOTBE
cpencT
TCTBUU
Ba (
*3.11.1. Kox Buza cBa3u KaHajia ¢
M.SDE nepeun
(csdo:| ) cBsI3U 00014 0..1
CommunicationChannelCode) ( ' eMm
BHUJOB
tenedo
1, (baxc cpenct
B (
’ KaHaJIOo
JJIEKTP
B )
OHHAasA
CBSI3U.
rnoyra

u 1p.)



*3.11.2. Haumenosauue Buaa
CBSI3U

(csdo:|
CommunicationChannelName)

*3.11.3. Unentudukarop KaHaia
CBA3H
(csdo:CommunicationChannelld)

HaMMeEH
OBaHUE
BUJA
cpencT
Ba (
KaHaya
) cBsI3n
(
teredo
H, (hakc
)
ANEKTP
OHHasI
mnoura

u 1p.)

nocIen
oBarel
BHOCTh
CHUMBOJI
0B,
UJICHTH
(uump
yromas
KaHaJ
cBA3H (
yKa3aH
ue
HOMepa
tenedo
Ha,
(axca,
azpeca
DIEKTP
OHHOM
TIOYTEI

¥ 1p.)

onucaH
ue
yCIIOBH

71
OTILyCK

M.SDE
.00093

M.SDE
.00015

MuH.
JJIMHA:
1.
Makc.

JUIMHA:
20

csdo
Namel
20Type
(
M.SDT
.00055)
HopMma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
120

csdo
Comm
unicati
onChan
nelldT
ype (
M.SDT
.00015)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JIUTAHA:
1.
Makc.
JITAHA:
1000

csdo
Text40
00Type
(
M.SDT
.00088)

0..1

1.*



2.5. Onucanue
(csdo:DescriptionText)

2.6. CenmeHust o pnepxareie (3asBUTENIE) PETUCTPALIOHHOIO
yIIOCTOBEPEHHUS
(hcedo:RegistrationCertificateHolderDetails)

a

TBEHHO
ro
mpemnap
aTa

CBeJICH
us 00
opranu
3aIMH
JepKaT
ene
peruct
paunoH
HOTO
YIOCTO
BEepCHU
S Ha
JeKapc
TBEHHBI

mpermap
aT UIu
0
3asIBUT
ene,
moJaB
e
3asBJe
HUE Ha
peruct
panuio
neKapce
TBEHHO
ro
mpemnap
arta

M.SDE Crpoxka 0..1
nekapc .00002 cumBon

M.HC.
CDE
.00089

OB.
Mus.
JUTHHA:
1.
Makc.

JUIAHA:
4000

hcedo]
Busine
ssEntit
yExpan
dedDet
ailsTyp
e (
M.HC.
CDT
.00108)
Omnpen
enaeTc
s
obnact
AMH
3HAYECH
u i
BIIOKE
HHBIX
3JIEMEH
TOB

csdo;
Unified
Countr
yICode|
Type (
M.SDT
.00112)
3HaueH
He
IBYXO0yY
KBEHHO
ro Koja

0..1



2.6.1. Kog crpansr
(csdo:UnifiedCountryiCode)

a) UJICHTU(QHUKATOP CIIPaBOYHMKa (KJIaccu(uKaTopa

)
(arpubyT codelListld)

KOJIOBO
e
0003Ha
yeHue
CTpaHbI
peruct
panuu
X035Hc
TBYIOII]
ero
cyOBek
Ta

0003Ha
YeHHE
CIpaBo
YHHKA (
KJlaccu
(ukaro
pa), B
COOTBE
TCTBHHU
c
KOTOPBI
M
yKa3aH
KOJ

IIOJITHOEC
HauMCH
OBaHHUEC

M.SDE
.00162

CTpaHbI
B
COOTBE
TCTBHHU
co
CIpaBo
YHUKO
Mo (
KJIaCCH
¢ukato
pom),
WJICHTH
¢ukaro
p
KOTOPO
ro
ompene
JEeH B
aTpuly
te "
Unent
npukat
op
CIIpaBo
YyHHKA (
KJIaccH
¢ukaro
pa)".
[Ta6mo
H: [A-Z
12}
csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JM30Ba
HHAas
CTpOKa
CHMBOJI
OB.
MusH.
JUINHA:
1.
Make.

JUIMHA:
20

0..1



2.6.2. HanmeHoBaHME X03IHCTBYIONIETO CyOHEKTa
(csdo:BusinessEntityName)

2.6.3. KpaTkoe HauMEHOBaHHE XO3IHCTBYIOIIETO CyOBEKTa

(csdo:BusinesgEntityBriefName)

X03siic
TBYIOII
ero
cyOBex
Ta UWin
thamun
Usl, UMsT
u
oT4ecT
B O
uzmnae
CKOTO
nuna,
BEyII
ero
X03s1ic
TBEHHY
10
JesTer
BHOCTh

cokpa
IICHHO
e
HaMMEH
OBaHUE
X03s1iic
TBYIOIIL
ero
cyOBeK
Ta WK
thamun
usi, UMt

OTYeCT
B O
¢uznue
CKOTO
TIHIa,
BEIyII
ero
XO035TUC
TBEHHY
0
JesTen
BHOCTB

M.SDE
.00187

M.SDE
.00188

csdo
Name3
00Type
(
M.SDT
.00056)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
300

csdo
Namel
20Type
(
M.SDT
.00055)
HopMma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
120

csdo
Unified
Code20|
Type (
M.SDT
.00140)
3HaucH
ue
KOJa B

0..1

0..1



COOTBEC

TCTBHUHU
KOJ/IOBO
co
e
CIpaBo
0003Ha P
YHUKO
YeHHue
Mo (
opranu
KJIacCH
3alMOH
¢ukaro
HO-TIpa )
oM
BOBOIA POM),
UICHTH
thopmbI o
. UKaTO
2.6.4. Koa opraHn3aiinoOHHO-TIPaBOBOH (OPMBI , B M.SDE 0.1
(csdo:BusinessEntityTypeCode) kotopo .00023 h
M KOTOPO
ro
3aperu
ompene
CTPHpPO
JeH B
BaH 5
. aTpu
X03s1HC ep }:,
T
TBYIOII
?,] Nnent
u i
nouxar
cyOBex o
T p
CIpaBo
9HUKA (
KJ1accu
¢ukaro
pa)ﬂ.
Mus.
JUTHHA:
1.
Make.
JUTHHA:
20
csdo
Refere
5 nceDat
0003Ha
aldTyp
YeHHE
e (
CHIpaBo M.SDT
aHmKa ( 00091)
KIIACCH
HopMma
(ukaro
a) UICHTU(PHUKATOP CIPaBOYHMKA (KJIaCCH(PHKATOPa ) JM30Ba
a), B
) P - HHas 1
( (§) delListld) cooTse CTpOKa
aTpudyT
PHOYT €0 TCTBHH
CHMBOJI
c
OB.
KOTOPBI
MusH.
M
JUINHA:
yKa3zaH :
KOJT )
Makec.
JUTHHA!
20
HanMeH csdol

OBaHHe Name3



2.6.5. HanmeHnoBaHNe OpraHn3aliMOHHO-TIPaBOBOH (OPMBI

(csdo:BusinessEntityTypelName)

2.6.6. Unentuduxarop xo3siicTByomero cyobekra
(csdo:BusinessEntitylld)

a) METOJ HACHTU(DUKAIIH
(arpubyT kindld)

opranu
3a[OH
HO-TIpa
BOBOH

hopmMbI

. B
xotopo M-SDE

i 00090

3apern
CTpUpPO
BaH
XO03sHcC
TBYIOII]
u i
cyOBeK
T

HOMEp

(xox)

3amucH

m o

peectp

y (
peruct

Py), M.SDE
npucso .00189
C€HHEIN

npu

rocyna

pCTBEH

HOM

perucT

panuu

METOJ
HJICHTH
(uxar

U H
X03sHCc —
TBYIOI]

" X

00Type
(
M.SDT
.00056)
Hopma
JIN30Ba
HHaAa
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
300

csdo:|
Busine
ssEntit
yildTyp
e (
M.SDT
.00157)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
20

csdo
Busine
ssEntit
yIdKin
didTyp
e (
M.SDT
.00158)
3HaucH
ue
HJIEHTH
¢ukato
pa wu3
CIpaBo
YHUKa
METOI0
B
HJIEHTH

0..1

0..1



2.6.7. VHUKaNbHBIA WACHTU(UKAUOHHBIM TaMOXKEHHBIN
HOMEP
(csdo:UniquelCustomsNumberld)

2.6.8. nenTnukaTop HAIOTOILIATEIIbINNKA
(csdo:Taxpayerld)

cyOBek
TOB

YHUKAT
BbHBIN
HJICHTH
(uxar
HMOHHBI
51
HOMEp
X03s1HicC
TBYIOI]
ero
cyOBex
Ta,
npeaHa
3HA4YCH
HBI U
Is
nenei
TaMOX
€HHOTO
KOHTPO
s

UIEHTU
(ukaro
p
X03sTHC
TBYIOIIL
ero
cyOBek
Ta B
peectp
e
HaJIoTo
maTes
BIIHKO
B
CTpaHbI

M.SDE
.00135

M.SDE
.00025

(uxar
A7t
XO03sIHC
TBYIOI]
U X
cyobek
TOB.
Mus.
JIUTAHA:
1.
Makc.

JUIMHA:
20

csdo
Unique
Custom
sNumb
efldTy
pe (
M.SDT
.00089)
HopMma
JIU30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTHHA:
1.
Makc.

JUINHA:
17

csdo;
Taxpay
efldTy
pe (
M.SDT
.00025)
3HaueH
e
HJICHTH
¢ukaro
pa B
COOTBE
TCTBUU
c
TIPaBHII
aMu,
NIPUHSAT
BEIMH B
CTpaHe

0..1

0..1



2.6.9. Kog npruuHbI IOCTAHOBKY HA yYET

(csdo:TaxRegistrationReasonCode)

2.6.10. Anpec
(ccdo]AddressV4Details)

perucr
pauuu
HAJIOTO
IIaTen
BIIIMKA

KO,
UJICHTHU
(uuup
YIOLUH
IpUIHN
HY
MOCTaH
OBKH
X03sHc

tBytoi; M.SDE

ero
cyOBek
Ta Ha
HAJIOr0
BBIH
yYeT B
Poccuit
CKOH
Denepa
LKA

anpec
XO3SIHC

tBytom; M.CDE

ero
cyOBex
Ta

.00030

.00076

peruct
pauuu
HaJIOTO
mIaTen
BIITHKA.
MuH.
JJTAHA!
1.
Makc.

JUIAHA:
20

csdo
TaxRe
gistrati
onReas
onCode|
Type (
M.SDT
.00030)
HopMma
JU30Ba
HHasd
CTpOKa
CHMBOJI
OB.
JHEGH()
H: \d{9
}

ccdo
Addres
sDetail
sV4Ty
pe (
M.CDT
.00079)
Omnpen
enaeTc
P
obnact
AMHU
3HAYEH
U "
BJIOXKE
HHBIX
sIeMeH
TOB

csdo

Addres
sKindC
odeTyp

0..1



*.1. Kon Buza ampeca
(csdo:AddressKindCode)

* 2. Kop ctpaHsl
(csdo:UnifiedCountryiCode)

KOJIOBO
e

00o03Ha M.SDE

YyeHHe
BH 1A
aapeca

KOZI0BO
e
0603Ha
yeHue
CTpaHbI

.00192

M.SDE
.00162

e (
M.SDT
.00162)
3HaucH
" e
KoJa B
COOTBE
TCTBUU
co
CIIPaBO
YHUKO
M
BHJOB
aJpeco
B
Mus.
JIUTAHA:
1.
Makc.
JIUTAHA:
20

csdo
Unified
Countr
yiCode|
Type (
M.SDT
.00112)
3HaueH
He
IBYx0y
KBEHHO
ro Koja
CTpaHbI
B
COOTBE
TCTBHH
co
CIpaBo
YHUKO
M (
KJTaCCH
¢ukaro
pom),
HIIEHTH
¢ukato
p
KOTOpPO
r o
ompee
JIEeH B
aTpudy
TE "
Unent

0..1

0..1



a) wuueHtudukaTop
KiaccudukaTopa)
(atpudyT codelListld)

* 3. Kon repputopun
(csdo:TerritorylCode)

CTIpaBOYHUKA

(

0003Ha
YeHHe
CIIpaBo
YHHKA (
KJlaccu
¢ukaro
pa), B
COOTBE
TCTBUH
c
KOTOPBI
M
yKa3aH
KOJ

KOJ
CIIFHUIT
Bl
aIMUH
UCTpat
HUBHO-T
eppHuTo
pHUaNbH
oTo

bi () ()01
o

HauMCH
OBaHHEC
CIAUHUAILL
bI

M.SDE
.00031

upukar
op
CIIPaBo
9HUKA (
KJTaCCH
¢ukaro
pa)".
[Ta6mo
H: [A-Z
142}
csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopmMma
JU30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
20

csdo;
Territor
yiCode|
Type (
M.SDT
.00031)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIMHA:
17

csdo
Namel
20Type
(
M.SDT
.00055)

0..1



* 4. Peruon
(csdo:RegionName)

*.5. Paiion
(csdo:DistrictName)

*.6. Topon
(csdo:CityIName)

aIMUH
UCTpaT
WUBHO-T
eppuTo
pHaIbH
oro
JIeNeHU
s
TIepBOT
0
YpOBHS

HauMeH
OBaHNE
€IMHHIL
bl
aIMUH
UCTpat
WUBHO-T
eppuTo
pHaIbH
oro
JIeNIeHH
o
BTOpPOT
0
YpOBHS

HaMMeH
OBaHHe
ropona

M.SDE
.00007

M.SDE
.00008

M.SDE
.00009

Hopma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
120

csdo:
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHada
CTpOKa
CHMBOII
OB.
Mus.
JIUTAHA:
1.
Makc.

JUINHA:
120

csdo
Namel
20Type
(
M.SDT
.00055)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makec.

JUIAHA:
120

csdo
Namel
20Type

0..1



* 7. HaceneHHBIH MyHKT
(csdo:SettlementName)

* 8. Viuma
(csdo:StreetName)

*.9. Homep noma
(csdo:BuildingNumberld)

HanMeH
OBaHNE
Hacelne
HHOTO
MyHKTa

HauMeH
OBaHHUE
371EMEH
Ta

YIUYHO

M.SDE

.00057

nopox M.SDE

HOH
CeTH
ropojc
KoM
nuHdpac
TPYKTY
pBI

0003Ha
YeHHe
JioMma,
KOPITyC

)
CTPOEH
ust

.00010

M.SDE
.00011

(
M.SDT

.00055)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
120

csdo
Namel
20Type
(
M.SDT
.00055)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITHHA:
1.
Make.
JUTUHA:
120

csdo;
Id50Ty
pe (
M.SDT
.00093)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIMHA:
50

csdo:
1d20Ty

pe (

0..1

0..1

0..1



*.10. Homep momerieHus
(csdo:RoomNumberld)

*.11. ITouTOBBIT HHIOEKC
(csdo:PostCode)

*.12. Homep aOOHEHTCKOTO SIIITIKA
(csdo:PostOfficeBox|Id)

0003Ha

yeHue

opuca M.SDE
AU .00012
KBapTH

pBl

MMOYTOB

Bl ¥

WHJICKC

npeanp M.SDE
uatus  .00006
IIOYTOB

oH

CBSI3U

HOMED

aboHEH

TCKOTO

SIITAKA

H a M.SDE
npeanp .00013
HSATHH

MOYTOB

oH

CBSI3U

M.SDT
.00092)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUIMHA:
20

csdo
PostiCo
delType
(
M.SDT
.00006)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOJI
OB.
JHEGRH()
H: [
A-70-9
1[A-Z0
9 I
18}
A-70-9
]

csdo
1d20Ty
pe (
M.SDT
.00092)
HopwMma
JIN30Ba
HHaAa
CTpOKa
CHMBOJT
OB.
Mus.
JITAHA:
1.
Makc.

IUIAHA:
20

csdo|
Text10

0..1

0..1

0..1



*.13. Aapec B TeKCTOBO# hopme
(csdo:AddresgText)

2.6.11. KOHTaKTHBIN pEKBU3UT
(ccdoiCommunicationDetails)

*.1. Kox Buza cBs3u
(csdo:CommunicationChannelCode)

Habop
3IeMeH
TOB
azpeca,
PEeACT
aBJICHH
LIX B
cB0O0OJT
HOM
hopme
B BHJIE
TEeKCcTa

KOHTaK
THBIN
peKBH3
HT
XO035UC
TBYIOII
ero
cyOBex
Ta

KOJIOBO
e
0003Ha
JeHHe
BUaIa
cpenct
Ba (
KaHana
) CBAI3H
(
tenedo
H, (hakc
)
IIEKTP
OHHas

M.SDE
.00005

M.CDE
.00003

M.SDE
.00014

00Type
(
M.SDT
.00071)
Crtpoka
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIAHA:
1000

ccdog
Comm
unicati
onDeta
ilsType
(
M.CDT
.00003)
Omnpen
enseTc

obnact
AMHU
3HAYCH
u i
BIIOJKE
HHBIX
3JIEMEH
TOB

csdo:
Comm
unicati
onChan
nelCod
eV2Ty
pe (
M.SDT
.00163)
3HaueH
" e
KoJlia B
COOTBE
TCTBHUH
c
nepeyH
eM
BU/JIOB
cpenct
B (

KaHaJlo

0..1

0..1



noyra B)

u 1p.) CBSI3H.
MuH.
JUIAHA:
1.
Maxkec.
JUIMHA:
20
csdo
Namel
HanMeH 20Type
oBaHueE (
Braa M.SDT
cpeact .00055)
Ba ( Hopma
KaHalia
JIN30Ba
*.2. HaumeHoBaHue BUIa CBA3U 2 B M.SDE HHas
(csdo:CommunicationChannelName) .00093 cTpoxka
reneo CHMBOII
H, (hakc oB
’ MuH.
IIEKTP
JUTAHA:
OHHas ]
moyra ’
Makc.
H 7Ip.)
JUINHA:
120
TocIen csdo;
oBaren Comm
bHOCTR unicati
CHMBOII onChan
0B, nelldT
HIEHTH ype
prump M.SDT
yromas .00015)
KaHa Hopma
* 3. Unentudukarop kaHaga CBI3H CZ?EH( M.SDE nu3oBa !
(csdo:CommunicationChannelld) ZI . .00015 wHHas
CTpOKa
Howmepa CHMBOII
tenedo o8
Ha, '
MuH.
Ppaxca, JUIAHA:
anpeca ) ’
3JIEKTP )
OHHOM Makc.
JUIAHA:
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1. 3aro0BOK 3JIEKTPOHHOTO JOKYMEHTA (CBEICHUIN)
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1.2. KoJ 271eKTpOHHOTO JIOKYMEHTa (CBEICHHH)
(csdoiEDocCode)
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1.4. VpeHTH(dHUKATOpP WCXOMHOTO OJIIEKTPOHHOTO IOKyMeHTa (
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1.6. Kox s3p1ka
(csdo:LanguageCode)
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2.1. Kog crpansl
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a) UIeHTU(HUKATOP CIpaBOYHHUKA (KiIaccu(puKaTropa)
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*3.3. IlpuzHak NPUMEHHUMOCTH

JICKAapCTBCHHOT O npenapara
IOBEHUJIBHOM IIEPUOIE

B

s
hopma
JI03UPO
BaHA;

0 -
Jexapc
TBEHHA
s
tdhopma
He
JI03UPO
BaHa

Mpu3Ha
K b
ompene
JISTEOTIH
i
npume
HUMOCT
b
neKapce
TBEHHO
ro
npenap
ata y
JieTeit:
1 -
npuMe
HACTCS
y aeren
5

0 — me
npume
HSCTCA
y aere

MpU3Ha
K,
ompene
JISOIIN
i
puMe
HUMOCT
b
neKapc
TBEHHO
ro
pemnap
aTta B
IOBEHHU
JIbHOM
nepuos

M.HC.
SDE
.00244

I/II‘/'I. "
true" (
HCTHHA
) wim "
false" (

JIOXKb)

bdt:
Indicat
ofiType
(
M.BDT
.00013)
OnaHo
U3
JIBYX
3HAYCH
mit: "
true" (
HMCTHHA
) nom "

false" (
JI0XB)

bdt:|
Indicat
ofiType

(
M.BDT

.00013)
OnHo
" 3
JIBYX

0..1

0..1



(hcsdoJuvenilelndicator)
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ro
npemnap
aTa

M.HC.
SDE
.00013

M.HC.
CDE

csdo:
Name3
00Type
(
M.SDT
.00056)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
300

hcedo
Auxilia
ryiSubst
anceDe
tailsTy
pe (
M.HC.
CDT

.00731)
Ompen
eJseTc

.00040
o

obmact
AMHU
3HAYEH
ui
BIIOXKE
HHBIX
JJIEMEH
TOB

hcsdo|
Auxilia
rySubst
ancelCo
deType
(
M.HC.
SDT
.00014)
3HaueH
ue
KoJa
BCIIOMO
rareib
HOTO

0..1

0..1



KOZI0BO
e
0003Ha

yeHHUe
*2.4.2.4.1. Ko gemomo

BCIOMOTATeNIbH rgrenp
Oro BCHICCTBA, gHEerO
BXOIIAIIETO B

BEMECT M.HC.
cocras Ba,
JIEKAPCTBEHHOTO px o1 i)](?;ﬂ
nperapara IIETO B
(hcsdo:| cocraB
AuxiliarylSubsta nexapc
ncelCode) TBEHHO

ro

npemnap

aTa

a) 0003Ha

UACHTH dYeHUue

¢duKaTo crpaso
p yHHKa (
CIPaBO KJIACCH
yHUKa ( huKaro
KJIacCH pa), B

¢duxato coorse

pa) TCTBHHU
( c
aTpuly KOTOPEI
T M
codelLi ykazaH
stld)  xon

BELIECT
Ba B
COOTBE
TCTBHHU
co
CIIPaBo
YHHUKO
Mo (
KJIaCCH
¢buxaro
pom),
UJICHTH
¢uxaro
p
KOTOPO
ro
ompene
JeH B
aTpuly
te "
WUnent
nouxar
op
CIIpaBo
YHUKA (
KJIacCcH
¢uxaro
pa)".
Mus.
JUTNHA:
1.
Makec.
JUINHA:
10

csdo|
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUTHHA:
20

0..1



*2.4.24.2.
HaumenoBanue
BCIIOMOTaTeIbH
OTO BEIIECTBA,
BXOISIICTO B
cocTaB
JIEKapCTBEHHOTO
mpernapara
(hesdo:|
AuxiliaryiSubsta
ncelName)

*2.4.2.4.3. Kon
(YHKIMOHAIBH
Oro Ha3HAYCHHSA
BCIIOMOTATENbH
Oro BEIeCTBa
(hcsdo:|
FunctionalPurpo

selCode)

HaNMEH
OBaHHE
BCITIOMO
raTenb
HOTO
BEILECT
Ba,
BXOJIS
IIETO B
COCTaB
neKapc
TBCHHO
ro
mperap
arta

KOZI0BO
e
0603Ha
yeHue
dyHKIg
HOHAIb
HOTO
Ha3Ha4
eHUs
BCIIOMO
rareib
HOTO
BEIIECT
Ba

M.HC.
SDE
.00044

M.HC.
DE
.00611

csdo
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
gaas 0.1
CTpOKa
CHMBOJI

OB.

Mus.
JUTAHA:

1.

Make.
JUTUHA:

500

hcsdo|
Functio
nalPurp
oselCod
eType (
M.HC.
SDT

.00015)

3HaueH
ue
Kojaa
dyHKIL
HUOHAJb
HBIX
Ha3HaY
€HUM
BCIIOMO
raTeib
HBIX
BEIIEeCT
B B
COOTBE
TCTBUU
co
CIpaBo
YHUKO
M (0.1
KJIacCH
(ukaro
pom),
UJICHTH
¢ukaro

p

KOTOPO

ro

orpene



a)
HJICHTH
¢bukato

p
CIpaBo

0003Ha
4eHHe
CTIpaBo

gHUKA (

KJ1acCu

yHUKa ( (huKaro

KJIaCCH
¢dukaTo
pa)

(
aTpuly
T
codelLi
stld)

*2.4.2.4.4.
HaumenoBanue
(yHKIIMOHATBH
OI'0O Ha3HA4YCHUA
BCIIOMOTaTCIIbH
Or0 BEIEeCTBa
(hesdo:|
FunctionalPurpo

seName)

pa), B
COOTBE
TCTBUH
c
KOTOPBI
M
yKa3aH
KOJl

HANMCH
OBAaHUC
(yHKIL
HOHAJIb
HOro
Ha3Ha4
CHUA
BCIIOMO
raTeiib
HOTro
BCIICCT
Ba

M.HC.
SDE
.00610

JeH B
aTpudy
te "
Nnent
upukat
op
CIpaBo
gHUKA (
KIJIacCH
¢ukato
pa)".
MusH.
JUINHA:
1.
Make.
JUTHHA!
10

csdo;
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas |
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Makc.

JUTAHA:
20

csdo:|
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
cumson 0.1
OB.
Mus.
JUTHHA:
1.



*.2.4.2.5.
HanmenoBanue peareHTa
(hcsdo:ReagentName)

*2.4.2.6. Jlo3upoBka (
KOHIICHTPALIN)
(hcsdo:
SubstanceMeasure)

HanMCH
OBaHUC
pearcH
Ta,

BXOOs
M MHC.
IIETO B

SDE
COCTaB

.00648
JeKapc

TBEHHO
ro
npenap
aTa

KOJu4e
CTBO
BELIECT
Ba,
BBIpax
€HHOE
B
€ZIMHHIL
ax
Macchl,
00BeEM

HEX MHC.

DE
.00050

AU
YCIIOBH
Bx  (
ouosor
HYECKH
x)
€JINHUILI
ax,
n1ubo
TOMEOIT
aThyec
Koe€
pasBen
eHure

Makec.

JUIAHA:
500

csdo;
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.
JITAHA:
500

hesdo|
DrugSu
bstance|
Dimens
ionalM
easure|
Type (
M.HC.
SDT
.00216)
Ywucao
B
IecsIThu
YHOM
CUCTEM
e
cuucie
HUSL.
Makc.
KOJI-BO
uudp:
24.
Makc.
KOJI-BO
npo0.
uudp:
6
hcsdo:|
Substa
nceMe
asurelC
odeTyp

0..1

0.2



e (
M.HC.
SDT

.00217)

3HaucH
ue
Koza
€IIUHMUI]
n3Mepe
HUS
JI03UPO
BKH W
KOHIIEH
TpaIuu
B
KOZ0BO COOTBE
€ TCTBUHU
a) KOJI €IUHUIBI 0003Ha co
U3MepeHus JeHHe CrpaBo
JO3UPOBKU U eIUHHI] YHHKO

KOHLOEHTpAHh bl M

— ( 0..1
(atpubyT | m3mepe KJIaccH

SubstanceMeas Hus (pukaro
ureCode) ZI03UpO pom),

BKH U WJIEHTH

KOHIICH duxaro
Tpanuu p
KOTOPO
To
ompene
JeH B
aTpudy
te "
Wnent
npukat
op
CIIPaBo
YHUKA (
KJ1accu
¢ukaro
pa)".
MuH.
JUTHHA!
l.
Make.
JUTHHA!
3

csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)

0003Ha
YeHUE

CIIPaBO
gHUKA (



6 ) KJlaccu
unentuduxarop Puraro
crmpaBounuka ( pa), B
Kiaccu(urarop COOTBE

a) TCTBUH
(aTpubyT c
codelListld) KOTOPBI

M

yKa3zaH

KOJI

HauMeH
B )

OBaHHE
HaMMEHOBaHNE

€IMHUII
e AN HHIIBI

Bl
U3MepeHus

u3Mepe
JIO3UPOBKH U —

HUS
KOHIICHTPAILIUU

JIO3UPO
(aTpubyt |

BKU U
SubstanceMeas

KOHIIEH
ureName)

Tpauu

MAacCIIT

ab

BEJINYH

HEI,

MPeacT

aBJIEHH
r) MacmTab N
( 5 |IJH B
aTpuoyT -

puby BUJIE

ScaleNumber)

[oKasa

Tens

cTeneH

nu

yucia

10

Hopma
JIN30Ba
HHas
CTpOKa
CHUMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
20

csdo:
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHada
CTpOKa
CHMBOII
OB.
Mus.
JIUTAHA:
1.
Makc.
JITHHA:
500

csdo
Numbe
r2Type
(
M.SDT
.00096)
Yucno
B
JIECATH
IHOU
CHCTEM
e
cuucie
HUSL.
Makec.
KOJI-BO
uudp:
2.
Makc.
KOJI-BO
npoo.
uudp:
0

0..1

0..1

0..1



) KOI THUIa
BEIUYUHBI
JIO3UPOBKU
KOHIICHTPALINH )
(aTpubyt
SubstanceMeas
ureTypelCode)

*2.4.2.7. Onucanue
JO3UPOBKH
KOHIIEHTpAIIUH)
(hcsdo:SubstanceText)

(

~

KOJZIOBO
e
0003Ha
yeHue
THIIA
BEIUYU
H Bl
JTIO3UPO
BKH (
KOHIICH
Tpauuu

)

OIucaH
ue
JIO3UPO
BKH (
KOHIIEH
Tpamuu
)
HHTpE]
HCHTAa,
BXOJs
Iero B
cocraB
neKapc
TBCHHO
T o
npemnap
aTa

KOZIOBO
e
00o03Ha

M.HC.
SDE
.00613

csdo
Code2|
Type (
M.SDT
.00170)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOJI
OB.

Jnuna:
2

csdo;
Text40
00Type
(
M.SDT
.00088)
Crpoka
CHMBOII
OB.
Mus.
JITHHA:
1.
Make.
JUTHHA:
4000

hcsdo:|
DrugPa
ckageK
indCod
eType (
M.HC.
SDT
.00892)
3HaueH
He
Koja
BHUIOB
MepBUY
HBIX
YIaKOB
0K
JeKapc
TBEHHBI
X
cpenct
B B
COOTBE
TCTBUU

0.1

0..1



*2.5. Kon BuJa mepBHYHOH YHaKOBKH
JIEKapCTBEHHOTO Ipernapara
(hesdoDrugPackageKindCode)

a) uaeHTH(HHUKATOP CIIPABOYHUKA
(xnaccugukaropa)
(atpudyT codelListld)

YeHHE
BUIA
nepBUY
HOM
ynakoB
K 1
JIeKapc
TBEHHO
ro
npemnap
ara

00o3Ha
YeHUE

CHIpaBo
gHUKA (
KJ1accu
¢ukaro

pa), B

M.HC.
SDE
.00714

COOTBEC

TCTBHHA
c
KOTOPBI
M
yKa3aH
KOJl

co
CIpaBo
YHUKO

(
KJ1accu
¢ukaro
pom),
HACHTH
¢ukaro
p
KOTOpPO
ro
orpene
JEH B
aTpudy
te "
Nnent
udukar
op
CIpaBo
gHUKA (
KJIacCH
¢ukato
pa)".
MusH.
JUINHA:
1.
Make.
JUINHA:
10

csdo;
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHaAa
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
20

csdo
Name5
00Type
(

0..1



*2.6. HaumeHOBaHME BUAAa TEPBUYHON
YIaKOBKH JIEKapCTBEHHOTO IIpernapara

(hesdo{DrugPackageKindName)

*2.7. Onucanne MaTtepuaia IEPBUYHOM
YIIaKOBKH JIEKapCTBEHHOTO IIperapaTa
(hcsdofPackageMaterialText)

*.2.8. KonmuecTBO B yIaKOBKe
JIEKapCTBEHHOTO TIpeTapaTa
(hccdoiPackageMeasureDetails)

HAanMCH
OBaHUeE
BUA
nepBUY
HOM
YIaKkoB
K 1
JIeKapc
TBEHHO
ro
npemnap
ara

OIKCaH
He
Matepu
ana, u3
KOTOpO
r o
H3T0TO
BJICHA
nepBUY
Has
yIakoB
K a
nekapc
TBEHHO
ro
mpermap
ata ¢
yKa3aH
HeM
JIOTIOJTH
HTCIbH
BI X
CBOMCT
B

KOJIM4e
CTBO
JeKapc
TBEHHO
ro
npenap
aTta B
IIepBUY

M.HC.
SDE
.00718

M.HC.
SDE
.00288

M.HC.
CDE
.00202

M.SDT
.00134)
Hopma
JIN30Ba
HHad (.1
CTpOKa
CHMBOJI
OB.
MuH.
JUTAHA:
1.
Makc.

JUIMHA:
500

csdo;
Text40
00Type
(
M.SDT
.00088)
Crtpoka
cuMBoa 0..1
OB.
Mus.
JITAHA:
1.
Make.
JUTAHA:
4000

hcedos
Packag
eMeasu
reDetai
IsType
(
M.HC.
CDT
.00220)
Onpen
emserc 1%
P
obnact
AMHU
3HAYECH



*.2.8.1. KonniecTBo B ymakoBke
JIEKapCTBEHHOTO Mpernapara
(hcsdoPackageMeasure)

a) eMHUIIA U3MEPEHUS
(aTpubyr
measurementUnitCode)

HOM
YIakoB
Ke

KOJIH4e
CTBO

neKapc

tBeHHO M.HC.
ro SDE
npenap .00194
ara B

YIakoB

Ke

KOZ0BO
e

0003Ha
JeHHe
eAMHHL
Bl

Hu3Mepe
HUA

u i
BIIOKE
HHBIX
dJeMeEH
TOB

csdo:|
Unified
Physica
IMeasu
refType
(
M.SDT
.00122)
Yucno
B
JECATH
YHOU
CHUCTEM
e
cyucie
HUSL.
Makc.
KOJI-BO
udp:
24,
Make.
KOJI-BO
po0.
uudp:
6

csdo:|
Measur
ement|
UnitCo
delType
(
M.SDT
.00074)
Bbyksen
HO-1IU ()
poBoii
KOJI.
[Ta6m0
H: [0-
9A-Z1{
2,3} \d
{3.4}
csdo:|
Refere
nceDat

aldTyp

0..1



06) wuaeHTHPHUKATOP
CMpaBOYHUKA
KJTaccu(ukaTopa)
(atpubyr

measurementiUnitCodelLi

stld)

*.2.8.2. HwxHss rpaHuma
HHTEpBalla KOJUYECTBA B
YHOaKOBKE  JIEKAPCTBEHHOTO
npenapara

(hcsdo:
PackageLowerLimitMeasure)

a) eMHULIA U3MEPEHUS
(aTpubyT
measurementUnitCode)

UJICHTH
(ukaro

KJlaccu
(hukaro
pa
€IVHHUIT
u3Mepe
HUS

HUKHA
s
TpaHHMIl
a
WHTEPB
anma
KOJIN4e
CTBa B
YHaKoB
K e
neKapc
TBEHHO
ro
mnpemnap
aTta

KOJIOBO
e
0003Ha
YeHHe
€IMHUI]
bl
u3Mepe
HUs

M.HC.
SDE
.00185

e (
M.SDT
.00091)
HopMma
nmmsosa |
HHas
CTpOKa
CHUMBOJI
OB.
Mus.
JITAHA:
1.
Makc.

JUIAHA:
20

csdo
Unified
Physica
IMeasu
reType
(
M.SDT
.00122)
Yucno
B
JIeCATH
YHOU
cuctem 0..1
e
cuucie
HUSL.
Makc.
KOJI-BO
wugp:
24.
Make.
KOJI-BO
Ipo0.
uudp:
6
csdo|
Measur
ement
UnitCo
delType
(
M.SDT
.00074)
Byksen
HO-1TU} 1
poBoii
KOJI.



0) wuaeHTHPUKATOP
CIIpaBOYHHUKA
kiaccudukaropa)
(atpubyT

measurementUnitCodelLi

stld)

*.2.8.3. Bepxuss rpaHuna
MHTEpBaJlla KOJIMYECTBA B
YIIaKOBKE  JIGKAPCTBEHHOTO
npenapara
(hcsdo:|
PackagelUpperLimitfMeasure)

UJICHTH
(uxato

KJaccH
¢ukaro
pa
SIUHUIL
nu3Mepe
HUS

BEPXHS
s
TpaHHIl
a
UHTEPB
ana
KoJIn4e
CTBa B
YIaKoB
K¢
JeKapce
TBEHHO
ro
npemnap
aTa

M.HC.
SDE
.00184

[Ta6m0
H: [0-
9A-Z1{
2,3}\d
{3.4}

csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopMma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITHHA:
1.
Makec.
JUTAHA:
20

csdo;
Unified
Physica
IMeasu
reType
(
M.SDT
.00122)
Yucao
B
JCCATHU
YHOU
CUCTEM
e
cUucie
HUSL.
Make.
KOJI-BO
uudp:
24,
Makc.
KOJI-BO
Ipo0.
udp:
6

csdo:|
Measur
ement
UnitCo

0.1



KOJIOBO
e
o0003Ha

a) CAVMHUILIA U3MCPCHUA
) A 1 p YCHUC

(aTpubyT
measurementUnitCode)

€JINHUII
Bl
n3Mepe
HUS

HIEHTH

HKaTo
0) wuaeHTHPUKATOP ¢

CIIpaBOYHHKA (

KJIaccH
kiaccudukaropa)

¢ukaro
pa
eIMHUIL
nu3Mepe
HUS

(atpubyT
measurementUnitCodelLi
stld)

cBeleH
Hs O
cpoke

« TOHOC
.2.9. Cpox TOIHOCTH JEKapCTBEHHOTO

mpernapara
(hcsdo:ShelfLifeDurationDetails)

TH
JeKapce
TBEHHO
ro
npemnap
ara

M.HC.
CDE

deType
(
M.SDT
.00074)
Byksen
HO-1TA(D
poBoit
KOJI.
IR
H: [0-
9A-Z1{
2,33\
{34}

csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JUTAHA:
1.
Makec.
JUTUHA:
20

hcedo]
ShelflLi
feDurat
ionDet
ailsTyp
e (
M.HC.
CDT
.30000)
Omnpen
esfeTc

.30000
S

obnact
AMHU
3HAYEH
U U
BIIOKE
HHBIX
sIeMeH
TOB

0..*



*2.9.1. HaumenoBanue
JIEKApCTBEHHON (HOPMBI

(hcsdo:DosageFormName)

*2.9.2 Cpok TOZHOCTH
JIEKaPCTBEHHOTO TpernapaTa
(hcsdo:ShelfLifeDuration)

*2.10. ToproBoe HaUMEHOBaHUE
JIEKapCTBEHHOTO TperapaTa

(hcsdoDrugTradeName)

HaMMEH
oBaHUE
KOMIIO
HEHTa
KOMITJIE
KTa
nekapc

M.HC.

TBCHHBbI SDE

X
cpencr
B (
Jexapc
TBEHHO
ro

Habopa

)

CpOK
TOJTHOC
TH

neKapc
TBE€HHO

npemnap
aTa

TOProB
oe
HaNMEH
OBaHHUE
yIakoB

annoir M.HC.

€/INHHIL
bl
neKapce
TBEHHO

.00874

M.HC.

DE
.00028

SDE
.00013

csdo
Name5
00Type
(
M.SDT
.00134)
HopMma
JIN30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Makec.
JUTHHA:
500

bdt:|
Duratio
nType (
M.BDT
.00021)
0O603Ha
YeHHe
TIPOJOT
JKUTEIIb
HOCTH
BpeMeH
u B
COOTBE
TCTBUU
c
cepueit
cTaHzaa
pTOB
ISO
8601

csdo;
Name3
00Type
(
M.SDT
.00056)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUIAHA:
1.

0..1

0..1



*3. OmnucaHne TNPOMEXKYTOYHOW YIIaKOBKH
JIEKapCTBEHHOT'O IIpernapaTa

(hcsdo:MiddlePackageText)

* 4. CBeieHUs] O KOMIUICKTYIOIIEM YCTPOHCTBE B
COCTaBe BTOPHYHOM (MMOTPEOUTENILCKON) YIAaKOBKH
JIEKapCTBEHHOTO MpernapaTa
(hcedo:RegisteredDrugComponentDetails)

r o
npemnap
aTa

OIIMCaH
ue
nmpome
KYTOUT
HOM
YIaKOB
KU
neKapce
TBEHHO
r o
npenap
ara

CBEZICH
us o
KOMILIE
KTYIOII
eM
ycTpoi
CTBE B
cocraB

BTOpHY

M.HC.
SDE
.00268

M.HC.

vnoii ( CDE

moTped
UTEIbC
KOH)
yIaKoB
K 1
neKapce
TBEHHO
ro
npernap
aTa

.00124

Makec.

JUIAHA:
300

csdo
Text10
00Type
(
M.SDT
.00071)
Crtpoka
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makc.

JUIAHA:
1000

hcedo|
Registe
redDru
gComp
onentD
etailgT
ype (
M.HC.
CDT
.00094)
Onpen
enseTc
s
obnact
AMHU
3HAYECH
Hu i
BJIOKE
HHBIX
aJeMeEH
TOB

hcsdo:|
Compo
nentCo
defType
(
M.HC.
SDT
.00060)
3HayeH
He
Koja
KOMITJIE
KTYIOI]
" X

0..1



*4.1. Kol KOMITJIEKTYIOIIErO
(hcsdoiComponentCode)

a) UOCHTU(UKATOP CIIPABOYHHUKA
(xmaccudukaropa)

(atpubyT codelListld)

KOZ0BO
e
0003Ha
yeHue
KOMITJIE
KTYIOII
ero,
BXO4
IETO B
YIaKoB
Ky
JeKapc
TBEHHO
ro
npemnap
ara

0003Ha
YeHUE
CIpaBo
gHUKA (
KJ1accu
(hukaro
pa), B
COOTBE
TCTBHUU
c
KOTOPBI
M
yKa3aH
KOJl

M.HC.
SDE
.00257

cpenct
B
YIaKoB
KH B
COOTBE
TCTBHHU
co
CIIpaBo
YHUKO
Mo (
KJIACCH
¢ukaro
pom),
HUICHTH
¢ukato
p
KOTOPO
ro
orpene
JeH B
aTpudy
te "
Nnent
npukar
op
CIpaBo
gHUKA (
KITacCu
¢ukato
pa)".
MusH.
JUINHA:
1.
Make.
JUINHA:
6

csdo;
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopMma
JIN30Ba
HHaAa
CTpOKa
CHMBOJT
OB.
Mus.
JITAHA:
1.

0..1



* 4.2. HauMeHOBaHNE KOMIUIEKTYIOIIETO
(hesdoiComponentName)

*4.3. KonuuecTBO KOMILJIEKTYIOLINX
YCTpOIICTB B cocTaBe BTOPHUYHOM (
MOTPEOUTENBCKOM ) yHaKOBKU
JIEKapCTBEHHOTO Ipernapara
(hesdo:ComponentQuantity)
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*7. KonnuecTBO B YIaKOBKE JIEKApPCTBECHHOTO
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a) eMHULIA U3MEPCHHS
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a) eIMHULIA U3MEPEHUS
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* 2. HauMeHOBaHME X03IHCTBYIONIETO CYyOBEKTa
(csdo:BusinessEntityName)

* 3. KpaTkoe HauMEHOBaHHE XO3SIHCTBYIOILIETO
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*.9. Ko IpHYHHBI TOCTAHOBKY HA YY€ET
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*.10.1. Kox Buna aapeca
(csdojAddressKindCode)

*.10.2. Kox cTpanbI
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a) UIeHTU(HHUKATOP CIIPABOYHHKA
(xmaccudukaropa)

(atpudyT codelListld)

*.10.3. Kox Teppuropuu
(csdo:TerritorylCode)

0003Ha
YeHHe
CIIpaBo
YHHKA (
KJlaccu
¢ukaro
pa), B
COOTBE
TCTBUH
c
KOTOPBI
M
yKa3aH
KOJ

KOJ
CIIFHUIT
Bl
aIMUH
UCTpat
HUBHO-T
eppHuTo
pHUaNbH
oTo

bi () ()01
o

HauMCH
OBaHHEC
CIAUHUAILL
bI

M.SDE
.00031

upukar
op
CIIPaBo
9HUKA (
KJTaCCH
¢ukaro
pa)".
[Ta6mo
H: [A-Z
142}
csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
HopmMma
JU30Ba
HHas
CTpOKa
CHUMBOJT
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
20

csdo;
Territor
yiCode|
Type (
M.SDT
.00031)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
MuH.
JUTHHA:
1.
Makec.

JUIMHA:
17

csdo
Namel
20Type
(
M.SDT
.00055)

0..1
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*.10.7. HaceneHHBIH TyHKT
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(csdo:BusinessEntityBriefName)

Hsl, UMS
u
OTYECT
B O
(huznue
CKOTO
TIHIa,
BEAYI
ero
XO03sTHC
TBEHHY
10
JesTen
BHOCTH

COKpa
HICHHO
e
HAMMEH
OBaHUE
X03s1ic
TBYIOII
ero
cyOBeK
Ta WK
hammn
usl, AMs

OTYECT
B O
¢uznue
CKOT'0
JIATIA,
BeTyII
ero
X035TUC
TBCHHY
10
JesTel
BHOCTD

KOZ0BO
e
0003Ha
JeHHe

M.SDE
.00187

M.SDE
.00188

Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JJTAHA!
1.
Makec.

JUIAHA:
300

csdo
Namel
20Type
(
M.SDT
.00055)
Hopwma
JU30Ba
HHas
CTpOKa
CHMBOII
OB.
Mus.
JITAHA:
1.
Make.
JUTHHA:
120

csdo
Unified
Code20|
Type (
M.SDT
.00140)
3HaucH
ue
KOJa B
COOTBE
TCTBHH
co
CIpaBo
YHUKO
Moo

0..1



*.12.1.4. Kon
OpraHH3alMOHHO-IIPaBOBOI
(hopmel
(csdo:BusinessEntityTypelCode)

a) uneHTudHUKaTOp
CIpaBOYHUKA
kiaccupukaTopa)
(atpudyT codelListld)

opranu
3a[OH
HO-TIpa
BOBOH
hopmMbI
, B

KOTOpO

=

3apern
CTpUpPO
BaH
XO03sHcC
TBYIOII]
u i
cyOBeK
T

0003Ha
YeHHE

CIpaBo
YHHKA (
KJlaccu
(ukaro

(pa), B

COOTBE
TCTBHHU
c
KOTOPBI
M
yKa3aH
KOJl

HanMeH
OBaHNE
OpraHu
3aI[OH
HO-TIpa
BOBOH

hopmbr
, B

M.SDE
.00023

KJIaCCH
(ukaro
pom),

HACHTU
¢ukaro

KOTOPO
ro
ompene
JeH B
aTpudy
Te "
WUnent
upukar
op
CIIPaBo
9HUKA (
KJIACCH
¢ukaro
pa)".
MuH.
JUTHHA!
l.
Make.
JUTHHA!
20

csdo
Refere
nceDat
aldTyp
e (
M.SDT
.00091)
Hopma
JIN30Ba
HHas
CTpOKa
CHMBOJI
OB.
Mus.
JUTUHA:
1.
Makec.

JUIMHA:
20

csdo;
Name3
00Type
(
M.SDT
.00056)
Hopma
JIN30Ba

0.1



*.12.1.5. HawummeHoBaHuUe koropo M.SDE nHaa (1
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*.12.2. CBenenus 00 dTare Mpou3BOJICTBA
(hccdo:ManufacturelStageDetails)
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2.6.8. Csenmenuss o0 Jnepxarene (3asiBUTeNe)
PETUCTPAIMOHHOTO YOCTOBEPEHHUS
(hcedo:RegistrationCertificateHolderDetails)
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a) wuIaeHTH(PUKATOp CIpaBOYHHKA
Kiaccupukaropa)
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* 3. KpaTkoe HamMeHOBaHHE XO3SIHCTBYIOILIETO
cyOBeKTa
(csdo:BusinessEntityBriefName)
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*.6. UnenTH(UKaTOp XO3IHCTBYIOIIETO CYOBEKTA
(csdo:BusinessEntityld)
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*7. YHUKanbHBIH  WIOCHTH(PUKAITUOHHBIN
TaMO>XECHHBIN HOMEP
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*.9. Ko mpuarHBI IOCTAHOBKU HA yUET
(csdo:TaxRegistrationReasonCode)

*.10. Aapec
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*.10.2. Kox cTpanbl
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*.10.5. Paiion
(csdo:DistricfName)
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*.10.8. Yuua
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* 11. KoHTaKTHBIA PEKBHU3HUT
(ccdoiCommunicationDetails)
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* 11.2. HaumeHoBaHue BUA CBSI3U
(csdo:iCommunicationChannelName)

*.11.3. UnenTudukaTop KaHaia CBs3H
(csdo:iCommunicationChannelld)

2.7. Koa Buja npoueaypsl peructpanuu
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2.8. Ilpumeyanue

(csdo:NoteText)

2.9. CBenenus 00 dTare pacCMOTPEHHS 3asBJICHUS Ha PETHUCTPALHIO
JIEKapCTBEHHOTO TIperapara
(hcedo:ApplicationStatusDetails)

2.9.1. Kop stamna paccMOTpeHUs 3asiBICHUS HA PETUCTPALIUIO
JIEKApPCTBEHHOTO Mperapara
(hcsdoiApplicationStatusiCode)
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2.9.2. HaumeHOBaHHUE 3Tana pacCMOTPEHUS 3asiBICHUS Ha
PETHCTPALHIO JIEKaPCTBEHHOTO NperapaTa
(hcsdoiApplicationStatusName)

2.9.3. Jlata
(csdo:EventDate)

2.10. Kog npuyrHBI HEBO3MOKHOCTH PACCMOTPEHHUS 3asIBICHUS
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B) B Tabsuiie 20:
B HaMMEHOBaHMWH, No3uliuu 1 rpade TpeTbeil cioBa "eauHOro peectpa" 3aMEHUTH
cloBaMU "eAMHOTO peecTpa WM €IMHOU 0a3bl TJaHHBIX ",
B no3uiuu 5 rpade Tperbeil cioBa "enuHOro peecrpa’ 3aMEHUTH CIOBaMH "€IMHOTO
peecTpa, eaquHoM 0a3bl JaHHBIX';
r) B nyHkTe 30 cioBa "enuHOro peectpa” 3aMEHUTH CIOBaMU "€IMHOTO peecTpa Ui
eIMHOM Oa3bl JaHHBIX";
1) B Tabnuie 22 B HAUMEHOBAHHH CIIOBA "€IMHOTO peecTpa’ 3aMEHUTh CIIOBaMU "€ IMHOTO
peecTpa Wi eAuHOM 06a3bl JTaHHBIX".
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