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Mpepncnosune

1 NMOArOTOB/IEH ®epepanbHbiM FOCYAAaPCTBEHHbIM OKOIKETHbIM YyupexaeHnem «LleHTpanbHblii
Hay4HO-uccnefoBaTebCKUA MHCTUTYT opraHv3auuy 1 nHpopmaTusaummn 3apaBooxpaHeHns MuHucTepcTea
34paBooxpaHeHusi Poccuiickoli ®egepayun» (PreY LHNNOWU3 Munsgpasa) v ®epepanbHbIM GOKETHBIM
yupexaeHnem «KoHcynbTaluMoHHO-BHeagpeHuyeckas hupma B 061acT MexayHapoAHOo cTaHgapTusauum un
ceptucukayun «dmpma «MHTEPCTAHOAPT» Ha OCHOBE COGCTBEHHOr0 ayTEHTUYHOIO NepeBofa PYCCKUiA
A3bIK MEX/AYHapoAHOro JOKYMeHTa, yKa3aHHOro B nyHkTe 4

2 BHECEH TexHuueckuMm komuteTOM no ctaHgapTtusauun TK 468 «/HdopmaTusauusa 300poBbsa» npu
LHNMOW3 MuH3gpaBa - NOCTOAHHBLIM npefcTtasutenem ISO TC 215

3 YTBEPXJEH N BBEJEH B ,EI,EVICTBVIE Mprkazom dPepepasbHOro areHTCTBa N0 TEXHUYECKOMY
perynnposaHuio 1 MeTposiorumn ot 17 Hosa6psa 2014 r. N° 1619-ct

4 HacTtosiwmii cTaHAapT WAEHTUYEH MexXAyHapoAHOMy cTaHaapTy MCO 11239 WHdopmaTtusaums
300p0BbA. NaeHTudmkaums nekapcTBeHHbIX CPeAcTB. SNeMeHTbl AaHHbIX U CTPYKTYpbl ANA YHUKaNbHOW
naeHTMdurkauun n  obmeHa uMHopmMaumeidi o0 perucTpupyembix hopmax  [O3MPOBKM,  eAuHULax
npeacTaBneHns, nyTax BeBedeHWs u ynakoske (ISO 11239:2012 «Health informatics — Identification of
medicinal products — Data elements and structures for the unique identification and exchange of regulated
information on pharmaceutical dose forms, units of presentation, routes of administration and packaging»).

Mpy npuMMeHeHWM HacTosWero craHgapTa PeKkoMeHAyeTCA WCNnoib30BaTb BMECTO CCbITIOYHbIX
MeXyHapoAHbIX CTaHAApTOB COOTBETCTBYIOLME UM HaUWOHaNbHble cTaHAapTbl Poccuiickoii ®epepauuu,
CBEe/IEHNS O KOTOPbIX NPUBEAEHbI B CNPABOYHOM [ONOHUTENIbHOM NpUNoXeHun JA.

5 BBEJEH BINEPBbIE

MpaBuna npumeHeHns HacToAWero ctaHgapTa ycrtaHoBneHsl B TOCT P 1.0—2012 (pa3gen 8).
MHdopmaumsa 06 n3MeHeHUAX K HacTosWweMy ctaHaapTy ny6aunkyeTcsa B eXerogHom (Mo COCTOSAHUIO Ha
1 AHBapsA Tekyuiero roaa) MHGOpMaUMOHHOM YykasaTene «HauunoHanbi{blo cTaHAapTbl», a
ohuuManbHbli TEKCT W3MEHEeHW A U NOoMNpaBOK - B EXEeMeCAYHOM  MHOPMaUWOHHOM YykasaTene
«HaunoHanbHble cTaHgapTbi». B cnyyae nepecMoTpa (3ameHbl) WM OTMEHbl HACToALWEero cTaHgapra
cooTBeTCTBYylOLUee yBefoM/eHne b6yaeT onyb6nnkosaHo B 6Ganxaillem BbiNycke WHGOPMALMOHHOIO
ykaszaTtens «HaumoHanbHble cTaHfapTbl». CooTBeTCTBYOWan nHopmauyms, ysegomaeHne n TeKCThbl
pasmelaTca Takxe B MHGPOPMALMOHHON cucTemMe O06Lero nonb3oBaHUs - Ha oduuManbHOM calite
degepanbHOro areHTCTBa MO TEXHUYECKOMY perynupoBaHuio U meTponorum B ceTun WHTepHeT
(gost.ru)

£>CraHgapTuHdgopm. 2015

HacToswwnii CTaHA4apT He MOXeT 6bITb MOSIHOCTLID WU YaCTUYHO BOCrnpousseeH, TUpaxmnpoBaH U
pacnpocTpaHeH B KayecTBe OguuUuanbHOro usgavua 6e3 paspelweHus ®epepanbHOro areHTcTBa nNO
TEXHNYECKOMY perynmpoBaHuio n MeTposiormn.
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BeBepeHune

HacTtoawwmidi ctaHfapT pa3paboTaH B CBS3U C LUMPOKOW MWPOBOI MOTPEGHOCTbIO B MeXAyHapOAHOWA
rapmMoHu3aummn onucaHuini nekapcTBeHHbIX cpefcTB. OH SIBNSETCA OAHUM W3 NATU CTaH4ApPTOB, 06Pa3yoLLnX
6a31C YHUKa/IbHOW NAaeHTUUKaLMN NekapCTBEHHbIX CPeAcTB. B aTy rpynny cTaHAapTOB BXOAAT:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHdopmaTusauus
3n0poBbA. NaeHTUdMKaUMA nekapCTBEHHbIX CPeACTB. DNeMeHTbl faHHbIX W CTPYKTYpbl ANA YHUKaNbHOM
naeHTugmrKaLm 1 o6mMmeHa MHopMaLmein o perncTpupyembix NekapcTBEHHbIX CpeacTBax);

ISO 11616. Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated pharmaceutical product information
(MHhopmaTu3auus 340poBbA. VigeHTUdUKauma nekapcTBEHHbIX CPeACTB. SNEMEeHTbl AaHHbIX U CTPYKTYpbI
ONA  YHUKaNbHON unaeHTUdMKauMm un obmeHa uHdopmauueli 0 perncTpupyembiX JeKkapCTBEHHbIX
npenaparax);

ISO 11238. Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (WHdopmaTnsaumsa
300p0BbA. NaeHTudmkaums nekapcTBEHHbIX CPeAcTB. SNeMeHTbl AaHHbIX U CTPYKTYpbl ANS YHUKaNbHOW
naeHTudrkaunm n obMeHa nHgopmauneli o perncTpupyembix hapMaLleBTUYeCckux cy6cTaHLmsax);

ISO 11239, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging (MHdopmaTusauma 340poBba. MaeHTudwukauns
NeKapCTBEHHbIX CPeACTB. DNEMeHTbl AaHHbIX W CTPYKTYpbl AN YHWKa/NbHOW nAeHTUdmKaumm u obmeHa
nHdopmauuein o perncTpupyemMbix hopmax AO3MPOBKM, eAnHNLaxX NpefcTasieHns, cnocobax BBefeHUSA U
ynakoBke):

ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of units of measurement (MHdopmaTusauma 340pOBbLSA.
NpeHTudmkaumss nekapcTBEHHbIX CPeAcTB.  3NeMeHTbl  AaHHbIX W CTPYKTYpbl  ANS  YHUKaNbHOW
naeHTudrkaummn n obMeHa nHopmauren o eguHMLAX N3IMEPEHNS).

OTn cTaHgapTbl uaeHTUdMKauum nekapcTBeHHbIX cpeacts (IDMP - Identification of Medicinal
Products) npefHasHayeHbl A NOALEPXKN AeATeNbHOCTM OPraHoB KOHTPOS 06palleHns NneKkapCTBEHHbIX
CpefCcTB BO BCEM Mupe, BK/OYAs KOHTPO/b 3a pa3paboTKoi W peructpaumeidl nekapcTBEHHbIX CPeacTs,
ynpaBfeHVe UX XXU3HEHHbIM LMK/IOM, @ Takke KOHTPO/Ib PUCKOB U hapMakoHaza3op.

[na  [OCTUXKEHWA  OCHOBHbIX Leneli  KOHTPONsA  obpalieHns  N1eKapCTBEeHHbIX CPeAcTB U
hapmakoHaa3opa Heob6xoAMMo ob6ecneumBaTb HaAEXHbIA, KAaYeCTBEHHbIi W COrnacoBaHHbIi 06MeH
nHgopmaumeinl 0 nekapcTBeHHbIX cpefcTBax. Moatomy ctaHAapTbl IDMP pernameHTUpylT Kak MUHUMYM
cnepytouime o6MeHbl UHchopmauueit:

- MexXJy opraHamMu KOHTPO/s 06palleHNs NeKkapCTBEHHbIX CPeACTB;

- Mexgay thapmaueBTUYeCcKon hMpMoit 1 OpraHOM KOHTPOS 06paLleHns nekapCTBEHHbIX CPeACTB;

- MeXay CMNOHCOPOM K/IMHWMYECKOro MCCnefoBaHns 1 OpraHoM KOHTPOASA obpalleHns NekapcTBEHHbIX
CpeAcTs;

- MexXpgy opraHoM KOHTpOns obpalleHuss neKapCTBEHHbIX CPeAcTB W APYrMMU  yyacTHUKaMu
o6palleHns nekapCTBEHHbIX CPeACTB;

- MeXfay opraHamu KOHTpons ob6palleHuss feKapCTBEHHbIX CPeACTB U MeXAyHapoAHbIMU
NCTOYHUKaMU JaHHbIX.

CocTaBHbIMK yacTaMu cTaHfgapToB IDMP ansaTcs cneundvkauuy coobuerunidi. OHu cnyxat gns
onucaHus 1 obecnevyeHns LLeNoCTHOCTM YKa3aHHbIX Bbllle 06MEHOB UHOPMaLeid.

YHuKanbHble  UAEHTUUKATOPbI, MNPUCBOEHHbIE B  COOTBETCTBMM €O cTaHgaptamu  IDMP,
npegHasHayeHbl A58  UCNOAb30BaHWA B TeX MNPWIOXKEHUSX, KOTOpbIM Heobxoguma  HagexHas
naeHTMuKaLmna n oTcnexmnsaHme NpUMeHeHNs NeKkapcTBEHHbIX CPeaCTB.

[na pasnuuHbix Lenei n pasHbix yCN0BUiA B CTaHgapTax MHopmatusaunm 340poBbs, hapmauum un
KOHTPONS NIeKapCTBEHHbIX CPeACTB WCNOMb3yeTca 60/blioe 4ncno 6a3oBbiX MNOHATUI. B HacToswem
cTaHAapTe npuBefAeHbl Te TEPMUHbI U ONpeAeneHus NOHATWIA, KoTopble npeAHasHayeHbl ANA YHVKa/bHOW
naeHTurKaumnm perucTpupyembiX JflekapCTBEHHbIX CPeACcTB, OMMCaHusA WX CBOWCTB U nepejayn
COOTBETCTBYHOLLEW UHChopMaL UK.

TepMuHbl 1 onpefeneHns, NpuHATbIE B HacTOsLWeEM cTaHAapTe, npefHasHayeHbl 48 o6neryeHus
WUHTepnpeTauuM W MNPUMEHEHUSI OPUANYECKUX W HOPMATUBHbLIX TpPeGOBaHW/, HO OHWU He [AO/KHbI
npesBasvMpoBaTth Hag lopuandecks 0653biBalWNMK AOKYMEHTaMW. B cnyyae COMHEHUS unv NoTeHUMasIbHOro
KOH(IMKTA [O/MKHbI MPUMEHATHCA TEPMUHLI U ONPeAenieHnsl, NPUHATbIE B HOPUANYECKU 06SA3bIBAOLLUX
[OKyMeHTax.

\Y
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B HacToswem cTaHgapTe npea/iokeHbl 3M1eMeHTbl AaHHbIX, CyLWecTBEHHO Heobxoaumble AN
OnMcaHns HOPMaTUBHbIX TEPMWHOB, MCMOMb3YyeMbIX A8 WAEHTUMUKALMN TeKapCTBEHHbIX A03MPOBaHHbIX
dopm, efnHUL, NpeacTaBNeHns, NyTeli BBEAEHMS M YNAKOBKU, a Takke A8 nepeBofa TePMUHOB Ha ApYyroi
A3bIK U BefeHus Bepcuil. Kpome Toro, B HEM NpuBeLEeHbl pPeKoMeHZauuMn Mo 0TO6PaXEeHUo TepMUHOB,
KOTOpble YXe MCMOoMb3yTCs ydacTHMKaMU 06paLleHus NeKkapCcTBEHHbIX CPeACTB, Ha CUCTEMY MOHATUNA,
npeanoXeHHy0 B HACTOsILLLEM CTaHAapTe.

BepxHuii ypoBeHb NOHATUI BKIOYaeT B cebs:

- leKapCTBEHHYI0 [03VPOBaHHY0 hopmy;

- eAVHUUbI NpeAcTaBeHns;

- NyTW BBEAEHUS;

- yNakoBKy.

Bonee TexHnyeckne anemeHTbl AaHHbIX, obecneunBatwlle npeacTaBieHne 3TUX MOHATUIA, onucaHsbl
OTAEeNbHO OT HUX. K HUM oTHOCATCS;

a) TepMWHbI 1 KOAb;

b) nepeBoAbl HA APYroi A3bIK;

C) Bepcuu;

d) oTobpaxeHus.
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HALULVWOHANBbHBLIA CTAHOLAPT POCCUNCKOW OEJEPALUWN

NH®OPMATU3ALNA 300POBbA
NaeHTUdUKaLNA NeKapCTBEHHbIX CPeACTB. D/IeMEHTbI AiaHHbIX U CTPYKTYPbl ANS YHUKANbHO
naeHTUrKaym 1 o6MeHa nHhopmaLlmeid o perncTpupyemblx popmax 4O3UPOBKU, eANHULAX
npeAcTaBNeHus, NyTax BBeAeHUs U ynakoBke

Health informatics — Identification of medicinal products. Data elements and structures for the unique identification and
exchange of regulated information on pharmaceutical dose forms, units of presentation, routes of administration and
packaging

Nata BeegeHns — 2015— 10— 01
1 06nacTb NpUMeHeHus

B HacTosileM cTaHgapTe onucaHsbl:

- 3/IeMEHTbl [aHHbIX, CTPYKTYpbl U OTHOLIEHUS MexXay HuMK, HeobxoauMMble AN  o6MeHa
UHopMaLveid, KoTopass YHWKa/IbHO W OAHO3HAYHO WAEHTUUUMPYET NeKapCTBEHHbIE [03MPOBaHHbIE
dhopMbl, eauHULbI NpeAcTaBneHus, NyTV BBEAEHUA U eAMHULbI YNAKOBKU (KOHTeNHepbl, NPo6KM, KPbILKA K
yCTpOACTBA NPUMEHEHMS), OTHOCSILLMECS K IEKAPCTBEHHbIM CpeACcTBaMm:

- cnoco6bl YCTAHOB/IEHUS CBA3N MeXAy nepeBojamu OTAENbHbIX MOHATUMA Ha pasHble S3bIKK,
ABNSOLWMMUCA HEOTHEMJIEMOI YacTbio 06MeHa UHhopMaumeil;

- cnoco6 onucaHus Bepcuil NOHSATWI, NO3BONSIOWMNIA OTCNEXUBATD UX 3BOOLMIO;

- nNpaswuna, no3sondawuline MecCTHbIM YNOJIHOMOYEHHbIM OpraHam co3faBaTb rapMOHWU3NPOBaHHbLIE U
KOHCTPYKTUBHblE OTOGPAaXEHWs CYLEeCTBYHOLWMUX MECTHbIX TEPMWHOB Ha TEPMUHbI, NPeasIoXeHHble B
COOTBETCTBUM C HACTOSLLMM CTaHAAPTOM.

Kpome TOro, B uensax o6ecrneyeHus ycnewHoro MNpMMEHEHUs HacTosIero craHgapta, B Hero
BK/IIOYEHbI  CCbINIKM,  HEob6XoAuMMble  ANA  WUCNOMb30BaHUSA  APYrMX  CTaHAAPTOB  MAeHTUdMKauum
nekapcTBeHHbIXx cpeactB rpynnbl IDMP (Identification of Medicinal Products) u ctaHgaptoB o6meHa
NHhopMaLvei o nekapcTBEeHHbIX CpeacTBax.

2 HopmaTuBHbIe CCbINKK

Ana npuMeHeHWs HacTosAWero crtaHjapta HeobXoA4uMbl Creaylolmne CCbl/IoYHbIe AOKYMEHTbl. [ns
[aTUPOBaHHbIX CCbIJIOK  MPUMEHSAIOT  TOMbKO yKa3aHHOEe U3JaHWe CCbIJIOYHOTO  [OKYMeHTa, [Ans
HefaTMPOBaHHbIX CCbIIOK NPVMEHSAIT MnocnefHee u3faHue CCbIJIOYHOTO AOKyMeHTa (BKIwuas BCe ero
N3MeHeHus).

MNCO 639 (Bce yacTu) Koabl ans npeacTaBneHns HassaHuii a3bikoB (1ISO 639 (all parts). Codes for the
representation of names of languages)

NCO 3166 (Bce yacTtu) Kogbl ANs nNpeacTaB/eHUss Ha3BaHWUiA CTpaH U eAnHUL, UX agMUHUCTPATUBHO-
TepputopuansHoro genexua (ISO 3166 (all parts). Codes for the representation of names of countries and
their subdivisions)

MCO 21090 WHchopmaTmsaumsa 340p0BbsA. [apMOHW3MPOBaHHbIE TUMbl AaHHbIX AN  obmeHa
nHdopmauueii (ISO 21090. Health informatics — Harmonized data types for information interchange)

3 TepMuHbI, onpeaeneHuns, CUMBO/bI U COKpalleHus

3.1 TepMUHbI 1 onpepeneHns

[ns yeneii HacTosLero cTaHAapTa UCnob3yTcs cneaylolive TepMyHbl U onpegeneHuns.

3.1.1 npumeHsemasa pgos3upoBaHHas opma (administrable dose form): [NpumeHsemas
[03/poBaHHas nekapcTBeHHas opma, NonyvyeHHass B pesynbTare BCeX Heob6XxoAuMbIX Npeobpas3oBaHuii
npov3BeAeHHON A03MPOBaHHON hOpMbI.

Mpumepbl - PacTBOp AN5 UHbeEKUWIA, TabneTka Ana npuéma BHYTpb, TBepfhas kancyna c
NOPOLKOM AN UHTaNALNN.

MpumeuaHue - lMpumeHsiemas [03MpOBaHHAs popmMa MAEHTUYHA NPOU3BeAeHHOl [03MpoBaHHON (opme B
criyuasix, Korga npoussefeHHbIl NPoAYKT He npeo6pasyeTcs (TO eCTb KOT4Aa OH SIB/ISIETCS NIEKAPCTBEHHLIM MpPenapaTom).

N3pgaHue orymanbHoe
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3.1.2 ycTpolicTBO AN nNpUMEHeHUs JiekapcTBEHHOro cpeacTea (administration device):
YCTpoIicTBO, NpefHa3HavyeHHoe ANS NPaBUIbHOr0 NPUMEHEHUSA NIeKapCTBEHHOTO cpefcTea
Mpumepsbl - WUrna, opanbHblii wWnpuy,.

MpumeyaHuna

1 YCTpoiicTBO [/19 NMPUMEHEHUA [/IOKET ObITh NPUHALIEXHOCTLIO KOHTEHEpa C NlekapCTBEHHbIM CPeACTBOM Wi
€r0 KPbILLK.

2 TepMyH aganTupoBaH 13 ctaHgapTa [ENV 12610:1997].

3.1.3 cnoco6 npuMeHeHUs nekapcTBeHHOro cpegctBa (administration method): O6wwmii cnocob
nNpMMeHeHns NekapCcTBEHHOro npenapara.
Mpumepsbl - Annauvkauusa, MHranAaumMa, MHbeKuus.

MpumeyaHue - Cnoco6 NpUMEHeHUs SBASIETCS OBLWM TEPMUHOM, WUCNOMb3yeMbiM st TPYNnUpOBKA
MOHSTWIA, OMMCHIBAIOLLYX CXOAHbIE JIeKAPCTBEHHbIE A03MPOBaHHble (POPMbI, U HE SIBMSIETCS TOYHLIM OMMCaHNEM
NPVYMEHEHNST UMK MyTU BBEAEHNS.

3.1.4 6a3oBas gosupoBaHHas dopma (basic dose form): O6Lias XxapakTepucTuMKa NeKapCTBEHHOIA
[031MpOBaHHON hOopMbI, Ncrnonb3yemas 415 rPYyNNMPOBKA NOHATUIA, OMUCHIBAKOLMX CXOAHbIE IeKAPCTBEHHbIE
[031poBaHHble (OpPMbI.

3.1.5 kpbiwka, npobka (closure): MNpegmeT, UCNOMb3yeMbI ANS 3aKpbiBaHUSA YNAKOBKU B LENsX
npaBWIbHOIO XpaHeHns 1 (Korga 310 NpUemMsIeEMO) NCNO/Ib30BaHUS TeKapCTBEHHOTO CpeacTBa.

Mpumepsbl - Konnayok, 3awuta oT geTeil, 3aBUHYMBAIOLLMIACA KONNAYOK.

MpumeyaHunsa
1 B KpbILLIKy MOXET ObITb BCTPOEHO YCTPONCTBO /151 NMPUMEHEHVIS JIEKAPCTBEHHOTO CPeACTBa.
2 KpblLLKa MOXET 6bITb HEOTHLEM/IEMOI YaCTbIO MEPBUYHON YNaKOBKY.

3.1.6 kogumpoBaHHOoe noHsATMEe (coded concept): Tun A[aHHbIX, 0O6bLEAUHSOLWMNA COBOKYMHOCTb
KOAMPOBAaHHbLIX TEPMWUHOB, OMUCLIBAKLLUX OLHO UM TO Xe MOHATWE, HO B pas3Hoii (hOpPMyNVMpOBKE WAu AN
pasHbIx reorpacnyecknx TeppuTopuii.

MpumeyaHne - KoaupoBaHHOE MOHATME WCMONL3YETCS A/11 YNpaB/ieHUs NepeBofamn Ha Apyrue A3blkv v
ABNAETCA 6a30BbIM TUNOM AaHHbIX, MPUCYTCTBYHOLLMM BO BCEX BbICOKOYPOBHEBbIX KOHLIENTYaNbHbIX MOAESSIX.

3.1.7 napa kog v TepMuH (code term pair): TUN gaHHbIX. O6bEeAUHALWMIA aTpUByThl, HEOGX0AVMbIE
[ANA onMcaHnsa OTAE/bHOTO MOHATUA HAa KOHKPETHOM A3blKe U A1 KOHKPETHOW reorpacvyeckoin Tepputopumn.

3.1.8 KOMb6MHMpOBaHHaA fekapcTBeHHas fo3npoBaHHas dopma (combined pharmaceutical dose
form): EAWHbIA TepMuH, onucbiBaoWwuiA ABa uan 6onee NpousBefeHHbIX NPoAyKTa, KoTopble creunanbHbIM
o6pasom KOMOUHMPYIOTCA [ANS MOMyYeHUs OfHOr0 JflekapCTBEHHOro npenapata. B 3To onucaHue
BK/lOYaeTCAa MHopMaLmus 0 AO3MPOBAHHON hopMe KaxAoro npov3BefeHHOro NpoAykTa U 0 NpUMeHseMol
[03poBaHHO hopMe NleKapCTBEHHOTO Npenapara.

Mpumep - TlOpoOWOK ¥ €ro pacTBOPUTENb NPW W3TOTOBNEHUW pacTBopa ANA UHBEKUWN.
NekapcTBeHHOe cpefcTBO  npepcTaBnseT coboii  fABa  Npou3BefEeHHbIX NpoAykTa:
pacTBopsieMblli MOPOLOK N €ro pacTBOpUTEeNb. JIekapCTBEHHbI npenapaTt, NU3TOTOB/IEHHbIN U3
3TUX [ABYX KOMMNOHEHTOB, nMpeAcTaBnseT co60/ MHBEKUWOHHbIA pacTBOP; KOMOUHUPOBAHHOINA
neKkapcTBEHHOW [0o3MpoBaHHOW OpPMOA SBNAETCA «MOPOWOK W pacTBOpuUTenb  Ana
MHBEKLUMOHHOTO pacTBopa» (CM. Takxe Tabnuyy AJ1 B npunoxeHun A).

3.1.9 ynakoBka (container): usgenuve, ABNAKOWEECA 4YacTbi0o JIeKAPCTBEHHOro cpeacTea WU
npefHasHayeHHoe ANa coAepXaHus, naeHTugrKaumm nam TpaHCNopPTUPOBKN KOMMOHEHTOB SIeKapCTBEHHOIO
cpefcTBa.

Mpumepsl - Amnyna, ny3bipek, Kopobka.

MpumeyaHue - TOHATUE «yNakoBka» OGOOLLAET YACTHbIE MOHSTWA NMEPBUYHON YNAKOBKM, MPOMEXYTOUHON
YMaKOBKM 1 BHELLIHEi YNakoBKu.

3.1.10 HopmaTuBHbIli cnoBapb (controlled vocabulary): KoHeuyHOe MHOXECTBO [0MYyCTUMbIX
3HaYeHun anemMeHTa AaHHbIX.

MpumeyaHna
1 lonyCTUMbIMM 3HAYEHNAMU MOTYT ObITb KOAbI, TEKCT WK YnCha.
2 TepmuH aganTtupoBaH 13 fokymeHTa CDISC Clinical Research Glossary V8.0. 2009.
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3.1.11 npaeHTumkaTop TepMmnHa B HopMaTuBHOM csioBape (controlled vocabulary term identifier):
MpeHTudvkaTtop NOHATMA, KOTOpbIA  Ny6/AMKyeTcA aBTOPOM CUCTEMbl  KOAMPOBaHUA B KayecTse
npesnoYTUTENbHOTO MAEHTUMKATOPaA JaHHOTO MOHATUS B 3TOW CUCTEME KOAMPOBAHUS.

MpumeyvaHnsa
1 3T0T NAEHTUMKATOP HE MEHSIETCA C TEHEHWEM BPEMEHU fjaxe B Crlydae N3MEHEHNS BEPCUM pecypca 3HaHWN.
2 TepmuH aganTuposaH U3 fokymeHTa HL7 Core Principles.

3.1.12 nepBuyHasas ynakoBka (immediate container, immediate packaging): YnakoBka
npov3BeAeHHOro NPoayKTa Uan NekapcTBEHHOro npenapaTa, MMetoLas ¢ HUM HEenocpeACTBEHHbIV KOHTaKT.
Mpumepsbl - AMnyna, haakoH, npeABapuUTeIbHO 3aMO/IHEHHbIN WNpUL, Ny3bipek, 6ancTep.

MpumeyaHuna

1 |p_|epBl/I'-IHaF| yrnakoBKa MOXeT ObITb B/IOXEHA B YCTPOWCTBO BBEAEHUS NEKAPCTBEHHOrO CPeACTBa MW B Tapy
60 UHTErpupoBaHa ¢ HAMM.

2 Pornb NepBWYHON YNaKOBKN MOXET BbIMOMHATLCA A03MPOBaHHOV NekapCTBEHHON GhopMoii. MpumMepoM MoxeT
CNYXWTb Karcysa ¢ NOPOLLKOM A4/18 UHransumn. B 3Tom criyyae kancyna He sIBNSeTCs YNakoBKOA.

3 AnbTepHaTVBHOE COBMECTMMOE OnpefeneHve nepBuuHol ynakoBku (“‘immediate packaging’) npueegeHo B

[Junpektnee 92/27/EEC.
4 ApantypoBaHHOe onpeeneHne n3 ctaHgapta ENV 12610:1997

3.1.13 npeanonaraemoe MecTto BBegeHus (intended site): Obuwee ykazaHne mMecTta Tena, B KOTopoe
[OJ/KEeH BBOAMTHCA TeKapCTBEHHbIN npenapar.
Mpumepsl - YwWHoe, rnasHoe, nepopanbHoe.

Mpumeuanue - [pegnonaraemMoe MeCTO BBEAEHUSI SIBNSIETC O6LUMM TEPMUHOM, UCMOMb3yeMbIM A/is
TPYNMVYPOBKY  MOHSITUIA, OMWCBHIBAIOLLMX CXOAHbIE NIEKAPCTBEHHbIE [J03MPOBaHHbIE (DOPMbI, U He SIBNSETCS TOYHBLIM
onvicaHMeM MecTa BBEIEHUS WM NyTW BBEAEHUS.

3.1.14 npomexyTouyHas ynakoBka (intermediate packaging): KoHTeliHep, cofepxalinii nepBuUYHYIO
YyMaKoBKY U BIOXEHHbI BO BHELLHIOKW YNaKoBKY.

Mpumep - Kopobka.

3.1.15 npowusBegeHHas po3upoBaHHaa Qopma (manufactured dose form): T[NpousseneHHas
Jo3mpoBaHHas dopma hapmaueBTMYeckoin cybcTaHumu, ewe He npeobpas3oBaHHas B J/IeKAPCTBEHHbIN
npenapar.

Mpumep - T1OPOLWOK 415 UHBEKLMOHHOTO pacTeopa.

MpumedaHue - MNpousBegeHHas [O3MPOBaHHAs hopMa UAEHTUYHA MPUMEHSIEMON 403UPOBaHHON chopme B
cnydasix, Korfa MpOV3BEAEHHOE JfIeKApCTBEHHOE CPEeACTBO He npeobpasyeTcs (TO ecTb Korga OHO SIB/sieTcs
NEKAPCTBEHHBIM MPENaparTom).

3.1.16 npousBeAeHHbIi npoaykT (manufactured item): KauyecTBeHHass W KO/MYECTBEHHas
KOMMNO3MLNS KOMMOHEHTOB, COAepXallascs B yNakoBKe /leKapCTBEHHOMO CpeAcTBa.

MpumeyaHund

1 }F'JIeKapCTBeHHoe CpeAcTBO MOXET coepXaTb OAVH UM HECKO/bKO NPOU3BEAEHHbIX MPO/YKTOB.

2 Bo MHOMMX cryyasix NpOM3BEAEHHbIN NPOAYKT TOXAECTBEHEH fiekapCTBeHHOMy npenapary. OpHako ecTb
npUMepbl, Koraa Mpov3BedeHHbI NMPOAYKT npeTeprneBaeT npeobpas3oBaHne A0 MPUMEHEHUS K MauueHTy (B KayecTse
IeKapCTBEHHOrO CPEACTBa) M TorAa OH He TOXAECTBEHEH TEKaPCTBEHHOMY npenapary.

3 lNMpousBeeHHbI NPOAYKT He MMEET MPSMOr0 KOHTaKTa C BHELLHEW YNakoBKOW 3a UCK/IUEHVEM ClyYaeB, Koraa
BHELLIHSIS1 YNIAKOBKa SIB/IETCSA TaKKe 1 NEPBBUYHON YNAKOBKOA.

3.1.17 nekapctBeHHoe cpeacTBo (medicinal product): BewectBo unM KombuHauus BeLLecTs,
nNpUMeHsieMble K OpraHusMy 4esnoBeka (MM XWBOTHOTO) ANA NeYeHUs U nNpodunnakTukm 3aboneBaHunii c
LleNblo ANarHoCTUKN UV BOCCTAHOBEHUS, KOPPEKLMN NGO N3MEHEHNs (hN3M0NOTNYECKUX DYHKLINIA.

(ENV 13607:2000; ENV 12610:1997]

MpumeuvaHnsa

1 JlekapCTBEHHOE CPEACTBO [JIOKET COAEPXATb OAVH WM HECKOJIbKO MPOV3BEAEHHLIX MPOAYKTOB W OAVH Wi
HECKO/IbKO /IEKAPCTBEHHbIX Mpenaparos.

2 B HEKOTOpbIX HOPUCOUKLMAX SIeKapCTBEHHOE CPefCTBO MOXET ObiTb OnpefesieHo Kak /1i060e BellecTBo WM
KOMOUHALWA BELLLECTB, UCTIO/b3YeMbIX /151 NMOCTAHOBKY AMarHo3a.
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3.1.18 wupgeHTuduKaTop nekapcrtBeHHoro cpegcrtea MPID (medicinal product identifier):
YHuKanbHblii  naeHTMuKaTop, NPUCBOEHHbLIA JleKapCTBEHHOMY CpeACTBY B [OMNOSHEHWEe K /bomy
CyLecTByOLWEeMy perucTpayMoHHOMY HOMepY, NMPUCBOEHHOMY YNO/THOMOYEHHbBIM OPraHoM.

MpumeyaHune - ITOT uAeHTUdMKATOP NpeAHasHayeH Ans ueneli yyeTta v 4N1A NOBbIWEHUA 6e30MacHOCTH
naumeHTa, NOCKO/IbKy C €ro MOMOLLbI MOXHO OAHO3HAYHO WAEHTUMULMPOBATHL /leKapCTBEHHbIe CpeAcTBa BO BCEM
mupe.

3.1.19 BHewHsAs ynakoBka (outer packaging): BHELWHWA KOHTeHep, B KOTOPOM MNoCTaBnseTcs
nekapcTBeHHOe CpeACTBo.
Mpumep- Kopobka.

MpumeyaHuna

1 lQleKapCTBEHHbIﬁ npenapar WM npov3BeAeHHbI NPOAYKT He UMEET HenoCcpPefCTBEHHOrO KOHTaKTa C BHELLHEN
YNaKOBKO 3a UCK/IOYEHWEM ClyqaeB, KOra BHELLHSIS YNakoBKa CTyXWT Takoke NepByYHO YNakoBKOI.

2 AnbTepHaTVIBHOE COBMECTUMOE OMpefie/ieHne BHELLHel ynakoBkm (“outer packaging") npusefeHo B [vpekTvise
92.'27/EEC: "ynakoBKa, B KOTOpYHO MOMeLLieHa NepBuyHas ynakoska'".

3.1.20 nekapcTBeHHas pJo3umpoBaHHasa dopma (pharmaceutical dose form): MartepuansHoe
nposiBfieHNe NekapcTBEHHOro CpefcTBa, cogepxailero dapmauesTuyeckme cybcTaHumm — umnu
BCMOMOraTe/ibHble BELLECTBA, KOTOPOEe AO/HKHO GbiTb MPUMEHEHO K NALUEHTY.

MpumeyaHne - TepMUH «a03MpPOBaHHas NekapCTBEHHaA hopMa» MOXET NMPUMEHSTLCA Kak K NPUMEHSIEMON
[103MPOBaHHON IleKapCTBEHHONM (hopMe, Tak ¥ K Npou3BeAeHHON [03VPOBaHHON ekapCTBEHHON (hopme, B 3aBVCUMOCTMN
OT MPOZYKTa, KOTOPbII OH OMKCbIBAET.

3.1.21 nekapcTBeHHbIli npenapaTt (pharmaceutical product): KauecTBeHHas W KonMuyecTBeHHas
KOMNO3MLMA fleKapCTBEHHOrO cpeAcTBa B [03MpOBaHHOW (hopme, paspelleHHOW AN NpUMEHeHus
YNOMIHOMOYEHHbLIM OPraHoOM ¥ OMUCAHHOWM BMecTe C COOTBETCTBYIOLLE UHdopmaumed U3 permcTpaLmMoHHoro
fJocbe.

MpumeyaHna

1 JlexapcTBEHHOE CPEACTBO MOXET COAEPXKaTb OANH W HECKOSILKO Npenaparos.

2 BO MHOrVIX Clydasix lekapCTBEHHbIV Npenapar MAEHTVYEeH npoussefeHHOMY npofdykTy. OfHako ecTb npumMeps|,
Korfa NpoOV3BEAEHHbIi MPOAYKT npeTepneBaeT npeobpasoBaHMe [0 MpUMEHeHWs K naumeHTy (B KayecTBe
JlekapCTBEHHOTO Npenapara) 1 Torga OH He TOXAEeCTBEHEH SlekapCTBEHHOMY npenapary.

3.1.22 npeHTudukatop nekapcrtBeHHoro npenapata PhPID (Pharmaceutical Product Identifier):
FNo6anbHO YHUKaNbHBIA naeHTUUKaTop NekapcTBEHHOro npenapara.

3.1.23 xapaktepucTuka peiictBua (release characteristics): OnucaHve moANULMPOBAHHOIO
nepuoja BpeMEeHW, B TeYeHMe KOTOpPOro akTWMBHbIA WHrpeAMeHT oka3biBaeT AelicTBUe Ha Teno nocne
NPUMEHEHUs NeKkapCcTBEHHOro nmpenapara, B CpaBHEHUW C TPaAULMOHHLIM, HENOCPeACTBEHHbLIM AelicTBUEM
aKTVBHOIO VHrpeaneHTa.

Mpumepsbl - 3amefneHHoOe, NPONOHIMPOBaHHOE, He MOANMDULMPOBAHHOE.

3.1.24 nyTb BBepgeHus (route of administration): MNMyTb BBeAeHUA NekapCTBEHHOro npenapaTa B Teso
WY KOHTakKTa ¢ Te/oM.

Mpumepbl - BHYTPWBEHHbIW, nNepopanbHblii, B KOHBIHKTMBaNbHbLIA MewWwoK rnasa, B
nonocTb pTa.

3.1.25 cocTosfiHMe BeuiecTBa (state of matter): ®usmyeckoe COCTOAHME MONEKYNAPHOW DOPMbI
npenapara.

Mpumepsl - [a3oobpasHoe. Xmakoe, nonyTsepaoe, TBepaoe.

MpumeyaHne - YkasaHuMe COCTOSHUA BELLECTBA WCMOMb3yeTcst As rpynnUpOBKA 6a30BbIX A03VPOBAHHBIX
¢hopM B COOTBETCTBUM C UX (PU3NHECKVMI CBOVICTBAMM.

3.1.26 npeobpasoBaHue (transformation): [lMpeo6pa3oBaHve MNPOU3BEAEHHOr0  MPOAYKTa,
Heobxogumoe ANA NOJyYeHUs NeKapCTBEHHOrO npenaparta, BbINO/HAEMOe, Hanpumep, 4YToObl MOAy4YUTb
NPUMeEHSIEMYI0 A03VPOBaHHY0 (DOpMy M3 NPOU3BEEHHON A03UPOBaHHON OpMbI.

MpumeyaHne - Ecmm npumeHsemas [03vpoBaHHas chopma coBnafaeT C MpPou3BEAEHHON [03VMPOBaHHOM
chopmoii, To NpeobpasoBaHMe He TpebyeTcs.
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3.1.27 epuHunua usmepeHus (unit of measurement): [elicTBUTENbHAs cKanspHas BeIMYUHA,
onpejeneHHas u NPUHATas Mo COrnaleHnto, ¢ KOTOPO MOXHO CpaBHUTL /10OYI0 APYrY0 BE/IMUYUHY TOTO Xe
poAa v BbipasuTb UX OTHOLLEHWE B BUAE Yucna.

MpumeyaHue - B 3aBACYMOCTY OT XapakTepa CTaHAAPTHON LKA/, BLIDAKEHUE eANHULbI U3MEPEHVSI TTIOKET
NPeaCcTaBnAaTb G0 HU3MUECKYI0 efVHULY W3MEPEHNsl, CBS3aHHYH0 C CUCTEMOI Be/MUMH (Hanpuvep, eauHvubl CU),
NM60 MPOM3BOJILHO OMPEAEeseHHYH0 eyHNLY U3MEPEHUs], KOTOpasi MOXET OTHOCUTLCS K OnpeaeneHHOMy CTaHAapTHOM
06pasLly, METOAVKe N3MEPEHUS], MEPE MaTepuasa Ui faxe K UX KOMBUHAaLMSM.

3.1.28 epuHuua npepctaBneHnsa (unit of presentation): KauyecTBeHHbIi TEPMUH, OMNUCbIBANOLLMWIA
OVCKPETHBbIN  UCUMCNAEMbI 06BEKT, chyxawwuii AnsS npefcTtaBfieHMs  akTUBHOCTM WAWM  Ko/uM4yecTBa
NeKapcTBEHHOro npenapara Nn60 NpoM3BefeHHOro npoAykTa W MCMoMb3yeMblli B TeX cny4dasx, Korga
aKTUBHOCTb WM KOMIMYECTBO BbipaxaloTCs B TEPMUHAX 3K3EeMNIsipa 3TOro ob6bekTa.

Mpumepsl

1 OnucaHve akTUBHOCTK: TabneTka, cnpeli nnm pgosa cnpes «cogepxut 100 mkr B pacyeTe
Ha cnpei» (eguHuLa npecTaBieHns - cnpew).

2 OnucaHve kKonuuyecTBa: nys3blpek, kKopobka, dnakoH kcogepxuT 100 mMA B Ny3bipbke»
(eAvHVUa npefcTaBieHNA = Ny3blpek).

MpumeyaHue - EAVHMALA NpeACTaB/IEHUS MOXET WMETb TO XXE HasBaHWe, YTO W Apyroi anemeHT
HOPMATVBHOTO CMOBapsi AaHHbIX, HanpuYMep, NekapcTBeHHas [0o3vpoBaHHas opMa WM KOHTeliHep, Ho 3Tu ABa
MOHSITUSI He 3KBUBASIEHTHBI U [O/KHBI UMETb B C/I0BApE pasHble YHVKa IbHbIE MOEHTUMKATOPb! TEPMUHOB.

3.2 CokpaleHusn

3.21 CDISC - KoHcopuumym no cTaHgaptam obmeHa knuHuyeckumu pgaHHubiMu (Clinical Data
Interchange Standards Consortium)

3.2.2 CTS - O6wme TepmumHonoruyeckmne cnyxosl (Common Terminology Services)

3.2.3 HL7 - opraHusauusa Health Level Seven

3.2.4 IDMP - ngeHTudmkauns nekapctBeHHbIx cpeacTs (ldentification of medicinal products)

3.2.5 MPID - ngenTtuchukatop nekapcrseHHoro cpeacrea (Medicinal Product Identifier)

3.2.6 PhPID - ngeHtudmkatop nekapcteeHHoro npenapara (Pharmaceutical Product Identifier)

3.2.7 Sl - mexgyHapogHas cuctema eguiul, CU (International System of Units)

4 TpeboBaHus

4.1 O6wwue TpeboBaHUA K HOpPMATUBHbLIM CIOBAPAM

HacToswwin ctaHgapT ABNAETCS YacTblo Cepun CTaHAapToB MAEHTUMMKALUN NeKapCTBEHHbIX CPeACcTB
(IDMP - Identification of Medicinal Products). B Hem npuBegeHbl cneundurkaunm, onucoiBarolwmne cosgaHme
pafa HopMaTUBHbIX Cl0Bape, CyLWecTBEHHbIX A1 NPUMEHEHNS CEPUN B LLe/IOM, B YACTHOCTU, CneaytoLmx
CTaHAapToB:

- ISO 11615, Health informatics — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of regulated medicinal product information
(MHbopmaTusaumsa 300poBbA. VaeHTUdUKaLNA neKkapCTBEHHbIX CPEACTB. DNEeMEHTbI faHHbIX U CTPYKTYpbI
ANA YHVKaNbHOW naeHTndukaumm n obmeHa nHopmaumein o permcTpmpyemMbixX NekapCcTBEHHbIX CPeAcTBax):

- ISO 11616, Health informatics — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product information
(MHpopmaTusaumsa 300poBbA. VAeHTUMUKALUA TeKaPCTBEHHbIX CPEACTB. DNEMEHTbl JaHHbIX U CTPYKTYpbI
ONA  YHUKaNbHOW uaeHTUdMKauum ©n  obmeHa UHdopmauuneli 0  pPerncTprpyembix J1eKapCTBEHHbIX
npenaparax):

OfHako HOpMaTUBHbIE C/I0BapW MOTYT WCMONb30BATbCA TaKkke W He3aBUCUMO OT [aHHOW cepun
cTaHfapToB. [na nepefjayn HOPMATUBHBLIX CroBapei B MHPOPMaLMOHHbIE CUCTEMbI, paspaboTaHHble Ha
ocHoBe cTaHgapToB IDMP. moOryT ucnosb3oBaTbCA CO06LLEHNs, onucaHHble B cTtaHgapTe Health Level
Seven (HL7) Common Terminology Services (CTS) Version 2.

B HacTosileM cTaHgapTe npegycMoTpeHa BO3MOXHOCTb MEepeBOf0B HOPMATMBHBLIX TEPMWUHOB,
nossossoLas obecneunTb Nnepegadvy aToi MHoOpMaLn BO BCEMVPHOM MacluTabe.

B HacToswem cTaHgapTe npefycMoTpeHa Takke BO3MOXHOCTb YNpaB/ieHUss BEPCUSAMU HOPMATUBHbIX
TEPMWHOB, M03BOSIAKOLWAA BECTM WCTOPWIO 3BOJIIOLMM HOPMATUBHbLIX CRoBapeii W oTcnexuBaTb WX
N3MeHeHUS.

Kpome Toro, B Hactoswem cTaHfapTe npuBefeHbl pekoMeHAauuu, rnomorarwlune nosbL30BaTensim
oTobpaxaTb MMelLWMecs TEPMUHbI Ha HOPMATMBHbIE TEPMWHbI, YTO MO3BOMISIET CBA3aTb TEPMUHbI, YXe
MCMNOMb3YIOLNECA B pa3HblX perrnoHax, C HOpMaTUBHLIMU TEPMUHAMMU.

5
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4.2 TpeboBaHWS K NPUMEHEHUID HOPMATUBHbLIX C/IOBapeil B cTaHfapTax cepuu IDMP

YT0o6bl HOpPMaTWBHbIE C/I0BapW, OMUCAHHblE B HACTOALEM CTaHjapTe, MOM/IM UCMO/b30BaTbCHA Kak
HeoTbeMNemMass 4acTb peanu3aunii ctaHgaptoB IDMP. OHM [JO/MKHbI  YAOBNETBOPATb  CleAylowum
KpuTepusam:

- cofepxaTtb TEpPMUHbl W UWAEHTUdMKATOPbI, HeobXxoAWMble AN ONUCaHUsA  NeKapCTBEHHbIX
[03MpOBaHHbIX  (OPM  NleKapCTBEHHbIX CpPeAcTB U Tpebyemble Ana  reHepauum W onucaHus
naeHtTudgmkatopos PhPID n MPID;

- cofepxaTb TEPMWHbI U WAEHTUMKATOPbI, HEobXoAuMMblE ANA YyKasaHWa npegnonaraeMoro nytu
(nyTeli) BBeAeHWA NeKapCTBEHHOrO CpeAcTea, TpebyemMoro Ans MOSIHOTO ONUCaHUS /IeKapCTBEHHOro
cpeacTBa u reHepauumn naeHtndprkatopa MPID;

- cofepxaTb TEPMUHbI U UAEHTUUKATOPLI, HeobXxoAWMble ANA yKa3aHusa efuHUL, npeacTasBneHus
NleKapCTBEHHOTO cpeAcTBa, Tpebyemoro Ans MNOMHOTO OMUCAaHUS  aKTUBHOCTM  HEKOTOpbIX TUMNOB
NeKkapCcTBEHHbIX CPeACTB Npu reHepauun naeHtndukatopa MPID;

- cofepxaTb TepMWHbl W UAeHTUdMKaTOpbl, Heo6XoAuMMble ANA YyKasaHWa YnakoBku (Bkvas
NMepPBUYHYI0, MPOMEXYTOUYHYI0O U BHELUHIOW), KPbIWKW WAM MpobKM, a Takke YCTpolicTBa BBeAEHWUS
NleKapCTBEHHOIO cpefcTBa, TpebyemMoro A/sa OnucaHus JfIeKapCTBEHHOIO CcpefAcTBa nNpu  reHepauuu
naeHtTudrkaropa MPID.

HopmaTtueHble TEPMUHbI U UX KOAbl [O/MKHbI ObITb 06LLEAOCTYMHBLIMU, & UX MPUMEHEHWE He AO0/IHKHO
TpeboBaTb MULLEH3NOHHbIX OTYNCIEHWA.

5 Cxema

5.1 O6wwme nonoxeHns

B HacToAwem cTaHgapTe npeanoXeHbl 3EeMeHTbl AaHHbIX, CYLWEeCcTBEHHO Heobxoaumble ANA
onMcaHns HOpMaTBHbLIX TEPMUHOB, NepeBoja TEPMUHOB Ha APYroi A3blk 1 BefeHns Bepcuii. Kpome Toro, B
HeM npuBefeHbl PEKOMeHAALUN MO OTOOGPaXEHUI0 TEPMUHOB, KOTOPbIE YXE WCMOMb3YHTCA Y4acTHUKaAMM
obpalleHnss nekapCTBEHHbIX CPeACTB, HA CUCTEMY MOHATUIA, NPeA/IOKEHHYI0 B HACTOSALLEM cTaHdapTe.

K anemeHTaM fjaHHbIX, OMUCbIBAIOLLMM BCMOMOraTe/ibHble MOHATUA, OTHOCATCA:

- TepMWHbI W KOAbI.

- nepeBOAbl Ha APYroi A3bIK;

- Bepcuu;

- 0TOGpaXeHus.

BepxHuii ypoBeHb NOHATWIA BK/IOYAET B cebs:

a) NekapCTBEHHYI0 A03MPOBaHHY0 opMmy;

b) eAvHULbI NPefCcTaBNeHns:

C) NyTV BBEAEHUS;

d) ynakoBky.

B cxemax, onucbiBaloWmX CTPYKTYPY 3TUX 3/1EMEHTOB, MCMOJb3YITCA TUMbl AaHHbIX ST (cTpoka). CD
(oeckpunTop noHATKSA), TS (MOMeHT BpemeHn) 1 INT (Lenoe uncno), onpefeneHHsle B ctaHgapTe MCO 21090.

Mo ymonyaHuio kpaTHOCTb aTpmbyTa nonaraeTcs paBHoOW eanHuue (To ecTb [1..1]).

5.2 KoHuenTyanbHble MOAENN BCNOMOraTebHbIX NOHATUIA

5.2.1 O6uwee onucaHune

MprBeAeHHbIE HUXe KOHLEeNTyasbHble MOAENN ONpefensitoT 3MeMEHTbl, CTPYKTYpbl U OTHOLIEHUS
MeXAy 3neMeHTaMu, KOTOpble ONUCbIBAIOT BCMOMOratesibHble MOHATUS (TEPMUHbI M KOAbl, NepeBoAbl Ha
[PYroi sA3blK, Bepcumn, 0ToOpaxeHns), NCNob3yeMble B KaXKOW COBOKYMHOCTU HOPMAaTUBHbIX TEPMUHOB.

5.2.2 TepMUHbI 1 KOAbl

Knacc  «koaTepMmuH»  QO/MKEH  uUcnofnb3oBaTbCA  ANA  NpeAcTaBneHuss  6a3oBOro  koga,
COOTBETCTBYIOLLEN €My CTPOKM TeKCTa W APYrMX 3/1eMEHTOB onpedeneHust noHatusi. OH ucnonb3yeTcs B
KayecTBe TMna AaHHbIX NPU ONMCaHUKN aTpubyTOB Kacca «KoAMPOBaHHOEMOHATUEY.

Knacc «kogTepMuH» nmeeT cnegyrowmne atpubyTbi:

a) «KOO»: YHUKa/bHbIA (MalMHOYMTaeMbI) naeHTurkaTop ak3emnaspa knacca «kogTepMuH» (Tun
OaHHbIX ST);

b) «TEpPMUH»; TEKCT TEPMMHA, ONUCbIBaloLWero noHAaTe (Tun gaHHbix ST);

C) «onpefeneHvie»: TEKCTOBOE onpeaeneHne NoHATUS (TUN AaHHbIX ST);

d) «AomeH»: Heob6s3aTesbHbIN NPU3HaK, UCNOMb3yeMbll, ecin B 6a3e AaHHbIX XPaHATCA TePMUHbI
MOHATWIA, WCNONb3yeMbIX TOMbKO B BETEPUHAPWUM; YKa3biBaeT, UYTO MOHATME WAN «MEeAWLMHCKoe |
BETEpPUHapPHOe», WK «TOMbKO BeTepuMHapHoe» (M0 YyMOSIYaHUI0 WCNOJb3YeTCAa 3HaYeHue «MeduLMHCKoe U
BeTepuMHapHoe») (TUn gaHHbix ST);

e) «npumeyaHue»: Heoba3aTeNbHOe TEKCTOBOE MpuMeydaHue (Tun AaHHbiX ST);

f) «kopgfsbika»: A3blK, Ha KOTOPOM MpeAcTaB/ieHbl 3HayeHWs aTpubyToB 6) - T), ykasaHHbli B
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cooTBeTCTBUM co cTaHgapTom MNCO 639 (Tvn gaHHbIX CD);

9) «KOATEeppuTOpUM»: KOA CTpaHbl WA TeppUTOpWM, WCMONb3YIOLWWIA AAHHbIA 3K3eMnaap knacca
«KoATepMUH» Ha si3blke «KOAS3blka», yKa3aHHbIi B COOTBETCTBUM €O cTaHAapTom MCO 3166 (Tvn gaHHbIX
CD).

kKoaoTepMUH
+Kkop : ST
memTepMVH @ ST
meonpeaeneHve : ST
+aomeH : CD [0..1]
menpumMmeydaHmne : ST [0..1]
+KopgHAsbika : CD
exkoanTepputopun : CD

PucyHok 1- KoHuenTyasbHasa guarpaMmma tuna gaHHbIX «koaTepMuH»

5.2.3 Tlepesofbl

Tvn AaHHbIX «KoAMpoBaHHOelMoHATME» CBA3blBAET MNOHATME, MpefcTaB/eHHOe Ha onpefenieHHOM
A3blke 415 OnpeAeneHHoN TeppuTopun (Hanpumep, Ha aHrNCKOM fA3blke B BennkobputaHuum) C Hynem u
6onee nepeBofamy 3TOr0 MOHATUS Ha Apyrne A3blkM Wunu ANS ApYrux Tepputopuii (Hanpumep, Ha
chpaHuy3ckom gnsa dpaHummn, Ha Hemelkom ansa Fepmanun). Ero atpubyT «kof» COAEPXUT YHUBEPCasbHbIA
KOA, MOHATWA, aTpubyT «3HAYeHWEe» COJEPXUT KO MOHATUSA ANA A3blka U TEPPUTOPUU, BblGPAHHBIX
nonb3oBateniem, a aTtpubyT «nepeBof» COAEPXKMT Hynb unu 60/iee KOLOB MOHATUA ANA APYTMX A3bIKOB
n/vnn TeppuTopuii; BMecTe 3Tu Tpu atpubyTa onpeaensatoT TUN JaHHbIX «KOAMPOBaHHOEMOHATUE .

Tun faHHbIX «KOAMPOBaHHOE MOHATUE» UMEeET creaytoLlime atpubyThl:

a) «Kog»: YHVIKa/IbHBbI (MawmHounTaeMmbIif) ngeHtTudmkarop ak3emnnspa Knacca
«KogupoBaHHoelloHATNe» (TN AaHHbIX ST);

b) «3HauyeHue»; KOA. ONUCbIBAIOLLWI NOHATNE Ha A3blKe (Hanpumep, Ha aHrNWicKoM) Ana TeppuTopun
(Hanpumep. BenukobputaHun) no Bbi6opy nonb3osatens (TUN AaHHbIX «KOATEPMUH»);

C) «nepeBoA»; HyNb UM 60/ee KOA0B, ONUCHIBAIOLLMX 3TO Xe NOHATWE Ha ApYrux Asbikax uvnu gns
Apyrux Tepputopuii (Hanpumep, Ha paHLy3ckom Ans ®paHummn, Ha HemeLkom Ana Fepmanum) (Tn AaHHbIX
«KOATEepMUH»);

KoaupoBaHHoelloHsATHE

+kopg ; ST
-*m3HaYeHne : koaTepmMuH
+nepesos ; kogTepmuH [0..*]

PucyHok 2 - KoHuenTtyasibHasa gnarpamma tmna faHHblX «KoAMpoBaHHOEMoHATME»

5.2.4 Bepcus

Knacc «ngcm» npefHasHayeH Ana NpefcTaBfeHns NPoCneXnBaemoli NCTOPUN N3MEHEHUI KaxKaoro
MOHATUS OT MOMEHTa ero Co3fjaHus.

OTOT Knacc fOMKEH UMeTb cneayoLwmne atpuoyTbl:

a) «KOA»: YHUKabHbIA (MalwvHOUUTAEMbI) WAEHTUMKATOP MOHATUA, ABAAILWErocs Cy6bekTom
Bepcun (Tvn gaHHbix ST);

b) «partaCosfaHusa»: WTamMn fatbl 1 BPEMEHW, YKa3biBatoLMii MOMEHT CO3[aHnNA ONMCcCaHUs NOHATUS
(Tun gaHHbIX TS);

C) «aBTOPlMOHATUA»: UHpopMaLUsA, NAEHTUGULMPYIOLLAA co3aaTens onmcaHnsa NoOHATUS (TN AaHHbiX ST);

d) «pataliameHeHusi»: WTamn gatbl Y BPEMEHW, yKasbiBaloLL Wil MOMEHT CO34aHUs yKka3aHHOW Bepcun
onuncaHus MOHATUS (TUN AaHHbIX TS);

e) «cogepxaHuelameHeHusI»: TeKCTOBOe onucaHue moaudumKauuu, Kotopas npuBena K Co3faHuio
yKa3aHHOV BEPCUM ONUCaHUA MOHATUS (TN AaHHbIX ST);

0 «aBTOpM3MEHEeHMsA»: UHhopMaLnsa, naeHTUULMpYLWaa 1MLo, U3MEHMBLUEE OMUCaHWE MOHATUS
(Tvn gaHHbIX ST);

) «cTaTyclloHATUA»: CTaTyC NOHATUSA, TOE eCTb aKTUBHOE, OTMEHEHHOE U T.4. (TN faHHbIX CD);
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h) «TekyweelloHATMe» [0..*]: ecnn NOHATUE OTMEHEHO, TO B 3TOM aTtpubyTe MOXeT ObiTb Yka3aH Koj
[pYroro nNOHATWA, KOTOPOe 3aMeHAEeT OTMEHEHHOE; y OAHOT0 OTMEHEHHOrO NMOHATUS MOXeT 6bITb HECKONbKO
3aMeHALWNX (TUN SaHHbIX; ««KOAMpPOBaHHoelToHATNEY;

i) «HOmepBepcMu»: HOMep Bepcun NOHATUA (TUN faHHbIX INT).

Bepcusa
+kog ; ST
+pataCospgaHusa @ TS
+agTtoploHartua ; ST
+patallameHeHusa TS [0..1]
+copgepxaHuellameHeHusa : ST [0..1]
+aBTop3ameHeHunsa : ST [0..1]
+cTaTtyclloHaTtua : CD
eTekyweelloHATMe : kogupoBaHHoelloHATue [0..*]
+HomepBepcun ; INT

PucyHok 3 - KoHuentyanbHaa gnarpamma Tuna faHHbiX «Bepcus»

5.2.5 OTobpaxeHue

OnucaHns NOHATWI B TEPMUHOMOTMYECKOM CnoBape, pa3paboTaHHOM B COOTBETCTBMM C HACTOSLLMM
CTaHAapToOM (HasbiBaeMbIx ganee "LeHTpasbHbIMU NOHATUSAMU' ) He 06A3aTesIbHO COBNaAaloT C TepMUHaMMU,
UCNosib3yemMble Pas/IMYHbIMKU YyYacTHUKaMK Ob6palleHus /eKapCTBEHHbIX CPefCTB B pasHbiXx CTpaHax U
peroHax (HasbiBaeMblXx fJanee "perMoHasbHbIMM TepMmuHamu). YTobbl o0b6ecneunTb CBA3b YXe
MCMNO/Ib3yeMbIX PEervoHasibHbIX TEPMUHOB, B YacCTHOCTM, TeX, 4YTO MPUMEHSTCA YNONHOMOYEHHbIMU
opraHamy pasHbiX CTpaH W pPernoHoB, C LEHTPasibHbIMW MOHATUSMU, COOTBETCTBYIOLUME YHYACTHUKM
obpalleHns NIeKapCTBEHHbIX CPefCTB MOryT 0TO6paxaTb TEPMUHbI, XpaHsLWMecs B UX 6a3ax AaHHbIX Wau
cucTemMax, Ha LeHTpasibHble NOHATUA. Takme oTo6paxeHWs NomoryT nosb3oBaTensaMm CyliecTByowmux 6a3s
[aHHbIX HaliTW ANS AaHHOTO PermoHasibHOro TEPMUHA 3KBMBAJIEHTHOE €My LieHTpasibHOe MOHATUE.

OfVH pervoHasnbHbIi TEPMUH MOXET 0TO6paXaTbCA Ha Hynb unu 6onee LeHTpasibHbIX MOHATWNA, W
HY/lb UNN 6onee perroHanbHbIX TEPMUHOB MOTYT 0TO6paXaTbCs Ha OfHO LieHTpasbHoe NoHATUE.

KogupoBaHHoelloHATHE

+kofg ; ST 0.% 44 0.*
+3HaveHune : KoaTepMuH
+nepesoy : kogTepmuH [0..¥]

pernoHanbHbIATOPMUH

PervioHasibHble y4aCTHUKN
06paLLeHVs TeKapCTBEHHbIX
CpeficTB MOryT 0TOBpaxaTb CBOM
TEPMUHBI Ha 3K3EMI/IAPbI K1accoB
' KogmpoBaHHoelloHATve"

PucyHok 4 - KoHuenTyanbHasa guarpamma, ykasbiBatowas Lesb npouecca 0TobpaxeHus

MHOXECTBEHHOCTb OTHOLUEHUIi MeXAy PervoHasbHbIM TEPMUHAMM W LEHTPasIbHBIMU MOHATUSMU
CBsi3aHa C YpOBHEM AeTanu3auny MHopMaLMK B CYLLEeCTBYIOLMX 6a3ax faHHbIX, UCMOMb3YeMbIX B Pa3HbIX
pervoHax. Hanpumep, perMoH A MOXET UCMO0/b30BaTb MeHee CrneuudryHble TEPMUHbI C HU3KUM YPOBHEM
AeTanusauuu, npyu KOTopoi OAWH PerMoHasbHbIA TEPMUH OTOGPaXKaeTCs Ha TPU LEHTPasIbHbIX MOHATUS, a
pervoH B MoxeT ucnonb3oBaTb 6onee chneuuuyHblie TEPMUHbI C BbICOKUM YPOBHEM AeTanu3auvu, npu
KOTOPOIi TPU PEervioHasnbHbIX TEPMUHA OTOOGPAXATCS HA OAHO LEHTPasIbHOE NoHATHE (CM. Tabnuuy 1).



FOCT PNCO 11239—2014

Ta6nuua 1 - YCNnoBHble NpUMepbl 0TOGPaXKEHUS LEHTPasIbHbIX NOHATUI HA pPermoHasbHble TePMUHbI
npv HU3KoM (pernoH A) 1 BbICOKOM (pervoH B) ypoBHe feTanusauum.

MeCTHbIi1 TEpMUH OTobpaxeHre Ha MecCTHble TEPMUHBI OT06pakeHne Ha
pervioHa A (Hu3kas LieHTpasTbHble NOHATUS (OANH- pervioHa b (Bbicokast LieHTpasIbHble NOHATUA
cTeneHb KO-MHOTVIM) cTeneHb AeTanunsauyn) (MHOrVe-k-oHOMY)
JeTanmsauyn)

o Msrkas kan
PacTtBOp ANs UHbEKUNiA an karcyna c

rpaHynamu
. Msirkas kancyna gns
NHbekuma CycneH3nsa Ansa UHbekunia Msrkas kancyna c ynap
XWAKOCTbIO npuema BHYTpb
PacTtsop gns Msrkasa kancyna c

BHYTPUBEHHOIO B/INBaHUA NOpOLLUKOM

5.3 KoHuenTtya/nbHble MOAENN BbICOKOYPOBHEBbIX MOHATUNA

5.3.1 Obuwee onucaHue

MprBefeHHbIe HWXe KOHLenTyanbHble MOAENV OnpeAensioT 3/1eMeHTbl, CTPYKTYpbl WM OTHOLIEHWA
MeXay 3/1eMeHTaMMu, OMUCLIBALWMMU HOPMATUBHbIE BbICOKOYPOBHEBbLIE MOHATUA  (S1EKAPCTBEHHYIO
[03VpOoBaHHyl0  hopMy, eavHULy npeAcTaBfeHns, MyTb BBELAEHMS, YNakoBKy) B LeNsax co3jaHus
HOPMAaTVBHbIX TEPMUHOB.

5.3.2 lexapcTBeHHas go3mpoBaHHas dopma

5.3.2.1 O6uiee onucaHne

MprBefEeHHbIE HUMXE KOHLENTyasibHble MOAEeNV onpeaensioT NOHATUE SIeKapCTBEHHOW A03UPOBaHHON
dopmbl, a TakKe peneBaHTHbIe 3M1eMEHTbI, CTPYKTYPbl U OTHOLUEHWUA MeXAY HAMW, KOTOpble OMUCLIBAKOT 3TO
NOHATUE N KOMBUHNPOBAHHYIO /IeKaPCTBEHHYIO 403VPOBaHHY0 hopMmy.

5.3.2.2 MoHsATE NeKapCTBEHHOI A,03MPOBaHHOl hOpMbI

MoHATME NeKapCTBEHHOW [A03MPOBaHHON OpMbl siBNSeTcA 0600LieHneM COBOKYMHOCTM 6a30Bbix
[031pOBaHHbIX (QOpPM, KOTOpble B CBOK O4yepefb pynnupylTCs MO NPU3HaKy COCTOSIHWSA BeLlecTBa.
CTpykTypa OnMcaHusi NeKkapCTBEHHOW [03UPOBaHHON DOpPMbl COAEPXWUT aTpubyThbl, XapakTepusyoLine
JeiicTBMe nekapcTBa, Npeobpa3oBaHus, BbINONHAEMbIE Nepes ero npuMeHeHnem, npegnonaraeMmoe Mecto
BBEeAEHUSI U npeanonaraembllii cnocob BBeAeHUs. [na onucaHns NOHATUS NIeKapCTBEHHOW [03MPOBaHHOW
opMbl 1 ero aTpubyTOB MCNOMb3yeTCs TWUN [aHHbIX «KoAupoBaHMoelloHATME», BkAw4awwuii B cebs
NOHATUS NEPEBOAOB Ha APYroli A3bIK.
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PucyHok 5 - KoHuenTyasnibHasa guarpaMmma knacca «JlekapcrtseHHasJosnposaHHasPopmar»

5.3.2.3 Knacc «CocTtosHueBouiectsa»

[MoHATME COCTOAHMA BellecTBa [O/IKHO UCMO/b30BATLCA Kak BbICOKOYPOBHEBAsA KaTeropus,
knaccuduumpyowan 6asosble [03MPOBaHHble YOpPMbl (M TEM CaMbiM JfIeKapCTBEHHbIE [03MPOBaHHbIE
dhopmbl) No 3Ha4YeHUo cooTBeTCTBytoLWero atpubyTta. Knacc «CocTtosHmeBelecTBa» nmeeT accouymauuu c
Hynem nam 60nbWUM YAC/IOM 3K3eMnIsapoB knacca «basosas/losnpoBaHHasPopmar.

Mpumepsbl -  Teeppaoe, nonyTeeppoe, Xwugkoe, rasoobpasHoe. CM. Takxe npumepsbl
HOpMaTWBHbIX cnosapeli (Tabnuuya A.1 B NpunoxeHnn A) u NnpuMepbl ONUCAHUSA NeKapCTBEHHbIX
cpeAcTB B NPpUA0OXeHUn B.

CocTosiHMe BelecTBa A0/HKHO OblTb ONMCAHO C MOMOLLbIO TNA AaHHbIX «KoAMpoBavHoelToHATeE.

5.3.2.4 Knacc «ba3osasajo3nposaHHasPopma»

MoHATMe 6a30BOW AO3MPOBAHHOV (hOPMbI AOMKHO MCNOb30BATLCS Kak BbICOKOYPOBHEBAsS KaTeropus,
knaccudnympylowas nekapcTBeHHble A03MpoBaHHble (hopMbl MO 06WMM Tunam Takux dopm. Knacc
«basosasflosvpoBaHHas®opma» MMeeT accoumaumm ¢ Hysem unm 60MbWNM YMC/IOM SK3EMMISPOB Kiacca
«JlekapcTBeHHasJo3npoBaHHasdopma».

Mpumepbl - TabneTka, kancyna, nopowok, pacteop. CMm. Takxe npumepbl HOpMaTUBHbIX
cnosapei (tabnuua A.l B npunoxeHun A) v NpuMepbl ONUCAHWUSA NeKapCTBEHHbIX CpPeAcTB B
npunoxeHuu B.

10
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basoBad nekapcTBeHHas dopma  Ao/KHA  OblTb  onucaHa C MNOMOLWbIO TUNa  AaHHbIX
«KoguposaHHoelloHATHE».

5.3.2.5 Knacc «XapakrepuctukaeliicTBus»

Knacc «XapaktepucTtukalleiicTBusi»  [O/MKEH WCNOMb30BaTbCA O/  ONUCAHUSA XapaKTepucTUKK
[OelicTBUA NekapcTBEHHOW [03MpOBaHHOW  opMbl. Ecnv  XapakTepucTuki  OelCcTBUS He yKasaHbl, TO
3K3EMNAAP Knacca «XapakTtepucTukaeincTeusi» gomkeH 6biTb NycTbiM. Knacc «XapaktepucTtukalencTaus»
nveet accouunaumm c Hyiem win - 6onbwnm YMC/IOMIK3EMMNIAPOB Knacca
«JlekapcTBeHHas[lo3npoBaHHaaPopmay.

Mpumepbl - 3amepfneHHOe, NPOSIOHINPOBAHHOE, MOMeHTanbHoe, 6e3 nsMmeHeHns. CMm. Takxe
npMmepbl HOpMaTUBHbIX croBapel (Tabnuua A.2 B nNpunoxeHun A) U NpuMepbl onucaHus
neKapCTBEHHbIX CPeACTB B NpuUaoXeHun B.

Xapaktepuctuka  AencTsus fOo/MmKHa  OblITb  onucaHa  C NOMOLLbI0 TMNa  AaHHbIX
«KoAuposaHHoelloHATueE».

5.3.2.6 Knacc «lpeobpa3oBaHue»

Knacc «lpeobpasoBaHve» [O/MKEH WCNOMb30BaTbCA AN  ONUCaHWs u3n4Yeckoli onepauuu,
Tpebyemoli [Ana npeobpa3oBaHUs NPOM3BEAEHHOW A03UMPOBaHHON opMbl B NIeKapCTBEHHYHO
[03VpoBaHHyl0 hopMmy, ecnyn TakoBoe Heobxoaumo. Ecnm npeobpa3oBaHue He TpebyeTcs, TO 3K3emnnsap
knacca «[lpeobpa3oBaHne» Ao/MKEH 6bITb MyCTbiM. Knacc «lMpeobpa3oBaHne» MMeeT accoumauny ¢ Hynem
1nm 60MbLUMM YACIOM 3K3eMNNSAPOB kracca «JlekapcTBeHHasJo3npoBaHHas®opmMay.

Mpumepbl - PasbaBneHne, pacTtBopeHue, 6e3 npeobpasoBaHus. CM. Takxe npumepsbl
HOpMAaTUBHbIX crnoBapeii (Tabnuua A.3 B npunoxeHun A) 1 NpuMepbl ONUCaHNUA NeKapCTBEHHbIX
cpeAcTB B NpUIoOXeHUn B.

Mpeobpa3oBaHue AOMHKHO ObITb OMMCAHO C MOMOLLLIO TUMA AaHHbIX «KOAMPOBAHHOEMNOHATUEY.

5.3.2.7 Knacc «[lMpegnonaraemoeMecTtoBeegeHus»

Knacc «MpepgnonaraemoeMecTtoBBegeHuss» OO/MKEH WUCNOAb30BaTbCA A1 O6LLEro ykasaHus mecta
Tena, B KOTOpoe npefnonaraeTca BBeAeHUe NeKapCTBEHHOW [03MpoBaHHON hopMbl. 3TO yka3aHue gaetcs
B 06X TepMMHax, a He B AeTa/lbHblX HOPMAaTUBHbLIX TEPMMHAX, OMUCLIBAIOLLNX TOYHOE MECTO BBEAEHWUS.
OHO He coBnafaeT C NOHATMEM MyTW BBeAeHUs. Ecnu npegnonaraemoe MecTo BBELEHWs OTCYTCTBYET, TO
3K3emMnasap Knacca «[MpegnonaraemoeMecToBBeeHUs» [OJIKEH 6bITb nycteim.  Knacc
«[pegnonaraemoeMecToBBegeHNss» MMeET accounauum ¢ Hynem Uanm G0MbLIMM YMCIOM 3K3EMM/SIPOB
Knacca «JlekapctseHHasao3nposaHHasPopmar».

Mpumepsbl - YWHoe, rnasHoe, nepopasbHoe, He ykazaHo. CM. TakXe npumepbl HOPMaTUBHbIX
cnopapeil (tabnuuya A.4 B npunoxeHun A) U NpuMepbl ONUCaAHWUS NeKapCTBEHHbIX CPeAcTB B
npunoxeHun B.

Mpegnonaraemoe MeCTO BBEAEHWS [AO/MKHO ObiTb OMNMCAHO C MOMOLWbID TUNa  AaHHbIX
«KofmpoBaHHoelToHATHE ».

5.3.2.8 Knacc «Cnoco6BBegeHnsi»

Knacc «Cnoco6BBefieHnsA» A0/MKEH UCMONb30BaTbCA A1 ONUCAHWUA NIeKapCTBEHHOW A03UMPOBaHHON
chopMbl B COOTBETCTBUM C 06LMM NpeanonaraemMbiM CNOCO60M, KOTOPbIM OHO [O/MKHO ObiTb BBEAEHO. 3TO
onucaHve gaeTcsa B 0OWMX TEPMUHAX, @ He B AeTaslbHbIX HOPMATUBHbIX TEPMUHAX, OMUCHIBAIOLWMX TOUHBI
cnoco6 BBefeHusd. Ecnu npegnonaraembiii cnocob BBeAeHUs OTCYTCTBYeT, TO 3K3eMnasp knacca
«CnocobBBefeHNA» fOMKEH 6bITb MycTbiM. Knacc «Cnoco6BeefeHns» vMeeT accouuauuv ¢ Hynem uam
60/1bLLUMM YMCNIOM 3K3EeMNNAPOB Knacca «JlekapcTeeHHasJo3nposaHHas®opma.

Mpumepbl -  Annavkauusa, wWHranAauusa, WHbEKUMA, He YykasaH. CM. Takxe npumepsbl
HOpMaTMBHbIX croBapei (tTabnuua A.5 B npunoxeHun A) n npumepbl ONUCAHNA NeKapCTBEHHbIX
cpefcTB B NpuaoxeHuu B.

Cnoco6 BBefeHNA AO/MKEH ObITb ONMMUCaH C MOMOLLbIO TNa AAHHbIX «KOAMPOBaAHHOE[MOHATHE.

5.3.2.9 Knacc «JlekapctBeHHaaJo3nposaHHasPopma»

Knacc  «JlekapctBeHHasa[lo3nposaHHagPopma»  [OJIKEH nUCcnonbL3oBaTbCs AN OnucaHus
NeKapcTBEHHOl [03poBaHHOK (hOpMbl B TOM BUAE, Kak OHO MPUBOAUTCA B ONUCAHWUAX NEKAPCTBEHHbIX
cpeacts. OH BkIoYaeT B ceba arpubyTbl, yHacneAoBaHHble OT accouuauuii ¢ Apyrumu  knaccamw,
Heo6X04UMBbIX AN [O/HKHOTO ONMCaHNsa 3TOro NOHATUSA (PUCYHOK 6).

1
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NekapctBeHHaajo3nposaHHas®opma

¢3HauveHue : KoguposaHHoelloHATHE
¢6a3oBasflosmposaHHasd®opma : koguposaHHoelloHATHe
exapakTepuctukalencteusa : kogupoaHHoelloHATue [1..%]
enpeobpasoBaHue : kogupoBaHHoeloHATHE [1..%]
enpepnonaraemoeMectoBBBegeHus : kogupoBaHHoelloHATue (1..%)
ecnocobBBepeHuns : koguposaHHoeloHnaTne (1..*%)

PucyHok 6 - KoHuenTtyanbHas gnarpaMmma knacca «JlekapcrseHHasJo3npoBaHHas®opmMa» ¢ yHacneaoBaHHbIMU
aTpunbytamu

Knacc «JlekapcTBeHHas[lo3upoBaHHas®opma» accouMmpoBaH C OOHMM 3K3EeMMISApPOM  Knacca
«basosas/lo3nposaHHasPopma», c OfHUM nnu HECKONbKNUMU 3K3emnasapamu Knacca
«XapakrepuctukaeincTsnsa», ¢ OAHUM WU HECKONMbKUMK 3k3emnnspamu knacca «MpeobpasoBaHue», c
HyJleM WIn HEeCKONbKUMKU 3k3emnaspamu knacca «[llpegnonaraemoeMecTtoBBefeHNs», € OOHUM WU
HeCKONbK1MK 3k3emnaspamm knacca «Cnocob BBefeHUs».

Mpumepsl -  Tabnetka, noOpowoK ANA WHBEKUMOHHOro pacTeopa, MNOPOWOK AnA
KOHLUeHTpaTa WHbEKUMOHHOro pacTtBopa. CM. TakXe nmnpumMepbl HOPMAaTUBHbLIX cnosapei
(Tabnuua A.6 B NpunoxeHnn A) n npuMepbl ONMcaHuUsa NekapCTBEHHbIX CPeACTB B NPUNOXeHUN B.

NekapcTBeHHas [o3vpoBaHHas opma fomkHa 6biTb OnMCaHa C  MOMOLWbK Tuna AaHHbIX
«KoAnpoBaHHoelloHATHE».

5.3.2.10 Knacc «KombuHupoBaHHas/ lekapcTBeHHasJo3npoBaHHasPopmar»

Knacc «Komb6uHupoBaHHasi/lekapcTBeHHasJo3npoBaHHas®opMa» [O/DKEH MCNONb30oBaTbCs  AN1s
onpefeneHns  YHUKanbHbIX MNOHATWIA, OMUCbIBAOWMX cneuyuduyHbie  KOMOMHaUUM  NekapCTBEHHbIX
[031poBaHHbIX hOpPM, KorAa TakoBble TpebytoTcs. B aToM criyyae 04HO yHMKanbHOe KOAMPOBAHHOE MOHATHE
NCMNo/b3yeTcsa AN onMcaHna KombuHauum AByx 1 6onee nekapcTBEHHbIX AO3MPOBaHHbIX (HOPM.

Komb6uHunpoBaHHanJlekapcTBeHHas[Jo3npoBaHHas®opma

|[+3HayeHue :kogupoBaHHoelloHATUE
¢JlekapcTBeHHasao3upoBaHHasa®opma : kogupoBaHHoelloHATUe [1..*]

PucyHok 7 - KoHuenTyasibHasa anarpamma kiacca
«KombuHupoBaHHas/lekapcTBeH-HasJo3rpoBaHHasdopma»

Mpumepsl - MOPOWOK N pacTBOpPUTENb A1 UHBEKLNOHHOIO pactesopa (CM. pucyHok 8). Cm.
Takxe npumepbl HOPMaTUBHBIX cnosapeli (Tabnuua AJ1 B NpuaoxeHun A) n npumepbl onucaHus
nekapcTBeHHbIX cpeacts 6.1.3u 6.1.4 B npunoxeHun B.

B npvmMepe, nokasaHHOM Ha pucyHke 8, ynakoBKa JIeKapCTBEHHOrO CpefcTBa COAEpXWUT ABa
OT/AEe/IbHbIX NPON3BEfEHHbLIX NMPOAYKTa: MOPOLUOK W pacTBopuTenb. B pesynbTate pacTBOPeEHUA MOPOLLKA B
9TOM pacTBOpWTENE NOMy4YaeTCs NeKapCTBEHHbI npenapaT, KOTOPbIA A0/MKEH ObiTb BBEAEH MauueHTy C
NMOMOLLbIO MHBEKUMU. DTN ABa NPOU3BEAEHHbIX NPOAYKTA MMEeT NPOou3BefeHHble [03MpoBaHHbIe (hOPMbI
«MOPOLIOK AN WHBEKLMOHHOTO pacTBopa» W  «pacTBOpPUTENb ANA  UHBEKUMOHHOTO  pacTBopa»
COOTBETCTBEHHO. JlekapCTBEHHbI npenapaT, 06pa3oBaHHbIi M3 3TUX NPOM3BEAEHHBbIX MNPOAYKTOB U
npefHasHaYeHHbIN AN BBEAEHWA NauneHTy, MeeT NPUMEHSIEMYI0 NIEKAPCTBEHHYO (DOPMY «MHBEKLMOHHbIN
pacTBop». JlekapCTBEHHOE CPefCTBO B LE/IoM UMeeT KOMOMHUPOBAHHYIO [03UPOBAaHHYIO NeKapCTBEHHYIO
dhopMy «MOPOLLOK U pacTBOPUTENb /15 MHBEKLMOHHOIO pacTBopa.
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PUCyHOK 8 - WNnocTpauust OTHOLIEHWI A MexXy NOHATUSAMU «NPOoU3BefeHHas [03rpoBaHHas hopma,
«MpUMeHsiemMasi JO3MpoBaHHasi hopmMa» 1 «KOMOVMHUPOBaHHAs A03VMPOBaHHas ekapcTBeHHas opma» Ha
npMMepe NekapcTBEHHOro CPeACcTBa, COCTOSLLEro U3 BYX NMPOU3BEAEHHbIX MPOAYKTOB U TpebytoLero
npeo6pa3oBaHus

KomM6MHMpOBaHHasi NiekapcTBEHHAsA [03MpOBaHHas hopMa Jo/MKHA ObiTh OMNMCaHa C MOMOLLbI0 TUNa
[aHHbIX «KOAMPOBAHHOEIOHATUE.

5.3.3 EpauHuua npeacrtaBneHus

5.3.3.1 O6Liee onucaHne

OnucaHHass HWxXe KOHUenTyasibHadA MOAesib onpefenser MNOHATME eAuHWLUbl MNPeACTaB/IEHUA U
3/1IEMEHTOB €e OnucaHus.

5.3.3.2 MNMoHATVe eanHMLLI NpeacTaBeHuns

MoHATME eAVHULbI NPeACcTaBNeHUs NCNOMb3YeTCa AN ONMCaHWUSA KayeCTBEHHON eAuHULbI, B KOTOPOIii
npefcTaBiseTcd W ONUCbIBAETCA aKTUBHOCTb WM  KOMIMYECTBO NPOW3BELEHHOro MpoAdyKta Wan
NleKapCTBEHHOro npenapara, €ec/vM KOMMYeCTBEHHas efuHuLa W3MepeHusa He npumeHuma. EpuuHuua
npeAcTaB/eHNs UCNOMb3yeTcs, KorAa akTMBHOCTb MOXeT ObiTb onucaHa 06LMX CNoCOO60M «B KaXAOM»; B
KOHKPETHOM C/lyyae «KaxkAoe» 3aMeHSeTCs Ha «TabneTtky», «[03y Cnpes», «naactbipb» N TW. OHa Takxe
MCMNOJb3YeTCs, Korga akTMBHOCTL WK obLlee KOMMYeCcTBO NPOU3BEAEHHOIrO NPOAYKTa WU NIeKapCTBEHHOTO
npenaparta BblpaxaeTcs B TEPMUHAX YNakoBKu, HanpumMep. «100 M B My3bIpbKe».

EanHnuallpegcrtaBneHns
+3HaueHue : koguposaHHoelloHATHE

PucyHok 9 - KoHuenTtyanbHas guarpamma knacca «EgunuuallpegcraBneHns»
5.3.3.3 Knacc «EgnHuuallpeactaBneHus»

[na ykasaHus aTpubyTOB, AO/MKHbIM 06pPa3OM OMUCHLIBAOWMX MOHATWE eAuHWLbl NpefcTaBieHus,
Heo6Xxo0AMMO UCNOb30BaTh knacc «EanHuualipeactaBneHns».

Mpumepbl - [lo3a nHransauuu, kanns, nnacTelpb, TabneTtka, nysbipek, Tyba. Cm. Takxe
npuMepbl HOpMaTUBHbLIX cnoBapeli (Ta6nuua A.8 B npunoxeHun A) u nNpumepbl onucaHus
neKapCcTBEHHbIX CPeACTB B NpuUaoXeHun B.

EavHuua npeactasieHns Ao/mMKHA ObiTb ONMcaHa ¢ MOMOLLbI0 TUMa AaHHbIX «KoAupoBaHHoelToHATME.

5.3.4 TlyTb BBEAEHUSA

5.3.4.1 O6uiee onucaHne

OnncaHHas Hwxe KoHuenTyasbHas MoAeNb onpefenseT NOHATUE NyTW BBEAEHWUS U 31EMEHTOB ero
onucaHus.

5.3.4.2 MoHATve nyTu BBEAEHUSA

MoHATME MyTW BBEAEHWS UCNO/Mb3yeTCa ANA OnucaHus nyTu, N0 KOTOPOMY NeKapCTBEHHbI npenapar
BBOAWTCSA B TEJI0 UM OCYLLECTB/IAET KOHTAKT C TEJIOM.
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MyteBBepeHuns
¢3HayveHue : KogmposaHHoelloHATHE

PucyHok 10 - KoHuentyansbHas guarpamma knacca «NytoBeegeHuns»
5.3.4.3 Knacc «yTbBBegeHuns»

[ns ykasaHua atpubyToB, JO/MKHBIM 06pa3oM ONMUCbIBAIOLWNX NOHATUE MYTU BBEAEHWS, HEOOXOAMMO
ucnosb3oBaTth knacc «lMyTbBBeaeHns».

Mpumepbl - BHYTpUMbIWEYHbI, BHYTPUBEHHbIW, NepopasnbHbliil, NOAKOXHbIA. CM. Takxke
npumMepbl HOPMAaTWBHbLIX cfoBapeil (Tabnuua A.9 B nNpuaoxeHun A) U NpuMepbl ONucaHus
neKkapcTBEHHbIX CPeACTB B NpuaoxeHun B.

MyTb BBEAEHNS AO/HKEH ObITb ONMCaH C NOMOLLbI0 TUMA AAaHHBIX «KOAWPOBaHHOelToHATHE.

5.3.5 YnakoBka

5.3.5.1 O6uiee onncaxHme

OnucaHHas HWXe KOHUeNnTyasibHas Mofesib onpefensieT MNOHATWE YMNakoBKW, 3/1IEMEHTOB €ro
onvcaHunsi, CTPYKTYp U OTHOLUEHUI MeXAY 3NeMeHTaMu.

5.3.5.2 lNMoHATUE ynakoBku

lMoHATME ynakoBKM oOXBaTbiBaeT rPynmny M3 Tpex MOHATWI, OMUCbIBAKOLWMX CRefylolwmne 4YacTHble
3/1EMEHTbI TeKapCTBEHHOr0 CpeACcTBa: KOHTeliHep, KpbIWwKy (MPOOKY) 1M yCTPONCTBO NMPUMEHEHNS.

KaTeropnaynakoBku YnakoBKa
#3HayeHune: kKogmposaHHoelloHATHE 1 0..* #3HaveHne : koagupoBaHHoelloHATHE

PucyHok 11 - KoHuentyansbHaa guarpaMmma knacca «YnakoBka»

5.3.5.3 Knacc «Karteropusiynakosku»

Knacc «KateropuaynakoBku» [AO/HKEH WCNOMb30BaTbCSA KakK BblCOKOYPOBHEBAs kiaccudukaums
COCTa@BHbIX 3/IEMEHTOB MOHATUA YNaKoBKW, & WMEHHO, KOHTeliHep, Kpbiwka (Npobka) n yCTPOMCTBO
npumeHeHuns. Knacc «KateropmaynakoBkv» accounnpoBaH C Hynem unun 6onee Tmnamm ynakosku.

Kateropus ynakosku fo/kHa 6bITb onucaHa ¢ noMoLLbio TUNa AaHHbIX «KoAUpPOBaHHOEloHATME.

5.3.5.4 Knacc «YnakoBka»

Knacc «Ynakoeka» [O/MKeH ANSA ykasaHUs aTtpuobyTos, AO/MKHbIM 06pa3soM ONUCbIBAKOLLUX MOHATUSA
KOHTeliHepa, Kpbllwkn (Npobkun) u ycTpoiicTBa BBefeHuA. Knacc «YnakoBka» acCoOUMMPOBaH C OAHUM
3K3EeMMNISAPOM Knacca «KaTeropmsynakoBku».

Mpumepsbl

1 KoHTellHepbl: amnyna, 6nuctep, nysbipek, Tyba, Kopobka, Awunk. CMm. Takxe npumepsbl
HOpMaTWBHbIX cnoBapei (Tabnuua A.10 B NpUaoXeHUN A) 1 NpMMepPbl ONUCaHUA NeKapCTBEHHbIX
CpeACcTB B NpuaoxeHuun B.

2 KpblWwKyM 1 NpobKKU: KONMavyok, 3aBUHYUBAOLWNIACA KONNavyok, npobka. CM. Takxe nNpumMepsbl
HOpMaTWBHbIX cnosapei (Tabnuua A.10 B npuaoxeHun A) n npuMepbl ONUCaHUA NekapCTBEHHbIX
CpeAcTB B NPUIOXeHUN B.

3 YcTpoiicTBa BBeAeHUA: urna, opanbHbli wnpuy. CM. Takxe MPUMepPbl HOPMAaTUBHbIX
cnosapei (tabnuua A.10 B npunoxeHun A) U Npumepbl ONUCaHUA NeKapCTBEHHbIX CpefCcTB B
npunoXxeHun B.

YnakoBka [0/mKHA ObITb OMMCaHa C NOMOLLbIO TUNa AaHHbIX «KOAMPOBaHHOEMOHATNE».
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MpunoxexHune A
(cnpaBoy4Hoe)

Mpumepbl HOpMaTUBHBIX clioBapel

Al LUenb npegcraBfieHHbIX NPUMeEpPOB

A.1.1 O6ulee onucaHune

[MprMepbl HOPMAaTUBHbLIX CMOBaPHbLIX TEPMUHOB MpUBEAEeHbl B HACTOsALLEM NPUNOXEHUU TOJMbKO AN
uenei unacTpauun. XoTa 3T Npumepbl MOTYT MCMNOb30BaTbCA NPU CO34aHMKM HOPMAaTMBHbBIX ClioBape,
UX MPUCYTCTBME B HACTOALWEM [OKYMEHTE He oO3HayaeT, 4YTO OHW ABNATCA wWan byayT SBAATbCA
ohmuUManbHbIMU HOPMATUBHBIMU CNIOBAPHLIMK TEPMUHAMU 1 YTO UX COAepXaHue obnagaeTt NOMHOTONA.

A.1.2 lekapcTBeHHas fo3vpoBaHHas copma

Ta6nuya A.1 - [Npumepbl COCTOSHWI BeLecTBa M 6a30BbIX 4O3UPOBaHHbLIX (HOPM
CocTosiH1e BellecTBa Basosas fo3nposBaHHasn opma

[a3o06pa3Hoe MeaununHCKuiA ras
Map
XXunakoe Konnopguii
KoHueHTpaTt
Amynbens
XXunakoctb
PacTteop
CycneHsus
MonyTteeppoe Kpem
lenb
Mas3b
Macta
TeBeppgoe Kancyna
MneHka
[paHynbl
Pe3nHka
MMnnaHTaHT
BcTtaBka
Tabnetka
HesacHoe HeacHasa

Ta6nuua A.2 - [lMpumepbl XapakTepuUcTUKN AelcTBUA
XapakTepucTuka geicTeus

3ameaneHHoe

MponoHrmpoBaHHoe
I3meHeHHoe

HemepaneHHoe
He yka3aHo

Ta6nuuya A.3 - lMpumepbl NpeobpasoBaHuii
MpeobpasoBaHne

Pa3BepneHne

PactBopeHue

SKcTpakuuns
CwmeluvBaHue

CycneHavpoBsaHve/gucneprupoeaHno
He TpebyeTcs
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Tab6nuua A.4 - TNpumepbl NpeanonaraeMoro Mecta BBefeHuUs
Mpeanonaraemoe MecTo BBeAEHUA
YuwHoe
KoxHoe
[eHTanbHoe
BHyTprmaTtouHoe
MHTpasesnkynapHoe
HasasnbHoe
nasHoe
MNepopasnbHoe
MonocTb pra
JleroyHoe
PekTansHoe
BnaranuuwHoe
He ykasaHo

Ta6nuua A.5 - lNpumepsbl cnocoba BBeAEHUS
Cnocob6 BBeaeHust

Annnukauus
BaHHa
XXeBaHune
MonockaHune
CTpyiiHoe BnMBaHune
MHbekuns

BcTaBka
KanenbHoe BnnBaHue
MopoLukoBas MHranAuns
PacnbiieHne

notaHue
He yka3aH
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Ta6nuua A.6 - lNpumepbl NekapCTBEHHbIX 403UPOBaHHbIX DOPM

NekapcTBeHHas [03upoBaHHas hopma
Kancyna gns nonoctu pta
YKeBaTenbHas Tabnetka

KoHueHTpaT AN NpUroToB/ieHNs pacTeopa A/15 Hapy>XHOro npuMeHeHus
HaszanbHblii kpem
TabneTtka c 3aMef/IeHHbIM AelicTBUEM
Lunyyne rpaHynbl

OMyNbCUs AN UHBEKLMN
TabneTtka C NPO/IOHIMPOBaHHbLIM AelCTBUEM
MeHa Ana HapyXXHOro NpUMeHeHNs
[paHynbl AN NPUroTOBNAEHUSA CYCNEH3UW A5 NePOPaIbHOr0 NPUMEHEHNA
Teepgas kancyna
Teepfas kancyna ¢ NopoLLUKOM 415 UHFaNALWiA
mnnaHTaHT
TabneTka 3alieyHas MykoaaresvBHas

YWwHaa masb
KoxHas masb
OpasbHblii NOPOLLOK
OpogancnepcHas nieHka

MOpPOLLOK A5t HAPYXXHOTO NPUMEHEHNS

MopPOLLOK ANSi NPUrOTOB/EHNS pacTBopa A5 BHYTPUBEHHbIX BMBAHWIA
MopOLOK A1 NPUrOTOB/IEHNS] pacTBopa As UHbEKLiA

PacTBop ANna uHransiuuii B 6annoHe nog AaBieHnem

CycneH3usa gna uHranauuin B 6annioHe nog fasneHmem
"Na3Hble kanavm NPoIOHIMPOBAHHOIO AeNCTBUA
Msrkas kancyna c 3ameasieHHbIM AeicTBMeMm
PacTtBopumas Tabnetka
YWHble kanam
YwHoii cnpei

'nasHble kannu
PacTBop An1s BHYTPYBEHHbIX B/IMBaHWI
PacTBop A8 nHbeKuuit
MepopanbHbIi pacTBOp

Cnpeii 4ns nonoctu pra
Cnipeii NogbAa3bIYHbIN
CynnosuTopwuii
OpasibHas cycneHsus

Tabnetka
TabneTka ANA NonockaHus
Ta6netka noAbsAsbluyHas
Ta6neTtka BarnHasbHas

17



FOCTP NCO 11239—2014

Ta6nuuya A.7 - Tlpumepbl KOMGUHUPOBAHHLIX NIEKAPCTBEHHbIX J03MPOBAHHbLIX (POPM

KoM61HMpoBaHHas fiekapCTBEHHas! A031poBaHHast KOMMOHEHTbI (JleKapCTBEHHbIE J03MPOBaHHbIE (HOPMb)
thopma
KOHLEeHTpaT 1 pacTBOpuTe b AN NPUrOTOB/EHUS KoHLeHTpaT AN NpUroToB/EHNS pacTBopa A/si
pacTeopa A/ HapyXXHOro NpUMeHeHNs! HapYXHOro NPUMeHEeHWsI

PacTBopuTe b AN NPUrOTOBNEHWSI pacTBopa As
Hapy>XHOT0 NPUMEHEHMS]
CycneHsus v rpaHybl A1 NpUroToBNEHNs CycneHsust 4718 NPUroTOB/IEHUS CyCNeH3nmn Ans
cycneHsuu Ans nepopanbHOro NpUMeHeHus nepopasnbHOro NpYMeHeHus

[paHynbl ANa NpUroToB/IEHUS CYCNeH3un ans
nepopasibHOro npumeHeHna

A.1.3 EAuHuUUbI npeAcTaB/ieHns

Ta6nuya A.8 - lNpumepbl eAnHUL NpeacTaBneHns
EavHvua npeactasneHvs
[o3a cnpeA
My3bipek
Kancyna
Kanns
MMnnaHTaHT
BcraBka
MnacTtbipb
Wapwuk
CynnosuTopwuii
Tabnetka
dnakoH
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A.1.4 TlyTb BBegeHus
Ta6nunya A.9 - lNpumepbl NyTU BBEAEHWSA
MyTL BBeAeHNs

YuwHol
KoxHbIli
[LeHTanbHbI
[LleceHHblii
MHranaumoHHsbIi
VHTeCTUHaNbHBI
BHyTprapTepunanbHblii
WHTpakapananbHbliii
MHTpauepebpanbHbiii
WHTpaLepBrKanbHbIi
WHTpanumdartnyockun
BHYTPUMBbILLEYHBIIA
VIHTpaoKynapHbIii
BHYTprMaTOUHbIi
BHYTpPUBEHHbIIA
MHTpaBesunkabHbI
[opTaHHO-IN0TOYHBI
HazasbHblit
KOHBIOHKTUBASIBHBIT
MepopanbHbIii
B poToByt nonoctb
PekTanbHblii
MyTb BBEAEHNA HE NPUMEHUM
MoaKOXHbIIA
Cy6nuHrBasbHbIN
TpaHcaepmanbHbIii
YpeTpasbHbiii
BnaranuuyHblii

A.1.5 YnakoBska
Ta6nunya A.10
Kateropusa ynakoBku

KoHTeiHep

Kpblwwka, npobka

YCTpoiicTBO BBEAEHUS

FOCT PNCO 11239—2014

- TMprMepbl YNakoBKW U KaTEropuii ynakosku

YnakoBka
Amnyna
Bnucrep
My3bipek
Kopo6ka
KapTpunax
Ty6a
Konnayok
3awuTa ot aetei
3aBMHUYMBAOLWMNIACA KONNAYyoK
Annnukatop
Kuctouka
Yaulka
Wrna gna nebekuuii
LWnpwvy, 4Ns8 HbEKUNIA
MepuTenbHas noxka
OpanbHblii Wnpuy,
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MpunoxeHne B
(cnpaBo4Hoe)

MprMepbl HOPMATUBHbLIX C/IOBapei ANsS onNMcaHUs NeKapCTBEHHbLIX CPeACTB

B.1 Lenb npeacTtaBfieHHbIX NPUMeEpPOB

Mprmepbl ONMCaHWA NeKkapCTBEHHbIX CPeACTB, B KOTOPbLIX ONpefefieHHble CBOMCTBa OnNucaHbl C
Mcnonb3oBaHNEM HOPMAaTWMBHbLIX C/ioBapei, NpuBeAEeHbl B HACTOALEM MNPUIOXKEHWU TONMbKO ANA uenei
unncTpaumm, 4tobbl NPOAEMOHCTPMPOBATHL, Kak MOryT co3faBaTbCA Takue HOpMaTvBHble CcrioBapu
TEPMWHOB, UCMO/Mb3yeMble A5 NpUCBOeHNs naeHTudukatopos PhPID n MPHO.

B.1.1 NekapcTBeHHbI npenapaT LITHDRUG

NekapcTBeHHass fo03MpoBaHHas opma: npousBefeHHas = npuMmeHsemas: TabneTka
NPOJIOHTMPOBAHHOTO AelicTBUSA

CocTosiHue BellecTsa: TBepoe

bBa3oBas fo3npoBaHHas hopma: TabneTtka

XapakTepucTuka AeiicTBrA: NPONOHTPOBaHHOE

MpeobpasoBaHve: He TpebyeTca

Cnoco6 BBeAeHus: rnotaHne

Mpepnonaraemoe MecTo BBEfEHUSA: nNepopasbHoe

EanHuua npepcrasnenus: tabnetka

MyTb BBEAEHUA: MepopanbHblii

YnakoBka:

KoHTeliHep: nepBuYyHas ynakoBka: ny3blpek

BHELLHAA ynakoBka: Kopobka

Kpbllwka, Nnpobka: 3aBUHYNBAKOLMNIACSA KONNAYOK

YCTpOWCcTBO BBEAEHNSA: HE MPUMEHNMO

B.1.2 lekapcTBeHHbIli npenapat INHALORUG

NekapcTBeHHas [fo3vpoBaHHas opma: npousBefeHHas = MpUMeHsemas: CycneH3us Ans
a3p030/IbHON NHranAuun

CocTosiHMe BelllecTBa: Xuakoe

basoBas fo3poBaHHas hopmMa: CycrneHsus

XapaktepucTuka feicTBnsa: He ykazaHo

Mpeobpa3oBaHue: He TpebyeTcsA

Cnoco6 BBefeHnA: nHransauus

Mpepnonaraemoe MecTo BBEAEHUSA: NEro4Hoe

EavHuua npeactasieHuns: 03UPOBAHHOE HaxaTtune

MyTb BBEAOHWNSA: MHTANALNOHHbI

YnakoBka:

KoHTeliHep: nepBuyHas ynakoska: 6as/10H Noj faB/ieHnem

NMPOMEXyTOoUHasn ynakoBka: MeLloyekK

BHELLHAA ynakoBka: Kopobka

Kpblwka, npo6ka: oTcyTcTByeT

YcTpoiicTBO BBEAEHUA: pacnblnTenbHas ronoska

B.1.3 NlekapcTBeHHbIN npenapat ANTIHEMODRUG

Kom6uHupoBaHHas nekapcTBeHHas A03uMpoBaHHas opma: MOPOLWOK M pacTBoOpuTenb ANd
NPUroToB/IEHNA pacTBopa ANA UHBEKUNIA

KomnoHeHT 1 nekapcTBEHHOl [03MpOBaHHOM (hOpMbl: MOPOLIOK ANS MPUroTOBMEHMSA pacTBopa Ans
UHBEKLNIA

KOMNOHEeHT 2 nekapcTBEHHON [03MPOBaHHON OpMbl: pacTBOpUTENb A5 NPUIOTOBNEHUS pacTBopa
ONS HBbEKUWIA

NekapcTBeHHas f03MpoBaHHas opma, NpuMeHsemasn: pacTBop 418 UHBEKLUNIA

CocTosiHMe BellecTBa: Xuakoe

basoBas fo3npoBaHHas hopmMa: pacTsop

XapakTepucTuka AeiicTBusA: He yka3aHo

lMpeobpa3oBaHue: He TpebyeTcs

Cnoco6 BBefeHNA: NHbEKLUSA

Mpegnonaraemoe MecTo BBeAEeHUA: NapeHTepasibHoe

KomnoHeHT 1. JlekapcTBeHHas [fo3upoBaHHas Qopma, npousBefeHHas: MNopowoK A8
NPUroToB/IEHNA pacTBopa ANA UHBEKUUIA
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CocTosiHMe BellecTsa: TBepoe

BasoBas fo3npoBaHHasa hopma: NopoLLIOK

XapaktepucTuka AeiiCTBUS: He yKasaHo

MpeobpasoBaHue: pacTBopeHne

Cnocob BBeAeHNS: NHbeKUMSA

MpepnonaraemMoe MecTo BBEAEHUSA: NapeHTepasbHoe

NlexapcTBeHHas go3npoBaHHas hopmMa, NpuMeHseMas: pacTBop 419 UHbeKU Wi

EavHuua npepctaBneHuns: gnakoH

MyTb BBEAEHWS: BHYTPUBEHHbIN

Ynakoska:

KoHTeliHep: nepBMyHasn ynakoBka: ) 1akoH

BHELLHAA ynakoBka: Kopobka

Kpblwka, npobka: konna4vok, npobka

YCTpOWCTBO BBEAEHUNA: HE NPUMEHNMO

KomnoHeHT 2. JlekapcTBeHHas Ao3upoBaHHas opma, npousBefeHHas:
NPUroTOBMEHNS pacTBOpa 418 UHBEKUNIA

CocTosiHMe BellecTBa: Xuakoe

Ba3soBas fo3upoBaHHas hopma: pactsopuTesnb

XapakTepucTvka AeliCTBUS: He yKka3aHo

MpeobpasoBaHue: pacTBopeHne

Cnocob6 BBefleHNs: NHBEKUMSA

Mpeanonaraemoe MeCTo BBEAEHUA: NapeHTepasibHoe

NlexapcTBeHHas fo3npoBaHHas popmMa, NnpuMeHseMas: pacTBop 418 UHbeKU Wi

EavHuua npegctasneHunsa: gnakoH

MyTb BBEAEHWA: BHYTPUBEHHbIN

YnakoBka:

KoHTelHep: nepBnyHas ynakoeka: pakoH

BHELLHSAA ynakoBka: Kopobka

Kpblwka, npobka: Konna4vyok, npobka

YCcTpOiCTBO BBEAEHUSA: HE MPUMEHNMO

B.1.4 NNekapcTBeHHbIli npenapat INFLUENZAVAC

pacteop

ans

KOM6VIHVIPOBaHHaFI nekapcrtBeHHasa p[o3vpoBaHHasA cbopma: CyCcneH3na wn amynbcua Anqa

NPUTOTOBNEHNUS AIMYNbCUN AN NHBbEKUNI

KoMnoHeHT 1 nekapCTBEHHOW [03MPOBaHHON (hOpPMbI: CYCMEH3Us AAs NPUroTOBEHUS 3aMy/bCUU Anst

UHBEKLNI

KOMMOHEHT 2 NlekapcTBEHHOI [103MPOBaHHOW (POpMbI: 3MYNbLCUS ANS1 NPUTOTOBIEHUSI AMYTbCUN AN1S

VHDBEKLMIA
NlekapcTBeHHas A03MpoOBaHHaA chopma, NpUMeHseMas: aMynbCUA ANA UHbeKL Wi
CocCTosiHME BeLLecTBa: Xugkoe
BasoBas fo3npoBaHHas hopma: amynbeus
XapakTtepucTuka feiicTBUSA: He yKazaHo
Mpeobpa3oBaHue: He TpebyeTcs
Cnoco6 BBeAEHNS: NHBEKLMS
MpeanonaraeMoe MecTo BBEAEHUSA: NapeHTepasibHoe

KomnoHeHT 1. JlekapcTBeHHas [fo3vMpoBaHHas opma, npou3BefeHHasa: CcycrneH3us Ansd

NPUTroTOBMEHNSA IMYNbCUN ANA UHDBEKL WA
CocTosHMe BellecTBa: Xuakoe
BasoBas fo3nposaHHas hopma: cycneHsuns
XapakTepucTvika AeliCTBUS: He yka3aHo
Mpeobpa3oBaHue: cMeLlLMBaHue
Cnoco6 BBeAEHNSA: MHBEKLMS
Mpegnonaraemoe MecTo BBefEeHUA: NapeHTepasibHoe
NexapcTBeHHas fo3npoBaHHas hopma, NpUMeHsemas: aMynbCuUs ANA UHBEKUNIA
EpgvHuua npegctasneHuns: dpiakoH
MyTb BBEAEHUA: BHYTPUMbILIEYHbI
YnakoBka:
KoHTeliHep: nepBnyHas ynakoeka: pakoH
BHELLHSAA ynakoBka: kKopobka
Kpbiwka, npobka: npobka
YCTpoOiCTBO BBEAEHUA: HE NPUMEHUMO
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KomnoHeHT 2. JlekapcTBeHHas pfo3upoBaHHas ¢opma, npousBefeHHas: 3MyJ/1bCcus
NPUroTOB/IEHNA IMYNTbCUN ONA UHBEKLUNA

CocTosiHMe BelllecTBa: Xuakoe

BasoBas fo3npoBaHHan hopmMa: aMynbCus

XapaktepucTuka 4ecTBUA: He yKa3aHo

MpeobpasosaHue: cmellnBaHue

Cnoco6 BBefEHUS: NHBbEKLUSA

MpegnonaraemMoe MecTo BBeAEHUA: NapeHTepasibHoe

NekapcTBeHHas fo3npoBaHHas hopma, NpumMeHsemMas: aMynbCua AN UHBEKLUIA

EanHunua npegcraBneHuns: dnakoH

MyTb BBEAEHUA: BHYTPUMbILIEYHbI

YnakoBka:

KoHTelHep: nepBunyHas ynakoBka: p/1akoH

BHELLHAA ynakoBka: Kopobka

Kpbiwka, npo6ka: npobka

YCcTpoiicTBO BBEAEHUA: HE NPUMEHUMO

B.1.5 NNekapcTBeHHbIN npenapat COMBIORUG

ans

KomnoHeHT 1. JlekapCcTBeHHas [A03vWpoBaHHas (opmMa, npousBefeHHas = npUMeHsiemMas:

BarnHanbHas Tabnertka
CocTofiHWe BelllecTBa: TBepaoe
BasoBas go3vpoBaHHas hopma: BarvHasibHas TabneTka
XapakTepucTuka AeiicTBuA: He yka3aHo
Mpeobpa3oBaHue: He TpebyeTcsA
Cnoco6 BBefeHnA: BCTaBka
Mpegnonaraemoe MecTo BBeAeHWS: BnaranaunHoe
EpgnHuua npepctaBneHns: tabnetka
MyTb BBEAOHUA: BAArannuiHbINi
YnakoBka:
KoHTeliHep: nepBuyHas ynakoska: 61mctep
BHELLUHAA ynakoBka: Kopobka
Kpbiwka, npobka: oTCyTCTBYET
YcTpoiicTBO BBEAEHMUA: annamkaTop
KomnoHeHT 2. JlekapcTBeHHasn fo03MpoBaHHasa popma, NnpoussBefeHHas = NnpuMeHsemas Kpem
CocTosHMe BelyecTBa: nonyTeepgoe
BasoBas go3vpoBaHHas dopma: kpem
XapakTepucTuka AelicTBUS: He yka3aHo
Mpeobpa3oBaHue: He TpebyeTcs
Cnocob6 BBefeHuA: annavkaums
Mpegnonaraemoe MecTo BBeAEHUA: KOXHOe
EanHuua npegcraBneHus: tyba
MyTb BBEAEHUA: KOXHbI
YnakoBka:
KoHTeliHep: nepBuyHas ynakoBka: Ty6a
BHELLHAA ynakoBka: Kopobka
Kpbllwka, npo6ka: npobka, 3aBUHUYMBAIOLLMICA KONNAY0K
YCTpOWCTBO BBEAEHNSA: HE NPUMEHNMO
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MpunoxeHne OA
(cnpaBo4HoOE)

CBefleHUsA 0 COOTBETCTBUW CCbINIOYHbIX MEXAYHAPOAHbIX CTAHAAPTOB
HauMoHaNbHbIM CTaHgapTam Poccuiickoli depepaynn

Ta6bnuya AA. 1

O603HaYeHne CCblIIOYHOTO CreneHb O603Ha4YeHne U HaMeHoBaHNe COOTBETCTBYHOLLEr0
MeXAyHapoHOro cTaHgapTa, COOTBET-CTBUA HauVoHa/IbHOro cTaHjapTa
[OKYMeHTa

NCO 639 (Bce yacTu) *
NCO 3166 (BCe yacTu)
MNCO 21090 .
* CoOTBeTCTBYWOLWMI HaUNOHaNbHbIA CcTaHAApPT OTCcyTCTBYeT. [l0 ero YTBEpPXAEHUA pekomeHAyeTtcs
ncnonb3oBaTb MEPEBOJ HA PYCCKUIA A3bIK AAHHOTO MeXAyHapoAHoro cTaHgapTa. [lepeBoj AaHHOro
MeXAyHapoAHOro cTaHgapTa Haxoautcs B ®depgepasbHOM  MHOPMaUWOHHOM (hOHAE TEeXHUYEeCKUX
pernamMeHToB U cTaHAapToB/
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