Myt BBeaeHUA NeKapCTBEeHHbIX NpenapaTtos, B TOM YKucae oA NbroTHOro
obecneyeHnun rpaxgaH 1eKapcrseHHbiMun cpeacrsamu

YHUKanbHbih uaeHTuduKatTop B popmare OID (ocHoBHOMN)
1.2.643.5.1.13.13.11.1468

NonHoe Ha3BaHKe CNpPaBOYHMKA
ﬂyTM BBeAEeHWNA NeKapCTBEHHbIX NpenapaTtos, B TOM Ynucne gnAa 1brotHoro obecnevyeHuns

rpaxaaH n1eKkapCcrBeHHbIMU CpedcTBamu

KpaTKkoe Ha3BaHuWe cnpaBOYHUKA
MNyTtn BBegeHuna /1

lpynna cnpaBo4YHUKOB
OcHoBHble 06beKTbl HCH

Twun cnpaBo4YHKKA

Knaccudukatop
AHHOTaUMA

ABBPEBUATYPbI:
J1MN — JlekapCTBEHHbIE NpenapaThbl

J1® — NlekapcTBeHHble GOopMbl
HA3HAYEHMUE:

OAHUM U3 BaXKHbIX COCTaBAAIOLLUX 3/IEMEHTOB NPU BbINMUCbIBAHMU PELENTa Ha
JIEKApCTBEHHbIV Npenapar e4yalym BpauoM HapAaay € ieKapcTBeHHoi dopmoii (/1D)
ABNAETCA NPU3HAK NYTU BBEAEHUA NEKAPCTBEHHOro npenaparta (/1M), KOTopbI CBA3AH C TEM,
KaKMm 06pa3om OH nonagaeT B opraHusm. J1d 1 nyTb BBEAEHWUA TaK}Ke YKa3blBalOTCA B
WMHCTPYKUUAX NO npumeHeHuio J1MN, cnpaBoYHUKax U 0PULUMANbHBIX U3AAHUAX, SNEKTPOHHbIX
MHPOPMALMOHHO NOUCKOBbLIX cMCTEMAX. CNpaBOYHMK pa3paboTaH B paMKax pa3BuUTUA
CTAaHAAPTM30BAHHOIO NOAX0AA K ONUCAHUIO nyTei BBeaeHUA JIMN B 3N1€KTPOHHbIX CUCTEMAX
obmeHa nHpopmaumein. PopmynnpoBKU CNPABOYHUKA COOTBETCTBYIOT CTaHAAPTHOM
TepmuHonoruu Esponeiickon papmakonen, GopmyamposKam, NPUHATbIM EBPasUnCKOIA

3KOHOMUYECKON KOMUCCUEN.
ODOMNONHUTENIbHBIE UICTOYHUKHN NHOOPMALIUN:

1. TOCT P MCO 11239-2014. NaeHTUPUKALMA NEeKAPCTBEHHbIX CPEACTB. DNEMEHTbI
AAHHbIX U CTPYKTYPbI ANA YHUKANbHOM naeHTUOUKaunm n1 obmeHa nHdopmaumen o
perucTpupyembix Gopmax 403MPOBKU, eANHULLAX NPeaCcTaB/IeHUA, NYTAX BBEAEHUA U
YyNaKoBKe.



2. PeweHne Konnermn EBpasunimnckom dkoHomuyeckon Kommccum ot 17 ceHTabpsa 2019 r.
Ne 158 «O HomeHKNaType NeKapCTBEHHbIX GOPM M CMPABOYHUKE NYTEN BBEAEHMUSA
NIEKAapCTBEHHbIX NpenapaTos».

3. MopTan EBponemnckoro meamMuUMHCKOro areHTCTBa No 1eKapcTBeHHbIM cpeactBam SPOR
- Referentials Management System:
https://spor.ema.europa.eu/rmswi/#/lists/100000073345/terms

Nata nybankauumn nepsoii BEpcUM cnpaBovHUKa
27-03-2018

NaTa nybanKauum Tekyluei Bepcuu CNpaBoYHUKA
17-08-2021

Homep TeKylueit Bepcumn cnpaBoYHUKA
2.1

Konunuyectso 3anucemn B TeKkyLei Bepcum CnpaBoyHUKa
87

N3meHeHUn B TEKyLLEN BepcUM
NobasneHo 3anucen: O;
N3meHeHo 3anuceit: O;

YpaaneHo 3anucent: 0;

CpoK noATBEePXAEHUA aKTyaNbHOCTH
30-09-2024

OnucaHue CTPYKTYpPbl CNPaBOYHUKA

1) ID, Kog, UenoyncneHHoblin, yHUKanbHbIN naeHTMdmKaTop, obasatenbHoe none, uenoe
4ymcno;

2) NAME_RUS, NyTb BBEAEHMSA Ha PYCCKOM si3blke, CTPOYHbIN, HAUMEHOBaHME NyTU
BBEAEHMA IeKAaPCTBEHHbIX CPEACTB Ha PYCCKOM fA3blKe, 06A3aTeNIbHOe Nose, TEKCTOBbIM
dopmar;

3) NAME_ENG, MNMyTb BBeAEHMA HA aHT/TMIACKOM A3blke, CTPOYHbIN, HAMMEHOBaHMUE NYyTH
BBEAEHWUA IEKAPCTBEHHbIX CPeACTB Ha aHIIMMCKOM A3blKe, 06A3aTeNbHOE NoJe, TEKCTOBbIM
dopmar;

4) PARENT, PoauTtenbckuii ysen, LlenoyncneHHbin, poanTeNbCKUIA Y3e1 nepapxmyeckoro
CNpaBOYHUKA, Lesoe YACNO;

5) NSI_CODE_EEC, Kopg cnpaBo4yHuKa EAIK, CTpouHbI, HeobA3aTeNbHOE Noe — KoA,
cnpaBoYHMKa peectpa HCU EAJK;

6) NSI_ELEMENT_CODE_EEC, Koa anemeHTa cnpaBo4HMKa EAIK, CTpoyHbIi,

HeobA3aTeNbHOE NOJe — KOA 31eMeHTa CnpaBoYHKKa peecTpa HCU EA3K,;

OTBeTCcTBEHHAA opraHusauma


https://spor.ema.europa.eu/rmswi/#/lists/100000073345/terms

MUHUCTEPCTBO 34paBoOXpaHeHusa Poccuiickon deaepaumm

YnoaHomMmo4yeHHasn opraHu3auma
PC ®I'bY «LUIHNMOWN3» MunnHsapasa Poccum



