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Mpegucnosue

1 NOAIOTOBINEH <®eaepanbHbiM rOCyaapCTBEHHLIM OIOMKETHLIM yupexxaeHneMm «LleHTpanbHbiv
Hay4YHO-UCCNEA0BATENLCKUIN UHCTUTYT OpraHuM3auuu um uHdopmarusaumm 3gpaBooxpaHeHms MuHucrepcrea
3apaBooxpaHeHusi Poccuiickoit denepauun» (PreyY LULHUMOUS Munsapasa) u deaepanbHbiM GIOaXKETHBIM
ydpexaeHuem «KoHCynbTaluMOHHO-BHeApeHYeckas pupma B 06nacTu MexayHapoaHON CraHaapTusauum u
ceptudukayun «dupma «MHTEPCTAHOAPT» Ha ocHOBe COBCTBEHHOrO ayTEeHTUYHOrO NMepeBoaa PYCCKUi
A3bIK MEXYHAPOAHOTO JOKYMEHTA, YKa3aHHOTO B NyHKTE 4

2 BHECEH TexHuW4eCckuM KOMUTETOM MO ctaHaaptusauumn TK 468 «MHdopmaTusaumsa 3qoposbsa» nNpu
LUHUMNOU3 Mun3sgpasa — noCTosAHHbIM npeactasutenem ISO TC 215

3 YTBEPXOEH W BBEOEH B OEMCTBME MMpukasom deaeparnbHOr0 areHTcTBa MO TEXHUYECKOMY
perynupoBaHuio u Mmetponorum ot 17 Hos6psa 2014 r. Ne 1619-ct

4 Hacroswmin craHgapt uaeHTMYeH mexayHapogHomy craHaapty UCO 11239 UHdopmatusauus
300poBbsl. MaeHTudukauma nekapcTtBeHHbIX CPEACTB. ONEMEHTbl AaHHbIX U CTPYKTYpPbl AN YHUKANbHON
maeHtucbukauum u obmeHa wuHdopMmauuen o0 peructpupyembix opMax A03UPOBKU, €AMHMLIAX
npeacraeneHus, nyTsax seeAeHnsa 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»).

Mpn npuMEeHeHUM HaCTOALEro CcTaHaapTa PEeKOMEHAYETCS MCMOoMNb30BaTb BMECTO  CCbINMOYHbIX
MEeXAYHapoAHbIX CTaH4apTOB COOTBETCTBYIOLLME UM HAUMOHAarnbHbIE craHaapTbl Poccuinckon depepauum,
CBeJEHUs1 O KOTOPbIX NPUBEAEHLI B CNPABOYHOM AOMNONHUTENLHOM NpunoxeHun JA.

5 BBEJEH BINEPBbIE

lpasuna npumeHeHusi Hacmoswe2o0 cmaH0apma ycmaHoeneHbl 6 TOCT P 1.0—2012 (pa3den 8).
UHpopmayus 06 usMeHeHUsIX K Hacmosawemy cmaHOapmy rnybriukyemcs 8 exxe200H0M (110 COCMOSAHUIO Ha
1 aHeaps mekyweeo 200a) UHopMayuoHHOM yKazamene «HayuoHanbHbie cmaH0apmbl», a
ochuyuansHblli mekem usMeHeHull U ronpasoKk — 6 EXEeMECAYHOM  UHOPMAaUUOHHOM yKasamerse
«HayuoHanbHbie cmaHOapmbly. B criyvae nepecmompa (3ameHbl) uiiu OmmeHbl Hacmosweao cmaHdapma
coomsemcmeyiouiee ysedomneHue 6ydem onybnukoeaHo e bnuxaliwem ebirycke UuHEGOPMayUuOHHO20
ykazamens «HauuoHanbHblie cmaHd0apmsbly. Coomeememeyiowas uHgopmayus, yeedomMneHue u mekcmbl
pasmeuwiaiomces maicke e uHghopmayuoHHol cucmeme obweeo nosib308aHuss — Ha oghuyuasnibHOM cailime
®edepanbHO20 azeHmemsa no MEexXHUYEeCKOMy peaynuposaHulo U memposio2uu e cemu UHmepHem
(gost.ru)
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Hacrosiumin craHaapT He MOXeT ObiTb MOMHOCTBIO UMM YaCTUYHO BOCMPOU3BEAEH, TUPAXUPOBAH W
pacnpocTpaHeH B KauyecTBe OCUUMAnbHOTO u3faHusi Ge3 paspewieHuss denepanbHOro areHTCTea no
TEXHUYECKOMY PETYNIMPOBAHMIO U METPOSIOTUM.
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BeBepgeHune

Hactosawwit ctaHgapt pa3paboTaH B CBS3W C LUMPOKOW MWUPOBOW MOTPEBHOCTbIO B MeEXAYHapOAHO
rapMOHW3aLMM ONMCaHWIt NeKapCTBEHHbIX CpeacTB. OH ABNseTcA OAHUM U3 NATU CTaHAAapTOB, 06pasyloLLmMX
6a3uc yHMKanbLHOWN uaeHTMdUKaLMKN NeKkapCTBEHHbIX CPeACTB. B 3Ty rpynny cTaHA4apToB BXOAAT:

ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHpopmaTusaums
300poBbsi. MiaeHTudukaumus nekapcTBeHHbIX CPeACTB. SNEMEeHThl AaHHbIX W CTPYKTYPbl ANA YHUKaNbHOW
uaeHTucdukayum u obmeHa uHdopMaumein o0 PermcTpUpyembIX NieKapCTBEHHbIX CPeACTBAX);

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated phamaceutical product information
(MudopmaTtusauyma 3a0poBbsa. NaeHTudukauma nekapCTBeHHbIX CPEACTB. ANEMEHTbI AaHHbIX U CTPYKTYPbI
Ans  yHMKanbHOM wuaeHTudmkaumm u  obmeHa uHpopMaumen O PEerucTpupyeMbiX JeKapCTBEHHbIX
npenaparax);

ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances (UHdopmaTusauus
300poBbA. MaeHTudukauma nekapcTBEHHbIX CPeACTB. ONEMEHTbl AAaHHbIX U CTPYKTYPbl ANS YHUKANbLHON
uaeHTudmkaumm u obmeHa uHdopmaumein o permcTpupyemblx hapMaLeBTUHECKUX CYOCTaHLUAX);

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 (WHcdopmatusauua 3a0posbs. UaeHTUdMKaumA
NEKapCTBEHHBIX CPEACTB. SNEMEHTbI JAHHLIX U CTPYKTYPbl AN YHUKanbHOW uaeHTudukauun u obmeHa
uHopMaLuein 0 perucTtpupyembix opMax A03MPOBKM, eAMHULAX NPeACcTaBneHus, cnocobax BBEAEHUA 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 340pOBbA.
MpaeHtudukaums nekapCcTBEHHbIX CpPeACTB. JOneMeHTbl AaHHbIX U CTPYKTYpbl  ANS  YHUKANbHOW
naeHTuukaummn n obmeHa uHdopmaumein o0 eaMHNLAX M3MEPEHUS).

3™n craHaaptbl uaeHTudukaumm nekapcreeHHbix cpegacts (IDMP — Identification of Medicinal
Products) npegHasHa4eHbl Ans NoAAEPKKM AeSTENbHOCTU OPFraHOB KOHTPONS 00paLleHus NeKapCTBEHHbIX
CpeacTB BO BCEM MMUpE, BKIIOYAA KOHTPOMb 3a pa3paboTkoi UM permcrpaumen NekapcTBeHHbIX CPeacTs,
yrnpasneHne UX XM3HEHHbIM LUMKIIOM, @ Taloke KOHTPOSNb PUCKOB U papmakoHaa3op.

OnA  JOCTWKEHMA  OCHOBHBIX LEneil KOHTponst 00palleHuss NeKkapCTBEHHbIX CPeactB W
dapmakoHag3opa Heobxoaumo obecneumBaTb HaAAEXHbLIW, KA4YECTBEHHBLI W COrMacoBaHHbI OOMeEH
WHOpMaLuer 0 nekapcTBeHHbIx cpeacteax. Moatomy crangaptol IDMP pernameHTUpyloT Kak MUHUMYM
cneayouwme obMeHbl MHOPMaLUuei:

- MeXay opraHamu KOHTpons obpaLleHus nekapcTBeHHbIX CPeAcCTB;

- Mexay dapMaueBTUIECKOn OUPMON 1 OPraHOM KOHTPONA 06paLLeHnsl NeKapCTBEHHbIX CPEACTB;

— MeXay CMOHCOPOM KIMUHMYECKOTO UCCNEA0BaHUSA U OPraHOM KOHTpONs 00paLleHns nekapcTBEHHbIX
CcpeacTs;

- MeXAy OpraHom KOHTpomns o6paleHns nekapCTBEHHbIX CpeaACTB U APYIMMM  YYaCTHUKaMU
o6paLLeHnsa nekapCTBEHHbIX CPEACTB;

- MEeXAy OpraHamMm KOHTpons O6palleHMa NEeKapCTBEHHbIX CPeacTB U MEeXAyHapOAHbIMU
MCTOYHWUKAMU AAHHBIX.

CocTaBHbIMM YacTamu ctaHgaptoB IDMP ssnsatca cneundmkaummn coobuwenui. OHM cnyxat ans
onucaHusi u obecneyeHns LenoCTHOCTU YKa3aHHbIX Bbille 0OMEHOB MHpopMaLMen.

YHuKanbHble  WAEHTUUKATOPbLI, TMNPUCBOEHHbIE B COOTBETCTBUM €O cTaHaaptamu IDMP,
npegHasHa4yeHsl AN WUCNOMb30OBAaHMA B TEX NPUIIOXKEHUsIX, KOTOPbIM HeobOxoauMa HajexHas
naeHTuukauma n oTcneXxveaHue NPUMEHEHUA NEKaPCTBEHHbIX CPEACTB.

[na pasnuyHbIX UEnein 1 pasHbiX YyCNOBUW B CTaHAapTax MHGOpMaTM3auumn 340pOBbsi, hapmMauumn u
KOHTPOMSA rneKkapCTBEHHbIX CPEACTB MCNonb3yeTca Gonbluioe uucno 6a3oBbiX MOHATMIA. B HacroAwem
cTaHgapTte NpuMBeAEHbl T€ TEPMUHbLI U ONPEeAENEeHNA NOHATUNA, KOTOPble NpegHa3HayYeHbl ANs YHUKANbHON
UOEeHTUMPUKALIMU  PETUCTPUPYEMBIX NEKapCTBEHHbIX CPEACTB, OMUCAHUS UX CBOWCTB U Mepefadun
COOTBETCTBYIOLLEN MH(popMaLUH.

TepMuHbl U onpeaeneHus, NPUHATLIE B HACTOsILIEM CTaHAapTe, MpeAHas’HadyeHbl AnsA obnerdyeHus
MHTEpnpeTaumn W MNPUMEHEHUS OPUANYECKUX W  HOPMATUBHLIX TpPeOOBaHMI, HO OHM HE [OIDKHbI
npeBanuMpoBaTh Haj IOPUANYECKU 00A3bIBAIOLLMMM JOKYMEHTaMu. B cnyyae COMHEHUs unu NnoTeHuManbsHoro
KOH(PNMUKTa AOIDKHLI MPUMEHATLCA TEPMUHBI U ONPEAEneHUus, NPUHATbIE B OpUanYeckn 00S3bIBAIOLLUX
JAOKYMEHTax.

v
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B HacTosllem cTaHaapTe MpeanoXeHbl 3MeMeHTbl AAHHbIX, CYLUECTBEHHO HeobxoauMble Ans
ONMUCaHUsi HOPMATUBHBLIX TEPMUHOB, UCMOMB3YEMbIX AN UAEHTMUKALMU NEKAPCTBEHHbIX A03MPOBAHHbLIX
dopM, eanHUL NpeacTaBneHus, nNyTei BBEAEHUS U YNAaKOBKKU, a Takxe ANna nepesoga TEPMUHOB Ha ApYron
A3blKk M BeaeHusa Bepcuii. Kpome TOro, B HEM MpuBeAeHbl pPeKOMeHAauuu no oToOpaXKeHWl0 TepMUHOB,
KOTOPBIE YXE& UCMONb3YKTCA y4aCTHUKaMu ODOpalLeHUs NEeKapCTBEHHbIX CPEACTB, HA CUCTEMY MOHATUN,
nNpeanoXXeHHYI0 B HACTOSALLEM CTaHaapTe.

BepxHui ypoBeHb NOHSATUI BKNIOYaET B ceds:

- NIEeKapCTBEHHYIO A03UPOBAHHYIO POpPMY;

- eAMHULbI NPeaCTaBNeHNs;

- MyTU BBEAEHUS;

- YNakoBKYy.

Bonee TexHu4eckue anemeHTbl AaHHbIX, ObecneunBalOLne NpeacTaBneHne aTUX MOHATUIA, ONUCAHbI
oTAEeNbHO OT HUX. K HUM OTHOCATCA:

a) TEePMUHbI U KOAbI;

b) nepeBoAbl HA APYron A3bIK;

C) Bepcuu;

d) oTobpaxkeHus.
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HALUVWOHANBbHBINW CTAHOAPT POCCUUCKOW ®EQLEPALUMN

UHPOPMATU3IALINA 340POBbA
MaeHTnMKaumua nekapcTBeHHbIX CPpeacTB. dNeMeHTbl 4aHHbIX U CTPYKTYPbI ANS YHUKaNbHOWM
naeHTudukauum n omeHa nHdopmaumein o peructpupyembix hopmax 4O3MPOBKMU, €aNHULIAX
npeAcTaBneHns, NyTAX BBeAEHUA 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

Dara BBepenna — 2015—10—01
1 O6bnacTtb NnpuMeHeHun

B HacTosiLeM cTaHaapTe onucaHbl:

- 9MNEeMEHTbl [JaHHbIX, CTPYKTYPbl W OTHOLIEHMS MeXAy HuMK, Heobxogumble ana obmeHa
UHOpMaLMeid, KOTOpasl YHUKaNbHO W OAHO3HAYHO WAEHTUPUUMPYET NEKapCTBEHHbIE [03UPOBAHHLIE
opMbl, eauHULbLI NPEeACTaBNEHUA, NYTU BBEAEHUA U €ANHULBI YNAKOBKW (KOHTERHEepPbl, NPOGKK, KPLILIKWA KU
YCTPOMNCTBA NPUMEHEHUS), OTHOCALLMECSH K NIEKAPCTBEHHBLIM CPEeACTBaM;

- cnocobbl YCTAHOBMEHWA CBSA3W MeXAy NepeBogaMn OTAENbHbIX MOHATWI HA pasHble A3bIKK,
ABMAOLMMUCA HEOTHEMIIEMON HacTbio 06MeHa uHdopmaumen;

- ¢cnocob onucaHnsa Bepcui NOHATUN, NO3BOMNAIOLLMI OTCNEXMBATL UX SBONIOLUMIO;

- npasuna, No3sonALWNE MECTHbIM YNONMHOMOYEHHbLIM OpraHam co3faBaTb rapMOHU3UPOBAHHLIE U
KOHCTPYKTUBHbIE OTOOPaXKEHUA CyLUECTBYIOUX MECTHbIX TEPMWHOB HA TEPMUHbI, NPEANOXEHHbIE B
COOTBETCTBUU C HACTOALLIMM CTAHAAPTOM.

Kpome TOro, B uensax obecneyeHWs yYCNELWHOro NPUMEHEHUs HacCTOALero CTaHAapTa, B HEro
BKIIIOYEHbl  CCbINKM, HeobOxoAuMble AN UCMONb30BAHWUA  APYIMX  CTAHAAPTOB  uAeHTudMKauum
nekapctBeHHbix cpeacts rpynnel IDMP  (Identification of Medicinal Products) u craHgaptoB o6MeHa
MHGOPMaLUUEN O fleKapCTBEHHbIX CPEACTBaX.

2 HopmaTtuBHbIE CCbLUIKU

[Ona npumeHeHMa HacToALWEro craHgapta HeoOGXoauMbl criefylolMe CCbiNIOYHbIE JOKYMEHTbI. [ns
[aTUPOBAHHLIX CCbINOK MPUMEHSIIOT TONbKO YKasaHHOE u3[aHMe CCbIFIOYHOro  AI0KyMEeHTa, AnA
HeJaTUPOBaHHbIX CCbISIOK NMPUMEHAIOT NOcnedHee u3gaHue CCbINMOYHOro AOKYMEeHTa (BKMovas BCE ero
U3MeHeHNs).

MCO 639 (Bce uactu) Kogbl ana npeacraesnexHusa Ha3saHui a3bikoB (ISO 639 (all parts), Codes for the
representation of names of languages)

MNCO 3166 (Bce uactu) Koabl Ana npeacrtaBneHuss Ha3BaHUW CTPaH U €AUHUL, UX aJIMMHUCTPATUBHO-
TepputopuancHoro aenenus (ISO 3166 (all parts), Codes for the representation of names of countries and
their subdivisions)

MCO 21090 WudopmaTusauma 340poBbsi. [APMOHM3UPOBAHHLIE TUMbI J@HHLIX AN 00MeHa
nHopopmauuein (ISO 21090, Health informatics — Harmonized data types for information interchange)

3 TepMuHbI, onpeaernieHus, CUMBOJSIbI U COKPaLeHUs

3.1 TepMuHbI U onpegeneHnsa

[nsa uene HacTosALWErO CTAHAAPTA UCNONbL3YIOTCA CReayowue TEPMUHBI U ONpeaeneHus.

3.1.1 npumeHsieman po3upoBaHHaa ¢opma (administrable dose form): [MpumeHsaemasn
[03upoBaHHasa nekapcTtBeHHast (hopMa, MoslydyeHHas B pesynbTare Bcex HeobxoauMbix npeobpasoBaHum
npou3seAeHHON AO3UPOBAHHON POPMBI.

lIpumepbl — Pacmeop Ans uHbekyull, mabnemxa O0na npuéma eHympb, meepodas Kancyna ¢
NOPOoOWKOM Ors uH2anayuu.

MpuMmeyvaHnune — [NpumeHseman [o3npoBaHHas opMa UASHTUYHA NPon3BeeHHON [03upoBaHHON opme B
cnydvasx, koraa npowsBeAeHHbIN NpoAyKT He NnpeobpalyeTcs (To eCThb KorAa OH ABNAETCA NeKapCTBEHHBbIM NpenapaToMm).

Uspanue opuumnanbHoe
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3.1.2 ycTpoWcTBO ANA NpUMEHeHUs reKapcTBeHHoro cpeacrtea (administration device):
YCTpOWCTBO, NpeaHa3sHa4YeHHOe Ars NPaBUNbHOTO NPUMEHEHUS NEKapCTBEHHONO CPEACTBA
lIpumepbl — Uena, opanbHbIl wnpuy.

MpuMevaHuna

1 YcTpoicTBo AN NpUMEeHeHNst MOXET 6bITb NPUHAANEXHOCTLIO KOHTENHEpa C NeKapCTBEHHBIM CPeiCTBOM MIM
€ro KpbILLKH.

2 TepMuH aganTupoBaH u3 ctaHaapta [ENV 12610:1997].

3.1.3 cnoco6 npumeHeHusi nekapCcTBeHHOro cpeacrtea (administration method): O6wwmii cnoco6
NPUMEHEHUs NeKapCTBEHHOIO npenapara.
lMpumepbl — Annnukayus, uH2anAYus, UHbeKyus.

NMpumeyvanue — Cnocob npumMeHeHUs ABNSETCH OGLMM TEPMUHOM, WCIMONIb3YeMbIM AN TPYNMNUPOBKUA
MOHSATWIA, OMUCLIBAIOLMX CXOAHbIE NeKapCTBEHHblE [03UPOBaHHLIE (POPMbl, W He SIBIAETCA TOYHBEIM OMUCaHWEM
MPYMEHEHUs1 UIN NyTU BBEAEHUS.

3.1.4 6a3oBasa pgosupoBaHHaa dopma (basic dose form): ObLjas xapakTepucTMka nekapcTBEHHOM
03MPOBAHHON POPMbI, UCNONb3YeMan ANA rPYNNUPOBKK MOHATUIA, ONMUCLIBAIOLLIMX CXOAHBIE NEKAPCTBEHHbIE
[031poBaHHbIE POPMBbI.

3.1.5 Kkpblwka, npo6ka (closure): MNMpeameT, UCNOMb3yeMblit ANSA 3aKpblBAHUSI YNAKOBKM B LENsX
NPaBUIILHOTO XPaHEeHUA U (Koraa aTo NPMEMIEMO) UCNONb30BaHUSA NEKAPCTBEHHOTO CPeACTBa.

lMpumepbi — Konna4ok, 3awjuma om Gemeli, 3a6UHYUGAIOWULICS KONNAYOK.

MpuMeyaHusa
1 B KpblILKYy MOXeT 6bITb BCTPOEHO YCTPOMCTBO ANSi MPUMEHEHUS NleKapCTBEHHOMO cpefcTBa.
2 Kpbllka MOXeT ObITb HEOTBEMEMON HYaCTbio NEPBUYHOW YNAKOBKK.

3.1.6 kopgupoBaHHoe noHATue (coded concept): Tun AaHHbIX, OOBLEAMHAIOWMIN COBOKYNHOCTbL
KOAMPOBAHHLIX TEPMUHOB, OMUCBLIBAIOLLUMX OAHO U TO K& MOHATME, HO B Pa3Hon chopmynuposke unu Ans
pa3HbIX reorpagm4eckux TeppUTOPUN.

MpuMedyaHune — KoaupoBaHHOe MOHSATME WCMONMb3YeTCA ANS yNpaBMNeHUs nepeBojamMu Ha Apyrue si3blkd U
ABNSeTCs Ga3oBbIM TUMOM JaHHbIX, NPUCYTCTBYHOLLMM BO BCEX BbICOKOYPOBHEBLIX KOHLENTYaIbHLIX MOAENSIX.

3.1.7 napa koa u TepMuH (code term pair): TUN gaHHbIX, O6beanHALWMI aTpubyThl, HEOOX0AUMbIE
ANst ONUCaHWA OTAENbHOIO NOHATUSA HA KOHKPETHOM SA3bIKE U AN KOHKPETHOW reorpacdmyeckon TEppUToOpun.

3.1.8 koMOuHMpOBaHHas nNekapcTBeHHasa Ao3upoBaHHasa ¢opma (combined pharmaceutical dose
form): EAUHBIA TEPMUH, OMUCLIBAIOLLMI ABA Unn Oonee nNpou3BeAeHHbIX MPOAYKTA, KOTOPLIE CNeuuantHbIM
o6pa3som KOMOMHUPYIOTCH ANsi NONy4yeHus OJHOro rekapcTBEHHOro npenapata. B 910 onucaHue
BKIMIOYAETCA MHpOpMaLMA O AO3MPOBAHHON hOpME KaXKaoro Npou3BeAEeHHOro NpoaykTa u 0 NpUMEeHsieMOoN
[031MpOBaHHON hOopMe NEKAPCTBEHHOrO npenapara.

lpumep — [Mopowok u e20 pacmeopumesnb NPU U320MO6JIEHUU pacmeopa Ons UHbeKyull.
JlekapcmeenHoe cpedcmeo npedcmaensem coboili dea  npouseedeHHbIX  NPOOyKMa:
pacmeopsaemMbiil MOPOWOK U e20 pacmeopumenb. JlekapcmeeHHbIl npenapam, u320MmoesieHHbIl U3
amux 0eyx KommnoHeHmos, npedcmaensem co60l UHBLEKUUOHHbIU pacmeop; KOMOUHUPOBaHHOU
nleKkapcmeeHHol  0o3upoeaHHoOU (hopmol [ensemcs «NOPOWIOK U pacmeopumens 0ns
UHBEKUUOHHO20 pacmeopa» (CM. maioke mabnuuy A.7 e npunoxeHuu A).

3.1.9 ynakoBka (container): wu3genue, 4BrAIOLWIEECH 4acTbi0 JIEKAPCTBEHHOIO CpPEeACTBa MU
npeaHasHaYeHHoe AN coaepXaHus, UAEHTUUKALMN UK TPAHCNOPTUPOBKN KOMMNOHEHTOB feKapCTBEHHOro
cpeacrea.

lpumeps1 — Amnyna, ny3bipeK, KOPOOKa.

MpuMedaHue — MoHsATUE «ynakoBKka» 0GOOLUaeT YacTHble MOHATUS MEPBWUYHON YNaKOBKW, MPOMEXYTO4HOM
YNaKoBKM U BHELLHEN yNakoBKu.

3.1.10 HopmatuBHbiM cnoBapb (controlled vocabulary): KoHeyHoe MHOXECTBO AOMYCTUMbIX
3HaYeHU ANeMeHTa AaHHbIX.

MpumeyaHus
1 JonycTUMbIMU 3Ha4YEHUAMMU MOTYT BbITk KOABI, TEKCT UK Yucna.
2 TepmuH agantupoaH us gokymeHta CDISC Clinical Research Glossary V8.0, 2009.
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3.1.11 naenTndmkarop TepMuHa B HOpMaTUBHOM cnosape (controlled vocabulary term identifier):
Maentudpukatop nOHATUSA, KOTOPLI MyOnMMKyeTcs aBTOpPOM CUCTEMbl KOAWPOBAHUA B KavyecTBe
NpeanoYTUTENBLHOro naeHTudukaTopa AaHHOIO NOHATUSA B 3TOW CUCTEME KOAUPOBaHUA.

MpuMmeyaHus
1 3TOT MAEHTUMDUKATOP HE MEHAETCA C TEYEHUEM BpEMEHU flaxe B CnydYae U3SMEHEeHUs BEpCUU pecypca 3HaHUA.
2 TepmuH agantupoBaH u3 gokymeHta HL7 Core Principles.

3.112 nepBuyHasa ynakoBka (immediate container, immediate packaging): YnakoBka
Npou3BeAEHHOro NPoAyKTa UK NekapcTBEHHOIO Npenapara, UMeLWasn ¢ HUM HENOCPEACTBEHHbIM KOHTAKT.
Mpumepbl — Amnyna, (pbnakoH, npedeapumesibHO 3anofHeHHbIU wnpuy, ny3bipex, 6nucmep.

MpuMevaHus

1 MNepBu4Hasa ynakoBka MOXeT ObITb BroXeHa B YCTPOWCTBO BBEAEHUA NEKAPCTBEHHOINO CpefcTBa UMW B Tapy
nm6o nHTerpuposaHa ¢ HUMM.

2 Ponb NepBUYHOIA YNaKOBKU MOXET BLINOSHATLCA AO03WPOBAHHON NeKapCTBEHHON copmol. MNpuMepom MoXeT
CIY>XWUTb Kancysa ¢ NOPOLUKOM ANs MHransumn. B aTom cnyvae kancyna He ABNsieTcA ynakoBKOW.

3 AnbTepHaTMBHOE COBMECTUMOE orpeaeneHue nepsudHoW ynakosku (“immediate packaging”’) npuBegeHo B
Hupextuse 92/27/EEC.

4 ApanTtupoBaHHoe onpefieneHue U3 ctainapta ENV 12610:1997

3.1.13 npegnonaraemoe Mecto BBeageHus (intended site): Obwee ykasaHue mecrta Tena, B KOTOpPoe
[OMKEH BBOAUTLCA NEKAPCTBEHHbIN Npenapar.
lpumepbl — YwHoe, 2rnasHoe, nepopasnbHoe,

M punmMmeyvyaHune - Flpe,qnonaraemoe MEeCTO BBeAeHUA ABNAeTCA O6LLWIM TEePMUHOM, UCnONb3yeMbiM ANnA
rPynnnupoBKKU MOHSATUN, onuchbiBarLWUX CXoAHbIE IeKapCTBeHHble AO03UPOBaHHbIE CbOprl, N He ABNAeTCA TOYHbIM
onncaHneM MecTa BBedeHUA N NyTU BBeASHUA.

3.1.14 npomexyTtouyHasa ynakoBka (intermediate packaging): KoHTeliHep, cogep>alimin nepBUYHYIO
YMaKoBKY W BMOXEHHbIA BO BHELLUHIOK YNaKOBKY.

Mpumep — Kopobka.

3.1.15 npousBegeHHasa pgosupoBaHHaa ¢gopma (manufactured dose form): [lNMpousseaeHHan
[osupoBaHHaa opma dapmaueBTUYECKOW CyOCTaHuuK, elle He npeobpa3oBaHHas B NEKAPCTBEHHLIN
npenapar.

Mpumep — [1 opowiok Ons1 UHBEKYUOHHO20 pacmeopa.

MpumedaHue — MNponsBeaeHHasn [O3NpOBaHHasi hopMa WAEHTUYHA NPUMEHSIEMON [J03UPOBaHHOW hopMe B
criydasix, Korga rMpou3BefeHHOEe JekapCTBeHHOe CpeAcTBO He npeobpasyeTcd (TO ecTb Korga OHO siBAseTcs
nekapcTBEeHHBIM NpenapaTom).

3.1.16 npou3BegeHHbIn npogykT (manufactured item): KadectBeHHas M Konu4yecCTBEHHasn
KOMMO3MLUUA KOMNOHEHTOB, COAEPXKALLAsACA B YNaKOBKe NeKkapCTBEHHOro cpeacTsa.

MpumeyaHunsa

1 lekapcTBeHHOE CPEACTBO MOXET coAepxaTb OfMH WU HECKONBKO NPOU3BeeHHbIX MPOAYKTOB.

2 Bo MHOruMx cnyyasx NpousBefeHHbIi MPOAYKT TOXAECTBEHEH neKapcTBEHHOMY npenapaty. OAHaKo ecCTb
npuMepbl, Korga Npou3BeAEHHbIA MPOAYKT MNpeTepneBaeT npeobpa3oBaHne [0 MPUMEHEHUS K NaLUWUeHTy (B kavecTBe
NeKapCTBEHHOMO CPefCcTBa) U Torfa OH He TOXAECTBEHEH feKapCTBEHHOMY npenapary.

3 lNMpowusBeAeHHbIN NPOAYKT HE UMEeT NPSIMOro KOHTaKTa C BHELUHEW YNaKoBKOW 3a UCKNIOHYEHUEM cny4aes, Koraa
BHELLHSIA yNakoBKa sIBMAETCS Takke U NePBBUYHON YNakoBKOWM.

3.1.17 nexkapctBeHHOe cpeacTBO (medicinal product): BewecrBo unu kKOMOUHAUMSA BeLLECTB,
npUMeHsieMble K OpraHuaMy 4YenoBeka (UNu XXMBOTHOrO) Ana nedeHus U npochunakTuku 3abonesBaHui c
Lenblo AMarHOCTUKN UMM BOCCTAHOBMEHUS, KOPPEKLUM Nubo nameHeHus puanonorndecknx hyHKUun.

[ENV 13607:2000; ENV 12610:1997]

MpumeyaHunsa

1 JlekapcTBeHHOE CpPeACTBO MOXET cofepXaTb OAWH MMM HECKONbKO NPOU3BEAEHHbIX MPOAYKTOB W OAWH UMK
HECKOJIBKO NeKapCTBEHHbIX NpenapaTos.

2 B HeKOTOpbIX IOPUCAUKLUMSX JlEKapCTBEHHOE CpPeACTBO MOXET ObiTb onpepeneHo kak noboe BewecTso unu
KOMBUHaLWA BeLLeCcTB, UCMONb3yeMbIX A5l NOCTaHOBKM JUarHo3a.
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3.1.18 wmpenTudukatop nekapcrBeHHoro cpeacrsa MPID (medicinal product identifier):
YHUKanbHbI  MAEHTUDUKATOP, NPUCBOEHHLIN NEKAPCTBEHHOMY CpPEeACTBY B AOMOSIHEHWE K noGomy
CyLLECTBYIOLLIEMY PErnCTpaLuoOHHOMY HOMEpY, MPUCBOEHHOMY YNOSIHOMOYEHHBIM OPraHoM.

MpuMevyaHue — ITOT uaeHTUUKATOP NpeAHasHaYeH Ana uUereil yyeTa U ANs nosblleHus GesonacHocTu
nayueHTa, MOCKOSbKY C €ro MOMOLLBI0O MOXHO OfHO3HA4YHO MAEHTUDULMPOBaTL NeKapcTBeHHbIe CpeAcTBa BO BCEM
Mupe.

3.1.19 BHewHsAs ynakoBka (outer packaging): BHELWHWW KOHTEWHEP, B KOTOPOM MOCTaBMAETCS
nekapcTBeHHOe CpeacTBo.
lMpumep — Kopob6ka.

MpumeyvyaHus

1 JlekapcTBeHHbIN NpenapaT UNu MNpoW3BeAEHHbIA NPOAYKT He UMeeT HenocpefCTBEHHOro KOHTaKTa ¢ BHeLUHeN
YNaKOBKOW 3a UCKIMIOYEHNEM CrlyyaeB, KOr4a BHELLHSSA YNaKoBKa CyXUT Takke NepBUYHON YaKoBKOW.

2 AnbTepHaTUBHOE COBMECTUMOE ofnpeferieHne BHelIHel ynakoBku (“outer packaging”) npusegeHo B [upekruBe
92/27/EEC: "ynakoBka, B KOTOpYIO NOMELLEHa NnepBUYHas yrnakoska'.

3.1.20 nexkapcTBeHHas pnosupoBaHHaa ¢opma (pharmaceutical dose form): MartepuanbHoe
NposiBNEHNE NEKAPCTBEHHOTO CpeacTBa, coaepxawero apmaueBtudeckue  cyberaHuum  w/mnm
BCMOMOraresbHble BELeCTBa, KOTOPOe AODKHO ObiTb NPUMEHEHO K MaLMEHTY.

MpuMeyaHmne — TepMUH «A03UPOBaAHHAA NeKkapcTBEHHass hOpMa» MOXET NMPUMEHATLCA KaK K NpUMEHseMon
I03UPOBaHHOIA NekapcTBeHHON opMe, Tak U K NPOU3BEAEeHHON A03MPOBAHHON NekapcTBEHHOW dpopMe, B 3aBUCUMOCTHU
OT NpOAYKTa, KOTOPbIA OH ONUCHIBAET.

3.1.21 nexkapctBeHHbin npenapaT (pharmaceutical product): KauectBeHHas U KOnM4YeCTBEHHasn
KOMNO3WLMA NEeKapCTBEHHOTO CPEACTBA B A03UPOBAHHOM hOpMe, paspeLleHHOW ANna NpUMEHEeHus
YNONHOMOYEHHbIM OPraHOM M OMUCAHHON BMECTE C COOTBETCTBYIOLEN MH(POPMaLMENn U3 PerncTpatmoHHOro
Aocbe.

MpumevyaHua

1 JlekapcTBEHHOE CPEACTBO MOXET coflepXaTb OfMH UM HECKONBKO NpenapaTos.

2 Bo MHorux crny4asx nekapcTBeHHbIi npenapar uaeHTUYeH NpousBefeHHOMY NpogykTy. OfHako ecTb NpUMEPHI,
KOrAa npou3BefeHHbIi NPOAYKT npeTepneBaeT npeobpa3oBaHMe [0 MPUMEHEHMA K nauueHTy (B KadvecTBe
TNeKapcTBEHHOro npenapaTa) U Torfa oH He TOXAECTBEHEH fleKapCTBEHHOMY npenapary.

3.1.22 npenTudukaTrop nekapcrsennoro npenapara PhPID (Pharmaceutical Product Identifier):
mo6anbHO yHUKarnbHbIA nAEHTUMKATOP NIEKAPCTBEHHOIO Npenapara.

3.1.23 xapaktepuctuxka pemncTBua (release characteristics): OnucaHune MoauMPUUMPOBAHHOIO
nepuoaa BPEMEHW, B TEYEHUE KOTOPOrO AaKTMBHbLIA MHIPEAUEHT OKa3sblBaeT AEWCTBME Ha Teno nocne
NPUMEHEHUs NleKapCTBEHHOIO npenapara, B CpaBHEHUU C TPAAWULMOHHbLIM, HENOCPEACTBEHHLIM AEWCTBUEM
aKTUBHOIO UHrpeaueHTa.

Mpumepbl — 3amedneHHOe, NPONIOH2UPOSaHHOe, He MOAU(UUUPOBaHHOe.

3.1.24 nyTb BBegeHus (route of administration): MNMyTb BBeAeHUA nekapCTBEHHOrO npenapaTa B Teno
UNK KOHTaKTa C TENom.

lMpumepbl — BHympueeHHblil, nepopanbHbll, € KOHBIOHKMUEaNbHbIL MeWoK 2na3a, 6
nosocmb pma.

3.1.25 cocTosHue BewectBa (State of matter): dusmyeckoe coctosHue MONEKYNSAPHON (DOPMbI
npenapara.

TMpumepbl — asoobpasHoe, xudkoe, nonymeepdoe, meepdoe.

MpuMevaHne — YkasaHue COCTOSIHUA BeLUeCTBa UCMONb3YeTCA ANSA rPYNNMpPoBKU 6a30BbIX [J03UPOBAHHBIX
hopM B COOTBETCTBUN C UX PU3NYECKUMU CBONCTBAMM.

3.1.26 npeobpasoBaHue (transformation): [MpeoGpa3oBaHMe NPOM3BEAEHHOIO  NPOAYKTA,
HeobOXxoAMMOe Ans MoNyyYeHUs NEKapCTBEHHOro nmpenapara, BbiNOMHAeMoe, Hanpumep, YToObl NONMy4YUTb
npuMeHsaeMyio 103UPOBaHHYI0 (POpMY U3 NPOU3BEAEHHOW A03UPOBAHHON (DOPMBI.

Mpnmevanune — Ecnu npumeHsemasa aosupoBaHHas ¢hopMa coBrnagaeT C NPOU3BEAEHHOW [0O3UpOBaHHOW
dopMoii, To NpeobpasoBaHue He TpebyeTcs.
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3.1.27 egunmua usmepenua (unit of measurement):. [dencreutenbHas cKanapHaa BeNUYMHA,
onpeaeneHHas U NPUHATas no COrMaLLeHUuto, ¢ KOTOPOK MOXHO CPaBHUTL NMIOGYIO APYryI0 BENUYUHY TOTO Xe
poAa v Bbipa3uTb MX OTHOLLEHME B BUAE YuCna.

[TpuMevaHmne — B 3aBUCUMOCTU OT XapakTepa CTaHAAPTHOW LUKanb!, BblpaXeHWe eaNHULBI U3MEePEHUA MOXET
npeAcTaBnsATb MO0 PUINYECKYI0 €AUHULY U3MEPEHUR, CBA3AHHYIO C CUCTEMOW BeNWYUH (Hanpumep, eanHuusl CH),
nn6o NPoU3BONLHO ONpefieNeHHYI0 eANHULY UIMEPEHUSA, KOTOPas MOXET OTHOCUTLCS K ONpeAereHHOMY CTaHAapTHOM
obpasLly, MeTou1Ke U3MepPeHUs, Mepe MaTepuana unm gaxe K UX KOMGUHaLMAM.

3.1.28 eauHuua npeacraeneHusa (unit of presentation): KauyeCTBEHHbI TEPMWH, OMUCHLIBAIOLLMIA
AWCKPETHLIN  UCHUCNAEMbIN  ODBLEKT, CnyXalluMin Ana nNpeacTaBrneHuss akTUBHOCTM UMW KOnM4ecTBa
nekapCcTBEHHOro npenapara nubo nNpou3BEeAEHHOrO MPOoAYKTA M WCMOMb3yemblik B TEX Crydasx, Koraa
aKTUBHOCTb MIIM KOMMYECTBO BbIPAXAIOTCH B TEPMUHAX SK3EMNNApa 9Toro obbekTa.

Tpumepbi

1 Onucanue akmueHocmu: mabnemxa, cnpetl unu 0osa cnpesa «codepwum 100 Mx2 e pacyeme
Ha cnpeli» (eQuHuua npedcmaserneHus = cnpedl).

2 OnucaHue Konu4Yyecmea: ny3bipeK, Kopobka, hnakoH «colepxum 100 mn 6 ny3bipbKe»
(eOuHuua npedcmaeneHus = Ny3biPekK).

MpumevyaHune - EAuHWLE nNpeAcTaBMeHUs MOXET WMETb TO Xe HasBaHue, 4To U APYrod anemeHT
HOPMaTUBHOIO CcroBaps [faHHbIX, Hanpumep, NeKkapcTBeHHas [03MpoBaHHas opMa WrK KOHTEWHep, Ho 3Tu [fBa
MOHATUSA He 3KBMBANEHTHbI U [JOMKHbLI UMETb B CroBape pa3Hble YHUKarbHble AEHTUDUKaTOPLl TEPMUHOB.

3.2 CokpaweHus

3.2.1 CDISC - KoHcopuumym no craHgaptam o6meHa KnuHUYeckuMu gaHHbiMu (Clinical Data
Interchange Standards Consortium)

3.2.2 CTS - O6wime TepmuHonorndeckme cnyx6el (Common Terminology Services)

3.2.3 HL7 - opraHusauus Health Level Seven

3.2.4 IDMP - npeHtucpukauus nekapcreeHHbix cpeacts (Identification of medicinal products)

3.2.5 MPID - ngentudumkarop nekapcraseHHoro cpeacrsa (Medicinal Product Identifier)

3.2.6 PhPID - ngeHtucmnkatop nekapcrseHHoro npenapara (Pharmaceutical Product Identifier)

3.2.7 S| - mexxgyHapogHaa cucrema eguHuy, CU (International System of Units)

4 TpeboBaHusa

4.1 O6wue Tpe6GOBaHUA K HOPMATUBHBLIM CIIOBapPAM

Hacroswumi ctaHaapT ABNAETCA YacTbio CEPUMU CTaHAAPTOB MAEHTUMKALMK NEeKapCTBEHHbIX CPEACTB
(IDMP - Identification of Medicinal Products). B Hem npusegeHbl cneyndukauum, onuckisaioLime cosaaHue
psina HOPMaTUBHLIX CNOBAPEN, CYLLECTBEHHBIX ANsl NPUMEHEHUA Cepuun B LIENIOM, B YACTHOCTHU, CReAYIOLLUX
CTaHAapToB:

- ISO 11615, Health informatics — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of regulated medicinal product information
(MndopmaTtusauma 3goposbA. NaeHTudukauma nekapCcTBeHHbIX CpeacTB. SNEMEHTbl AaHHbIX U CTPYKTYPbI
ANA YHUKANbHOW naeHTudukaumm u obmeHa g opmauuen o0 permcTpupyembix NEKaPCTBEHHbIX CPeACTBaXx);

- I1SO 11616, Health informatics — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product information
(NHpopmaTusauus 3noposbs. MaeHTudUKaLMa NeKapCcTBEHHbIX CPEACTB. DNEeMEHTbl JaHHbIX U CTPYKTYpbI
ANs  yHUKanbHOW uaeHTUdUkaumm u  obmMeHa uHgopMauuen O PEerucTpupyeMbiX JeKapCTBEHHbIX
npenaparax);

OAHaKo HOPMAaTMBHbLIE CrIOBapuM MOMYT MCMONbL30OBATLCA TaKKe W HE3aBUCMMO OT AAHHOW Cepum
ctaHaaptoB. [Ina nepeaayM HOPMAaTUBHBLIX CrOBapen B MH(POPMALMOHHBLIE CUCTEMbI, pa3paboTaHHble Ha
ocHoBe cranaaptoB IDMP, MmoryT mcnonb3oBaTbCcs COOOLIEHMN, onucaHHble B craHaaprte Health Level
Seven (HL7) Common Terminology Services (CTS) Version 2.

B HacrosiwleM craHgapte npeaycMoTpeHa BO3MOXHOCTb NEPEeBOAOB HOPMATMBHLIX TEPMMUHOB,
nossonsioLwas obecneunTs nepeaady aTon uHopMaLum B0 BCEMMPHOM MacLuTabe.

B HacTosiLeM cTaHAapTe nNpeaycMOTPeHa Takke BO3MOXHOCTb yNpaBneHUss BEPCUSIMU HOPMAaTUBHbIX
TEPMMHOB, NO3BOMSAIOLLAA BECTUM WUCTOPUIO 3BONIOUMM HOPMATMBHbLIX CMOBape MW OTCReXmBaTb WX
N3MEHEHUS.

Kpome TOro, B HacTosiieM cTaHaapTe npuBeAeHbl pekoMeHaauuu, nomoraiolue nonb3oBaTensam
oToOpaxkaTb MMEIOLMECS TEPMMHbI HA HOPMAaTUBHbLIE TEPMUHbI, YTO MO3BOJIIET CBA3aTb TEPMUHBI, YXe
MCNONb3YIOLWMECH B Pa3HbIX PErMoHax, C HOPMAaTUBHLIMU TEPMUHAMU.

5
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4.2 Tpe60BaHMsA K NPUMEHEHUIO HOPMATUBHbIX CriOBapen B ctTaHgapTax cepuu IDMP

UToObl HOpMATUBHbLIE CIIOBapW, OMUCAHHbLIE B HACTOSALIEM CTaHgapTe, MOIMMM UCMONb30BATbCA Kak
HeoTbeMmNeEMasa uYacTb peanusauuii crtaHgaptoB IDMP, OHM [OOMKHbI YAOBMNETBOPATL CReayloLUM
KpUTEpUsIM:

- cogepxatb TEePMUHbl U UAEHTUUKATOPbI, HeobxoAWMbIE ANSA ONUCAHWSA NEeKapCTBEHHbIX
J03MPOBAHHbIX (YOPM  NIEKapCTBEHHbLIX CpeacTB U Tpebyemble AnA  reHepauMn W ONUMCaHus
naeHtudukatopos PhPID n MPID;

- coagepxaTtb TEPMUHbI U WMOEHTUMMKATOPLI, HEOOXOAUMbIE ANS yKasaHWsA npegnonaraemoro nyTu
(nyTei) BBEAeHWA neKapCTBEHHOro cpeacTsa, Tpebyemoro AnNsA MOMHOTO OMUCaHUA NEeKapCTBEHHOrO
cpeacTsa u reHepaummn nageHtndpukaropa MPID;

- cogepxartb TEPMUHbI U MAEHTUAMKATOPLI, HEOOXOANMBIE AN YKa3aHWs €4MHUL NpeacTaBneHus
nekapcTBEHHOrO cpeacTea, Tpebyemoro Ans MOMHOTO  ONUCaHWUA aKTMBHOCTM  HEKOTOPbIX TWUMOB
NneKkapcTBEHHbIX CPEACTB NpU reHepauun naeHtudukaropa MPID;

- coaepxarb TEPMUHbI W UAEHTUUKATOPbLI, HEOOXOoAMMbIE ANA YKa3aHWUsA YnakoBkM (BKMo4as
NEePBUYHYIO, MPOMEXYTOYHYIO W BHELLHIOW), KPbILWKM uNW NPoOKM, a Takke YCTPOWCTBA BBEAEHUS
nekapcTBEHHOro cpeacrea, Tpebyemoro Ans OnMCaHWA NEeKapCTBEHHOrO CpeacTBa MNpu  reHepauuu
naeHtndukaropa MPID.

HopMaTuBHbIE TEPMUHBI U UX KOAbI AOIMKHBI ObITb 0OLLEAOCTYNHBIMU, @ UX MPUMEHEHUE HE AOJHKHO
TpeboBaTb NMMUEH3NOHHLIX OTYMCIIEHUH.

5 Cxema

5.1 OOwWMe NonoXxeHus

B Hacroswem craHpapte npeanoXeHbl 9NEeMeHTbl AAHHbIX, CYLWEeCTBEHHO Heobxoaumble Aans
OMMCaHns HOpMaTUBHBIX TEPMUHOB, NEPEBOAA TEPMMHOB HA APYron A3bIK U BeAeHUA Bepcuin. Kpome Toro, B
HEeM MpuBEAEHbl peKOMeHJauun no OTOOPaKEHWIO TEPMUHOB, KOTOPLIE Y)X& UCMONb3YIOTCA y4YacTHMKaMu
ofpaLLeHusi NEKapCTBEHHbIX CPEACTB, HA CUCTEMY MOHATUN, NPEANOXEHHYIO B HACTOSALLIEM CTaHaapTe.

K aneMeHTaM AaHHbIX, ONUCLIBAIOLLMM BCMOMOraTenbHbIe NOHATUA, OTHOCATCA:

- TEPMUHbI U KOAbI,

- NepeBobl HA APYION A3bIK;

- BEPCUK;

- oToBpaXkeHus.

BepxHuit ypoBeHb NOHATUIA BKMIOYAET B cebsi:

a) NeKapCTBEHHYIO 403MPOBAaHHYIO (hopMy;

b) eauHUUbLI NpeacTaBNeHust;

¢) NyTU BBEAEHMUS;

d) ynakosky.

B cxemax, onuchiBalOMX CTPYKTYPY STUX SMEMEHTOB, UCMONL3YIOTCS TUNbl AaHHbIX ST (cTpoka), CD
(neckpunTop noHATus), TS (MomeHT Bpemenm) u INT (uenoe uucno), onpeaenexHelie B ctaHgapre MCO 21090.

Mo ymonuaHuio kpaTHOCTL aTpubyTa nonaraeTcs paBHoOW eauHuue (To ectb [1..1]).

5.2 KoHuenTyanbHble MOAenu BCNOMOratesnbHbIX NOHATUA

5.2.1 O6wee onucaHue

MpuBeaeHHble HWXE KOHUEeNnTyanbHble MOAENnu OMnpeaensiioT 3reMEeHTbl, CTPYKTYpbl U OTHOLLEHUSA
MeXay SMeMeHTamu, KOTOPbIE OMUCLIBAIOT BCMNOMOTraTersibHble NOHATUS (TEPMUHBLI U KOAbLI, NepeBoAbl Ha
APYrow A3blK, BEPCUU, OTOOPAXKEHUST), UCTIONb3YEMbIE B KAXKA0W COBOKYMHOCTU HOPMATUBHBLIX TEPMUHOB.

5.2.2 TepMMHbBI U KOAbI

Knacc «xoaTepmuH»  JOIDKEH  WCNOMb30OBATbCA  AnA  npeacraeneHus  6a3oBoro  koaa,
COOTBETCTBYIOLLENH eMy CTPOKM TEeKCTa U APYrUxX 3NEMeHTOB onpeaeneHus noHAtua. OH MCNonb3yeTcsa B
KayecTBe TUNA AAHHbIX NPY ONUCaHUM aTpubyTOB Knacca «koaupoBaHHOEMoHATUE.

Knacc «koaTepMuH» MMEET cneaylolme aTtpubyTo:

a) «KOA»: YHMKanbHbIA (MALLMHOYUTAEMbIN) UAESHTUUKATOP dK3eMnnApa knacca «koaTepMuH» (Tun
AaHHbIX ST);

b) «TepMWH»: TEKCT TEPMUHA, ONUCHLIBAIOLLErO NOHATME (TUN AAHHLIX ST);

C) «onpegeneHue»: TEKCTOBOE onpeaeneHne NOHATUA (TUn gaHHbIX ST);

d) «OOMeH»: Heoba3aTenbHbIA MPU3HAK, UCNOMb3yeMbll, ecnu B 6a3e AaHHbIX XPAHATCA TEPMUHbI
MOHATUIA, WCMNONb3yeMbIX TOMLKO B BETEPUHAPUM; YKA3LIBAET, 4YTO MOHATUE MM «MEAULIMHCKOE U
BETEPUHAPHOE», UMW «TONbKO BETEPUHAPHOE» (N0 YMOMYAHMIO UCNOMb3YETCA 3HAYEHUE KMEAULIMHCKOE W
BETEPUHAPHOE») (TUN AaHHbIX ST);

€) «npuMeyaHuex: HeobA3aTenNbHOE TEKCTOBOE NpUmeYanune (Tun aaHHoix ST);

f) «koafsbika»: A3blK, HA KOTOPOM NpeacTaBNeHbl 3HA4YeHua atpubytoB 6) — r), yKasaHHbli B
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cooTBeTCTBUM €O cTaHgapTom MCO 639 (Tvn gaHHbIix CD);

9) «KoATeppuTopMmn»: KoA CTpaHbl WM TEppUTOPMU, WMCMOMb3YHLWMA AaHHbIA 3K3eMnasp kiacca
«KogTepMuH» Ha A3blke «KOAA3blka», yKasaHHbIi B COOTBETCTBUM cO cTaHgapTom WCO 3166 (Tvn gaHHbIX
CD).

KoaTepMuH
+kop4 : ST
+TepmMmuH : ST
+onpepeneHune : ST
+pomeH : CD [0..1]
+npumevaHue : ST [0..1]
+koaAsbika : CD
+koaTepputopun : CD

PucyHok 1- KoHuenTyasbHas guarpamma Tuna faHHbIX «KogTepMuH»

5.2.3 TepeBoabl

Tun AaHHbIX «KoAMpoBaHHOelMoHATME» CBA3blBAeT MOHATUE, NpeAcTaB/fieHHOe Ha onpejefieHHOM
A3blke AN ONpefAeneHHoN TeppuTopun (Hanpumep, Ha aHrnnckoM fA3bike B BenukobpuTaHun) ¢ Hynem wu
6onee nepeBOfaMu I3TOr0 MOHATWSA Ha ApyrMe A3blkM WU Ana Apyrux TeppuTopuii (Hanpumep, Ha
chpaHuy3ckoM ans dpaHummn, Ha HemeukoM ans FepmaHum). Ero atpubyT «kof» COAEPXUT YHUBEpPCaslbHbIN
KO, MNOHATUSA, aTpubyT «3HA4YeHue» COAEPXUT KoL MNOHATUA AN A3blka W TeppuTopun, BblIGPAHHBIX
nosib3oBartenem, a aTpubyT «nepeBod» COAEPXUT Hynb wan 6onee KOAOB MNOHATUA ANA APYTUX SA3bIKOB
n/vnn TeppuTopuUin; BMecTe 3aTn Tpu aTpmnbyTta onpenensoT TUN AaHHbIX «KoAMpoBaHHOElToHATMe.

TvN faHHbIX «KOAUPOBAHHOE MOHATVE» UMEET crefylolne atpubyThbl:

a) «Kog»: YHUKaNbHbIN (MawmHounTaeMsblif) naeHTudgurkarTop aK3emnnapa Knacca
«KoampoBaHHoelloHATUe» (Tun AaHHbIX ST);

b) «3HauyeHMe»: Kof, OMUCLIBAOLWMNIA MOHATME Ha S3blke (HampyvMep, Ha aHruMicKoM) ANs TEpPPUTOPUM
(Hanpumep, BennkobputaHun) no Bbi6opy nonb3oBaTens (TMn faHHbIX «KOATEePMUH»);

C) «nepeBoA»: HyNb WM 6onee KoAoB, ONUCHIBAIOLLMX 3TO XEe MOHATME Ha APYrux Asblkax uvuam gns

OPpYrvX TeppuTopuin (Hanpumep, Ha dpaHLy3ckom ans ®paHuuv, Ha HemeukoM Ans FepMaHun) (TWn gaHHbIX
«KOATEepPMUH»);

KogmpoBaHHoeloHATHE
+kop : ST
+3HauyeHue : KoaTepMuH
+nepesoy, : kogTepmuH [0..%]

PuUcyHoK 2 - KoHuenTyasibHas gvarpamma Tuna AaHHbIX «KogupoBaHHOeloHATMe»

5.2.4 Bepcus

Knacc «Bepcusi» npefHasHayeH Ans NpeAcTaBeHns NPOCNeXMBAEMON UCTOPUU U3MEHEHWIA KaXAoro
MOHATUA OT MOMEHTa ero co3faHus.

OTOT Knacc fo/HKEH UMEeTb criegylolme atpubyThbl:

a) «KOA». YHUKasIbHbIA (MaWMHOUYNTAEMbI) NOAEHTU(MKATOP MOHATMA, SBASAKOWErocs Cy6beKkToM
Bepcun (TUn faHHbix ST);

b) «pataCosfaHusa»: WTaMn gaTbl ¥ BPEMEHW, YKa3biBalOLWMA MOMEHT CO34aHNs OMUCAHUSI MOHATUS
(Tn gaHHbIX TS);

C) «aBTOPIOHATUA»: MHGOPMAaLMS, NAeHTUDULMPYIOLLAsA co34aTens onMcaHna NoOHATUA (TUN AaHHbIX ST);

d) «patallameHeHus»: wWTamn gatbl U BPEMEHM, YKa3blBaloLWNiA MOMEHT CO3faHNs yKka3aHHOl Bepcuu
onvcaHnsa NOHATUA (TWUN AaHHbIX TS);

€) «copepxaHnelsMeHeHna»: TEKCTOBOE onucaHve Mmogmdmkauum, KoTopas npusena K COo3gaHuio
YyKa3aHHOWN Bepcun onucaHvs NOHATUS (TUN AaHHbIX ST);

f) «aBTOpV3MeHeHus»: nHhopMaumsa, naeHTuuupylowas nuuo, U3MeHUBLLEE ONMcaHue MOHATUS
(Tn gaHHbIX ST);

) «cTatycloHATUA»: CTaTyC NOHATUSA, TOe eCTb akTMBHOE, OTMEHEHHOoe U T.4. (Tun JaHHbIX CD);
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h) «TekyuweelMoHsATMe» [0..*]: ecnn NOHATME OTMEHEHO, TO B 3TOM aTpMbyTe MOXeT OblTb yka3aH Kof
[ApYroro noHATUSA, KOTOPOe 3aMeHSeT OTMEHEHHOE; Y OHOr0 OTMEHEHHOIO MOHATUSA MOXET ObITb HECKO/IbKO
3aMEHALWMX (TUN AaHHbIX: «<KOANPOBAHHOE[OHATHE;

i) «HOMepBepcum»: HOMEpP Bepcun NOHATUA (TUM faHHbIX INT).

Bepcua
+Kkop : ST
+patraCo3gaHung : TS
+aBToplloHaTMA : ST
+patall3ameHeHns : TS [0..1]
+copepxaHunellameHeHus : ST [0..1]
+aBTop3meHeHns : ST [0..1]
+cTtartyclloHaTua : CD
+TekyweelloHATUe : KogupoBaHHoeloHATHE [0..*]
+HomepBepcun: INT

PucyHok 3 - KoHuenTyasibHas guvarpamma Tvna faHHbix «Bepcusi»

5.25 OTob6paxeHne

OnucaHuss MOHATUI B TEPMUHOMOTMYECKOM CroBape, pa3paboTaHHOM B COOTBETCTBMM C HACTOALWMM
cTaHAapToM (HasbliBaeMbIX fasiee "UeHTpasibHbIMU NOHATUAMMU") He 065A3aTeflbHO coBnajalT C TepMUHaMU,
MCMNO/Mb3yeMble pPa3fIMYHbIMW y4yacTHUKaMK obpalleHnss fekapCTBEHHbIX CPeACTB B pasHbiIX CTpaHax M
pernoHax (HasblBaeMblX pfasiee "pernoHasibHbiMM  TepMuHamu). UYTobbl obGecneunTb CBA3b  YXe
MCNOJIb3YyeMbIX PErnoHasibHbIX TEPMWHOB, B YacTHOCTM, TeX, YTO MPUMEHAITCHA YNONHOMOYEHHBLIMU
opraHamMy pasHblIX CTPaH W pPEerMoHoB, C UEHTpasibHbIMW MOHATUAMU, COOTBETCTBYIOLIME YYACTHUKMN
obpalleHns nekapcTBEeHHbIX CPeAcTB MOryT OTO6paxaTb TEPMUHbI, XpaHswmeca B UX 6a3ax AaHHbIX Uin
cucTemMax, Ha LUeHTpasibHble MOHATUA. Taknme OoTo6paxeHus NMoMoryT nosib3oBaTeniiM CyLecTByoWmux 6a3
AaHHbIX HAWTN ANA AAHHOTO PErMoHaIbHOTrO TEPMUHA SKBMBAJIEHTHOE eMY LieHTpasibHOe MOoHATHE.

OfOvH pervioHanbHbli TEPMUH MOXET 0TobpaxaTbCA Ha Hynb WM 6onee LeHTpabHbIX NOHATUN, U
HyNb WK 60/1ee pernoHanbHbIX TEPMUHOB MOTYT OTOGpaxaTbCA Ha OAHO LEHTPasibHOE MOHATUE.

KoaupoBaHHoelloHATHE

+Kopg : ST 0.* yy 0.*
+3HauyeHune : KogTepMuH
+nepeBoy, : kogTepmuH [0..%]

pernoHanbHbIATEPMUH

IX
PervoHaibHble y4acTHUKY
obpaLLeHVst TekapCTBEHHbIX
CPeACTB MOryT 0TO6paXaTb CBOM
TEPMUHBI HA 3K3EMMAPbI KNaccoB
"kogypoBsaHHoel loHATME"

PucyHok 4 - KoHuenTyanbHas AvarpamMmMa, ykasblBawouias uefb npouecca oTo6paxeHus

MHOXECTBEHHOCTb OTHOLUEHUI MEeXAY PEerMoHa/ibHbIM TePMUHAMU U LEHTPasibHbIMU  MOHATUSIMU
CBsi3aHa C YPOBHEM AeTanusauun MHopMauymn B CyLLeCTBYIOLWMX 6a3ax faHHbIX, UCNOb3YEeMbIX B PasHbIX
pervoHax. Hanpumep, perMoH A MOXeT MCMO/Ib30BaTb MeHee chneuuuyHbie TEPMUHbI C HU3KMM YPOBHEM
fAeTanmsauumn, npyu KOTopoil OAMH PErMoHasibHbIi TEPMUH OTOBPAKAETCS HA TPU LEHTPasibHbIX MOHATUS, a
pervoH B MOXeT ucnosnb3oBaTh 60nee cneuuduyHbie TEPMUHbI C BbICOKMM YPOBHEM AeTanu3auuun, npu
KOTOPOIi TPU PErMOHAsIbHBIX TEPMIHA 0TOGPAXAlOTCS Ha OfHO LieHTpasibHoe MNoHsTUe (cM. Tabauuy 1).
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Tabnuya 1 — YCNOBHbIE NPUMEPbLI OTOBPAXKEHUS LEHTPANbHbIX MOHATUA HA PErMOHanbHbIE TEPMUHbI
npu HU3KoM (pernoH A) u BbIcokOM (pernoH B) ypoBHe aeTanusauuu.

MecTHbIA TepMUH OtobpaxeHune Ha MecTHble TepMUHBI OtobpaxeHue Ha
pervoHa A (Hu3kas LieHTpanbHble NOHATUS (O4WH- peruoHa b (Bbicokas LieHTpanbHble NoHATUSA
cTeneHb KO-MHOMUM) cTeneHb geTanusauuu) (MHor1e-k-ogHOMY)
JeTanusagmu)

PacTtBop ans uHbekuuii Markas kancyna ¢

rpaHynammu
_ | Markas kancyna ¢ Msrkas kancyna ans
MHBEeKUMA CycrneHsna ang UHbeKLUUn
4 Y A 4 XKUAKOCTbIO npuema BHYTpPb
PacTtsop ans Msrkas kancyna ¢

BHYTPUBEHHOIO BNMBaHUA NOPOLUKOM

5.3 KoHuenTyanbHble MOOENU BbICOKOYPOBHEBbIX NOHATUMN

5.3.1 O6wee onncaHue

MpuBeaeHHble HWKE KOHUEeNTyamnbHble MOAENW ONpeAensioT 3NEMEHTbl, CTPYKTYPbl U OTHOLUEHUS
MEeXay OSneMeHTamu, OMUCLIBAIOLLMMU HOPMATUBHbLIE BbICOKOYPOBHEBbLIE TMOHATUSA  (NEKAPCTBEHHYIO
OO3MPOBaHHYI0 hOpPMY, eAMHULY nNpPeacTaBneHus, nyTb BBEAEHWUS, YMNAKOBKY) B LenAX co3jaHus
HOPMAaTUBHbIX TEPMUHOB.

5.3.2 JlekapcTBeHHaA Ao3MpoBaHHasa popma

5.3.2.1 OOwee onucaHue

MpuBeaeHHble HMXKE KOHLUENTyarnbHbIe MOAENU ONpeaensioT NOHATUE NEeKApCTBEHHON A03WPOBAHHON
OpPMBI, @ TaKKe PENEBAHTHBLIE 3MEMEHTbI, CTPYKTYPbI U OTHOLLEHUA MEXAY HUMU, KOTOPbIE OMUCLIBAKOT 3TO
MOHATME U KOMBUHUPOBAHHYIO NIEKAPCTBEHHYIO J03UPOBAHHYIO hopmy.

5.3.2.2 NoHATMe nekapcTBEHHON AO03UPOBAHHON POPMBI

MoHsATUE neKapCTBEHHOW A03MPOBAHHOM hOpMbl ABNAETCA 0006LUEHMEM COBOKYMHOCTUM 0asoBbix
[03UpoBaHHbLIX POPM, KOTOpble B CBOKO O4epedb rpPyNnNUPYOTCA MO MPU3HaKy COCTOAHUA BeLlecTBa.
CTpykTypa oOnucaHusi NeKkapCTBEHHOW [O3MPOBAHHOW (OPMbI COAEPXKUT aTpuUOyThbl, XapakTepu3yioLme
JeincTBue nekapcrea, npeobpa3oBaHus, BLINOMHAEMbIE Nepes ero NpUMeHeHneM, npeanonaraemoe Mecro
BBEJIEHUA U npeanonaraemMblii cnocob BBeAeHus. Ons onucaHusa NOHATUSA NEKapCTBEHHOW AO3UPOBAHHOW
dopmbl U €ro aTpubyToB MCMOMNbL3YETCH TUM AAHHLIX KOAMPOBAHHOE[TOHATME», BKNOYalOWmi B cebs
MOHATUA NEPEBOJOB Ha APYron A3bIK.
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PucyHok 5 - KoHuenTtyanbHasa guarpamma knacca «JlekapcteeHHasJo3vpoBaHHas®opma»

5.3.2.3 Knacc «CocTtossHneBelyecTBa»

MoHATME cocToAHMA BelecTBa [O/DKHO WCMNO/b30BATbCA  Kak BbICOKOYPOBHEBASA  Kareropwus,
Knaccudpmumpyowasa 6a3oBble A03MpOBaHHble (OPMbl (M TEM CaMblM fIEKAPCTBEHHblE [03MPOBaHHbLIE
hopMbl) MO 3HAYEHUI0 COOTBETCTBYHLWero arpubyta. Knacc «CocTtosiHMeBellectBa» umeeTt accouuanmmn c
HyneM unn 60/bLIUMM YMC/IOM 3K3eMNAAPOoB knacca «basosas/lo3vpoBaHHasPopmar.

Mpumepbl - Tsepgoe, nonyTBepAoe, Xuakoe, rasoobpasHoe. CM. Takxe npumepsbl
HOpMaTWBHbIX cnoBapeil (Tabnuuya A.1 B NpuaoxeHun A) n NpuMepbl ONMCaHNSA NeKapCT BEHHbIX
CpeAcTB B NpUAoxeHun B.

CocTosiHMe BellecTBa AO0/MKHO ObiTb ONMCAHO C MOMOLLLIO TUNA AaHHbIX «KOAUPOBaHHOElOHATHE.

5.3.2.4 Knacc «ba3oBas/lo3uposaHHagdPopmar»

MoHATne 6a30BOl A03MPOBAHHON (HOPMbI JO/MHKHO MCNOJb30BAThCA Kak BbICOKOYPOBHEBAS KaTeropus,
Knaccuuumpyowas nekapcTBeHHble [A03MpoBaHHble (iopMbl MO ob6wwm Tunam Takmx dopMm. Knacc
«ba3oBasflo3nposaHHadad®opmMa» MMeET accoumaumn ¢ Hynem uam 60/bWUM YACIOM 3K3EMMIAPOB Kiacca
«JlekapctBeHHasJo3npoBaHHasPopma».

Mpumepsbl - TabneTka, kancyna, Nopowok, pacTeBop. CM. Takxe npumMepbl HOPpMAaTUBHbIX
cnosapeli (Tabnuua A.1l B npunoxeHun A) U NpUMeEpPbI ONUCAHUA leKapCTBEHHbIX CPeACTB B
npunoxeHuun B.

10
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BasoBasi nekapcTtBeHHas dopma JomkHa OblTb  OnNucaHa € MNOMOLWBID  TUNa  AaHHbIX
«KoaupoBaHHoOelMoHATHE Y.

5.3.2.5 Knacc «XapakrepuctukaJencTeus»

Knacc «Xapaktepuctuka[ledcTBus» OOIDKEH WCNOMb30BATbCA ANA  OMNUCAHUS  XapaKkTepUCTUKU
OENCTBUA NEKaPCTBEHHOM [03MPOBAHHOW opmbl. ECnn xapakrepucTukn AEWCTBUA HE YyKasaHbl, TO
3K3eMnnsAp Knacca «Xapakrepuctuka[lencreusi» AomkeH ObiTb nycTbiM. Knacc «Xapakrepuctukaleicreusa»
uveer accoumauuu c Hynem unu 6onbLmMM yucnom 3K3EMMIIAPOB Krnacca
«JlekapcTBeHHasdosnposaHHaadopmMay.

TMpumepbl — 3amednieHHOe, NPOMIOH2UPOBaHHOe, MOMeHMasibHoe, 6e3 usMmeHeHuss. CM. maioke
npumepbl HOpPMamueHbIX crogapeli (mabnuuya A.2 e npunoxeHuu A) u npumepb! onucaHus
JnekapcmeeHHbIx cpedcme 6 npunoxeHuu B.

Xapakrepucrtuka OEencTBus DOJDKHA ObITb onucaHa c NOMOLLIbIO TMna OaHHbIX
«KogupoBaHHoelloHATHE Y.

5.3.2.6 Knacc «[Mpeo6pasoBaHue»

Knacc «MpeobpasoBaHuey [OMKEH MWCNOMNbL30BATLCA ANA  ONMCaHusa U3UYECKON onepauuu,
Tpebyemoi Aans npeobpaszoBaHus NPOM3BEAEHHON A03MPOBAHHOW (HOPMbI B NeKapCTBEHHYIO
[03MpOBaHHYI0 hopMy, ecnium TakoBoe Heobxoaumo. Ecnu npeobpasoBaHue He TpebyeTcs, TO 3K3eMnnap
knacca «[peoBpasoBaHne» AomkeH ObITb NycThiM. Knacc «lMpeobpasoBaHue» uMeeT accoumauum ¢ Hynem
unm 6onbLIMM YMCNOM SKIEMNNAPOB Knacca «JlekapcTeeHHasJosuposaHHasdopmMay.

lpumepbl — Pas6aeneHue, pacmeopeHue, 6e3 npeobpa3oeaHus.. CM. mailke npuMepbl
HOpMamueHbix crioeapell (mabnuya A.3 e npunoxeHuu A) u npumMepbl ONUCAHUS JTeKapCMeeHHbIX
cpedcme e npuno)eHuu B.

MpeobpasoBaHne 4OMKHO GbiTb ONMMCAHO C MOMOLLLIO TUNA AAHHBLIX KKOAUPOBAHHOEMOHATUEY.

5.3.2.7 Knacc «lMpepgnonaraemoeMectoBBeaeHunsa»

Knacc «MpeanonaraemoeMecTtoBBeaeHUsi» JOMKEH MCNOMb30BATLCA ANs OOLLEro ykasaHus Mecra
Tena, B KOTOPOE npeanonaraeTca BBEAEHUE NeKapCTBEHHONW A03UPOBaHHOM hOpMbl. 3TO yKasaHue aaeTtca
B 0OLUMX TEPMUHAX, @ HE B AETanNbHbIX HOPMATMBHBIX TEPMUHAX, ONUCLIBAIOLLMX TOYHOE MECTO BBEAEHUS.
OHo He coBnagaeT C NOHATUEM MyTU BBEAEHUA. Ecnu npeanonaraemoe mMecto BBeAEHUA OTCYTCTBYET, TO
aKsemnnsap Knacca «MpeanonaraemoeMecTtoBBeaeHusa» DOSDKEH ObITb NyCTbIM. Knacc
«MpepgnonaraemoeMecToBBegeHMs» MMeeT accouuauun € Hynem unu GOonbLUMM YMCAIOM SK3EeMNNSPOB
knacca «JlekapcrseHHasJosnposaHHagadopmay.

lpumepbl — YwHoe, 2na3Hoe, nepoparnbHoe, He yka3aHo. CM. maiocke npumMepbl HOPMaMUEHbIX
cnoeapeli (mabnuua A.4 e npunoxeHuu A) u npumepbl ONUCaHUs JleKapCMmeeHHbIx cpedcme 6
npusioxeHuu B.

MNpeanonaraemoe MeCTO BBEJEHUSI [AOMMKHO ObiTb ONMCAHO C MOMOLLLIDO TUMA  AAHHbIX
«KOAMpoBaHHoOelloHATHEY.

5.3.2.8 Knacc «CnocobtBsegeHusa»

Knacc «CnocotBeeaeHusi» AOIDKEH UCMONb30BaTLCA NSl ONMUCAHUS JIEKAPCTBEHHON A03MPOBAHHOW
dopMbl B COOTBETCTBUM C OOLLMM NpeanonaraembiM Crnocobom, KOTOPbIM OHO AOIDKHO ObiThb BBEAEHO. JTO
onucaHue gaeTcd B 06U.I,I/IX TepMUHAX, a HEe B AeTalibHbIX HOPMAaTUBHbLIX TEPMUHAX, ONUCLIBAIOWNX TOYHbIN
cnoco6 BBeaeHusa. Ecnu npeanonaraembii  €noco® BBEAEHMS OTCYTCTBYET, TO 9K3eMnnap Kracca
«Cnoco6BeeaeHua» gomkeH ObiTb nycTbiM. Knacc «Cnoco6BeeaeHus» umeeT accouuauun ¢ Hynem unu
BonbLLUMM YUCNOM 3K3eMNNSIPOB Knacca «JlekapcTeeHHasJo3upoBaHHaadopmar.

llpumepbl — Annnukauyusi, UH2anNAUUs, UHbEKYUSl, He yKa3aH. CM. maKke npumepb!
HOpMmamueHbIx cnoeapell (mabnuya A.5 e npunoxeHuu A) u npumMepbl ONUCAHUS JIeKapCMeeHHbIX
cpedcme e npunoxeHuu B.

Cnoco6 BBeAEHUS AOMKEH ObITb ONUCAH C MOMOLLBIO TUNA AAHHBLIX «KOAUPOBAHHOEMOHATUEY.

5.3.2.9 Knacc «JlekapcrseHHasi[losampoBaHHasdopmay

Knacc  «JlekapcrBeHHasJosupoBaHHasadopma»  AOIDKEH  MCMONb30BATbCA  ANA  ONUCaHUA
neKkapCTBEHHOW A03MPOBaHHOW (POPMbI B TOM BUAE, Kak OHO NPUBOAWUTCA B ONUCAHUAX NEKAPCTBEHHBIX
cpeacte. OH BKMoyaeT B ceba arpubyThbl, yHacneAoBaHHbie OT accouuauui € ApyruMM Knaccamu,
He00X0AUMBIX ANA AOMMKHOrO ONUCAHUS 3TOTO NOHATUS (PUCYHOK 6).

11
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JlekapcTBeHHaaJo3npoBaHHaa Popma

+3HayeHue : KoampoBaHHoelloHATHE
+6a3oBafaflo3mpoBaHHaa®opmMa : kogmpoBaHHoelloHATUE
+xapaktepuctukaelictems : kognpoBaHHoeloHATUE [1..%]
+npeobpa3oBaHne : koguposaHHoelloHaTHe [1..%]
+npegnonaraemoeMecToBBBeAeHUs : kogmposaHHoelloHATne [1..%]
+cnoco6BBegeHus : kogmposaHHoelloHATHe [1..*]

PucyHok 6 - KoHuentyasibHasa gnarpamMmMa knacca «JlekapcrteeHHaso3nposaHHasdPopma» € yHacnenoBaHHbIMU
aTpubytamu

Knacc «JlekapctBeHHas[Jo3npoBaHHagdopma» accouumpoBaH C OAHMM  3K3eMMNISpOM  Kriacca
«ba3osas/lo3vpoBaHHasPopma», c OfHUM N HECKOJIbKUMMN 3K3emmnaspamm Knacca
«XapakrepuctmkaenicTensa», € O4HUM WM HECKObKMMK 3K3emnnspamu knacca «lpeobpasoBaHue», ¢
HyNnem WM HeckosibkMMKn 3k3emnaapamm knacca «[lpegnonaraemoeMectoBBefeHua», C O4HUM  Wn
HeCKo/IbKUMU aK3emnnspamu knacca «Cnocob BBefieHUsI».

Mpumepbl -  TabneTka, MNOPOWOK [ANA WHBbEKYMOHHOro pacTBOpa, MOPOWOoK AN
KOHUEeHTpaTa WHbEKUMOHHOro pacTBopa. CM. Takke MpUMepbl HOPMAaTWBHbIX Cc/loBapel
(Tabnuua A.6 B npunoxeHnn A) 1 npuMmepbl ONUCaHna NeKkapCcTBEHHbIX CPEACT B B MPUAOXeHUu B.

NekapcTBeHHaa pgos3vpoBaHHas opMa fo/kHa ObiTb onMcaHa C  MNOMOLLbI  Tuna  AaHHbIX
«KogmpoBaHHoelToHATUE».

5.3.2.10 Knacc «Kom6uHuposaHHas/lekapcTeeHHaslosuposaHHaadopmar»

Knacc «KombuHupoBaHHas/lekapcTBeHHasJo3nposaHHas®opma» [OO/HKEH MUCNOAb30BaThbCA  AN1A
onpefeneHns  YHWKanbHbIX MNOHATUA, ONUCbIBAKOWMX CheuuduyHble KOMOWHaUUW  NeKapCTBEHHbIX
[031MpoBaHHbIX hOpM, Koraa TakoBble TpebytoTcs. B aToM cnyyae 0f4HO YHUKaNbHOe KOAMPOBAHHOE MOHATWE
MCMNosb3yeTca A8 OnucaHua KoMOuHaumy AByX 1 6onee nekapcTBEHHbIX A03MPOBAHHbLIX (hOPM.

Komb6uHnpoBaHHas/lekapcTBeHHasJo3npoBaHHasdopma

+3HauyeHue : KogmpoBaHHoelloHATME
+nekapcTBeHHas[o3npoBaHHas®opma : kogmposaHHoelloHATHe [1..%]

PucyHok 7 - KoHuenTyanbHasa guarpamma knacca
«KomburHupoBaHHas/lekapcTBeH-Haso3npoBaHHasPopma

Mpumepbl - MOPOLWOK M pacTBOPUTENb AN UHBEKLNOHHOTO pacTBopa (CM. pucyHok 8). Cm.
Takxe NpuMepbl HOpMaTUBHbIX cnoBapei (Taénuua AJ1 B npunoxeHun A) n NnpuMepbl onucaHus
nekapcTBeHHbIX cpeacTB b.1.3 n b5.1.4 B npunoxeHun B.

B npumepe, nokasaHHOM Ha puUCYHKe 8, ynakoBKa /1leKapCTBEHHOro CpefcTBa COAepXuT [Asa
OTAEeNbHbIX MPOU3BEAEHHbIX MPOAYKTa: MOPOLLOK W pacTBOpUTesb. B pesynbTaTe pacTBOpeHWs NOpoLlka B
3TOM pacTBopuTefsie NojlyyaeTcs NeKkapCTBEHHbI npenapart, KOTOPbIA AO/MKeH ObiTb BBEAEH NauueHTy C
NOMOLLI MHBEKUUW. STV ABa NPOU3BELEHHbIX NPOAYKTa MMEKT MPou3BeeHHble A03MpoBaHHbIe (DOPMbI
«MOPOWOK AN UHBEKUMOHHOTO  pacTBopa» WU «pacTBOpUTENb A1 UHBEKUMOHHOrO  pacteopa»
COOTBETCTBEHHO. JlekapCTBeHHbIi npenapart, o6pa3oBaHHbIA M3 3TUX NPOM3BEAEHHbLIX MPOAYKTOB MU
npegHasHayvYeHHbIn AN BBEAEHWS NauueHTy, MMeeT NPUMEHSEMYI0 NeKAPCTBEHHYI0 (POPMY «MHBEKLMOHHbIN
pacTBop». JlekapCTBEHHOE CPEACTBO B LE/IOM MMEET KOMOWHMPOBAHHYHO [03MPOBAHHYIK JIEKAPCTBEHHYIO
hOpMy «NOPOLLOK M pacTBOPUTENb A/ UHBEKLMOHHOIO pacTBopa.
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PuUcyHoK 8 - MnniocTpauus OTHOLWIEHWU MeXay NOHATUAMU «Npou3BeeHHas A031poBaHHast hopmas,
«MNPUMEHSIEMAs 103MPOBaHHasn hopMa» 1 «KOMBUHMPOBaHHAs 4O3MPOBaHHAs NekapCTBEHHAs hopMa» Ha
npvMepe NekapcTBEHHOTO CPeACTBa, COCTOALLEro M3 ABYX NPOV3BEAEHHbIX NPOAYKTOB 1 TpebytoLlero
npeo6pasoBaHus

KombuHnpoBaHHas nekapcTBeHHas [03MpoBaHHas hopma [o/mkHa 6biTb OnucaHa C NMOMOLLbIO Tuna
[OaHHbIX «KOANPOBaHHOEMOHATUE.

5.3.3 EguHunua npegcrasneHus

5.3.3.1 O6uee onucaHue

OnucaHHass HWxe KoHUenTyasnbHas Mojeflb onpedenseT MNOHATUE eAuHWLbl NpeacTaBneHns u
3/1IEMEHTOB €e OnucaHus.

5.3.3.2 MNoHATHE eguHULbl NpeacTaBneHns

MoHATNe eAuHMLbLI NpeACcTaBNEHUs UCMOb3yeTCa AN ONUCaHUS KauyeCTBEHHOW eAuHWLbl, B KOTOPOU
npefctaBisgeTcss W OMUCLIBAETCHA  aKTMBHOCTb WM KOJSIMYECTBO MNPOW3BELEHHOro MNpoAykra  unm
NlekapCTBEHHOro npenapara, €ec/M KONMYecTBEeHHas efuHuua W3MepeHus He npuMeHuMa. EgvHuua
npeAcTaB/ieHNs UCNOMb3yeTcs, KOrAa akTUBHOCTb MOXET ObiTb OonMcaHa O6LiMX CNOCOGOM «B KaX[oMm»; B
KOHKPETHOM C/lyyae «Kaxgoe» 3aMEHSAEeTCHA Ha «Tabnetky», «[03y Crpes», «naacTbipb» U T.4. OHa Takxe
MCMNOMb3yeTcs, Korga akTMBHOCTb WK obLLee KOMMYeCTBO NPOM3BELEHHOrO NPOAyKTa WM NekapCTBEHHOro
npenapara BblpaXaeTcs B TepMMHaX ynakoBku, Hanpumep, «100 Mn B Ny3bipbke».

EonHuuallpeactaBneHus
+3HayeHue : koguposaHHoelloHATME

PucyHok 9 - KoHuenTyasnbHasa guarpamma knacca «EgmHuuallipencraBneHna»
5.3.3.3 Knacc «EguHuuallpeacrasnieHns»

Ona ykasaHusi aTtpubyToB, AO/MKHbIM 06Pa3oM OMUCbIBAKOLUUX MOHATME eAVHWLUbI MpeacTaBneHus,
Heobxo4MMO MCMOoNbL30BaTh Knacc «EanHuualipeacraBneHns».

Mpumepsbl - [lo3a uHranauuu, kanas, nnacTbipb, TabneTka, nysblpek, Tyba. Cm. Takke
npymMmepbl HOPMAaTMUWBHbLIX crnoBapel (Tabnvua A.8 B npunoxeHunm A) MU NpUMepbl ONMCaHUsA
NleKapCTBEHHbIX CPeACTB B NpUIoXeHnn B.

EavHuua npegctaBneHns goskHa bbiTb onvMcaHa ¢ MOMOLLBIO TUMa AaHHbIX «KOAVPOBaAHHOEITOHATHE.

5.3.4 TyTb BBegeHuA

5.3.4.1 Obuee onucaHue

OnuncaHHasa HWXe KOHLUenTyasibHas Mofesb onpefenser NoHATWE MyTV BBEAEHUS W 3/IEMEHTOB €ro
onvcaHus.

5.3.4.2 MNoHATe NyTU BBeAEHUA

MoHATME NyTU BBELEHMS UCMONb3YyeTcsA ANS ONMcaHWs NyTu, N0 KOTOPOMY fleKapCTBEHHbIV npenapaT
BBOAWTCA B TE€/10 WIN OCYLLECTB/IAET KOHTAKT CTENOM.
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MyTeBBepeHusa
+3HayeHue : koanposaHHoelloHATHne

PucyHok 10 - KoHuenTyanbHas gunarpamma knacca «lytoBeegeHus»
5.3.4.3 Knacc «[yTbBBeaeHus»

AnsA ykasaHusi atpubyToB, AO/MKHbIM 06Pa30M OMUCLIBAKLLMX MOHATME NYTU BBEAEHUS, HEOBXOANMO
ncrnonb3oBartb Knacc «lMyTbBBegeHnsa».

Mpumepbl - BHYTPUMBbILWEYHbIV, BHYTPUBEHHbIA, NEPOpPasibHbIf, MOAKOXHbIN. CM. Takxke
npymMepbl HOPMaTWBHbIX crnoBapei (Ta6bnvua A.9 B NpuaoxeHun A) U NpUMepbl ONMCaHUsA
NnekapcTBEHHbIX CPeACTB B NpuioxeHun B.

MyTb BBEAEHWSA AO/MKEH ObITb OMUCAH C MOMOLLbIO TUMA AAHHbIX «KOAWPOBaHHOEITOHATHE.

5.3.5 ¥YnakoBka

5.3.5.1 O6uiee onucaHue

OnncaHHasi HWKe KOHUenTyanbHas Mofenb onpefensieT MNOHATUE YMaKoBKW, 3N1EMEHTOB €ro
OnucaHusi, CTPYKTYP Y OTHOLLEHWUI MeXAy 3/1eMeHTamu.

5.3.5.2 MoHATHE ynakoBKu

MoHATME ynakoBKM OXBaTblBAET TIPynny M3 Tpex MOHATUIA, OMUCbIBAKOLIUX Cleayllmne 4acTHble
3/1eMeHTbI 1eKapCTBEHHOTO CPeACTBa: KOHTEHep, KPbILKy (MPO6KY) M yCTPOWCTBO NPUMEHEHMS.

KaTteropuaynakoBku YnakoBka
+3HauyeHue : KoanpoBaHHoeloHsATNE ¢ 0. Tt3HayeHve : KogmposaHHoelloHATME

PucyHok 11 - KoHuenTyanbHas guarpamMmma knacca «YnakoBka»

5.3.5.3 Knacc «KaTeropuaynaxkoBku»

Knacc «KaTeropusynakoBku» [O/DKEH WCNOMNb30BaTbCA Kak BbICOKOYpPOBHEBas kiaccudukaums
COCTaBHbIX 3/1IEMEHTOB MOHATWS YMNaKOBKW, a WMEHHO, KOHTENHep, Kpbiwka (npobka) un YyCTpOMCTBO
npumMmeHeHns. Knacc «KarteropnsaynakoBku» accouMmMpoBaH C HysieM uan 6onee Tunamu ynaxkoBku.

KaTteropus ynakoBku f0/mKHa ObITb OnN1caHa ¢ NOMOLLbIO TUNa faHHbIX «KOANPOBaHHOEMOHATHE.

5.3.5.4 Knacc «YnakoBka»

Knacc «YnakoBka» [O/DKEH AN yka3aHus aTtpubyToB, AO/MKHbIM 06pa3oM ONMCbIBAKOLWMX MOHATUSA
KOHTeliHepa, Kpblwkn (Npobkn) n ycTpoiicTBa BBeAeHUs. Knacc «YnakoBka» accouMMpoBaH C OfHWM
3K3EMMN/IAPOM knacca «KaTeropusynakoBku».

Mpumepsbl

1 KoHTelHepbl: amnyna, 6nucTep, Nysbipek, Tyba, Kopobka, Awmk. CM. Takxe npumepbl
HOpMaTWUBHbIX cnoBapei (Tabnnua A.10 B NpUAOXeHUN A) 1 NPUMEPbI ONUCaHUSA NNIeKapC T BEHHbIX
cpeAcTB B NpunoxeHun B.

2 KpbIWKM 1 NPOGKN: KONAYOK, 3aBUHYNBAIOLLMACA KONMa4voK, Npobka. CM. Takxke npumepsbl
HOpMaTWMBHbIX cnoBapeli (Tabnuua A.10 B NpuaoxeHun A) 1 NpymMepbl ONMUCaHUS NeKkapCcTBEHHbIX
cpeAcTB B NpunoxeHuun B.

3 YcTpoiicTBa BBeAeHUA: Urna, opasbHblii wnpuy. CM. Takke MpuMepbl HOpMaTUBHbIX
crnoBapeli (Tabnmua A.10 B npusioxeHun A) U NpUMepPbl OMWCaHWA NleKapCTBEHHbIX CPeACTB B
npunoxexHun B.

YnakoBka [0/kHa OblTb OnMcaHa C NoMOLLbIO TUNa AaHHbIX «KoAMpoBaHHOelToHATHE.
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Mpunoxenne A
(cnpaBoy4HOe)

MpuMepbl HOPMATUBHbLIX crioBapen

A.1 LUenb npeacrasneHHbIX NPUMEPOB

A.1.1 O6Lwee onucaHue

Mpumepbl HOPMaTUBHLIX CMOBaPHbLIX TEPMUHOB MPUBEAEHbl B HACTOALLEM MPUIOXEHUU TONbKO AN
uenei unmoctpauyun. XoTst 3T NpUMEpPbl MOTYT UCMONb30BAaTLCA NPU CO31aHMU HOPMAaTUBHBLIX CrOBapEW,
MX NPUCYTCTBUE B HACTOSLLEM [OOKYMEHTE HE O3HavaeT, uYTO OHWM SIBMSAITCA unu OyayT SABnNATLCA
ochuLmanbHLIMM HOPMAaTUBHLIMU CAIOBAPHBIMU TEPMUHAMU U YTO UX CcOAepkaHue obnaaaet NONMHOTOM.

A.1.2 JlekapcTBeHHan go3uposaHHasa popma

Tatnuua A.1 — MNMpuMepbl COCTOSAHUI BELLECTBA U 6A30BbIX J03MPOBAHHBLIX (hOpM
CocTosiHue BellecTBa ba3sosasa gosmpoBaHHasa ¢opMa

[a3oo6pasHoe MeauumHckuin ras
Map
Xuakoe Konnoaun
KoHueHTpaTt
AMynbeusa
Kuakoctb
PactBop
CycneHsusa
MonyTeepaoe Kpem

lenb

Masb

Macta
TBepaoe Kancyna
MneHka
paHynbl
PesuHka
MmnnaHTaHt
Bcraska
TabneTtka
HesacHoe HescHas

Tabtnuua A.2 — lNpuMepbl XapakTepuUcTUK1 AeNCTBUS
XapaKkTepucTuka 4eicTBus

3ameaneHHoe
MponoxruposaHHoE
M3meHeHHoe
HemeaneHHoe
He ykasaHo

Ta6nuua A.3 - MNpumepbl npeobpa3oBaHum
MpeobpasoBaHue

Pa3sBegeHue
PacTtBopeHue
SKCTpakums
CwmeLumBaHue
CycneHauposaHue/aucnepruposaHme
He Tpebyetcs
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Tabnuuya A.4 — lMNpumepbl npeanonaraeMoro Mecta BBEAEeHUs!

I'Ipe,qnonaraemoe MeCTO BBeeHUA

YwHoe

KoxxHoe

[eHTanbHoe

BHyTpumaTouHOE

WHTpaBesnkynapHoe

HasanbHoe

nmasHoe

MepopanbHoe

MonocTk pTa

JleroyHoe

PekranbHoe

BnaranuwHoe

He ykasaHo

Tabnuua A.5 — lMpumepbl cnocoba BBEAEHUS

Cnocob BBeaeHus

Annnukaymsa

BaHHa

XeBaHue

[NonockaHue

CTpyiHOe BnmMBaHue

MNHbekunsa

BcraBka

KanenbHoe BnMBaHue

[NopowlkoBasa nHranaums

PacnbinexHue

notaHune

He ykasaH
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Tabnuua A.6 — lNpumepbl NEKapCTBEHHbIX 403UPOBAHHbLIX HOPM
IlexapcTBeHHas fo3npoBaHHasa dopmMa
Kancyna ansa nonoctu pta
YKepatenbHag Tabnetka
KoHueHTpaT Ans npuroToBNEHUs pacTBopa AN HAPY>KHOTO NPUMEHEHUA
HasanbHbIn kpem
TabneTtka ¢ 3ameaneHHbIM AeNcTBUEM
LLUnny4mne rpanynel
OMynbCUa ANa UHbEKLUUK
TabneTka ¢ NPONOHIMPOBAHHLIM AEHCTBUEM
MeHa AN Hapy>XHOro NPUMEHEHUA
paHynbl ANS NPUrOTOBNEHNUA CYCNEH3UU AN NEPOPanbHOro NPUMEHEHUS
Teepaas kancyna
TBepaasa kancyna ¢ NOPOLUKOM ANA MHranauumi
MmnnaHTaHT
TabneTka 3aweyHan Mykoaare3uBHas
YwHaa masb
KoxxHas ma3sb
OpanbHbIi NOPOLUOK
OpogucnepcHas nneHka
IMopoLLOK ANsi HAPYXHOrO NPUMEHEHUS
MopoLLoK ANst NPUrOTOBMEHUA pacTBOpa ANs BHYTPUBEHHbLIX BIIMBAHWIA
[Mopowok ANnA NpUroToBeHUsA pacTBopa ANs MHbEKLUIA
PacTtBop anst uHransuuin B 6annoHe noa AaBNeHNEM
CycneHsnsa and uHranauuin B 6annoHe noj AaBneHuem
"MasHble Kannu NPorioOHrMPOBaHHOIO AeNCTBUA
Msrkas kancyna ¢ 3amefneHHbIM AENCTBUEM
PactBopumMas Tabnetka
YWwHble kannu
YwHon cnpen
nasHble kannm
PactBop Ans BHYTPUBEHHLIX BIMBaHUN
PacTtsop Ana uHbLekumin
MNepopanbHbIi pacTBop
Cnpen gnga nonoctu pra
Cnpen noabA3bIYHbIN
CynnosuTtopuii
OpanbHas cycneHauns
TabneTtka
TabneTka aAna NonockaHus
TabneTka noabA3bIYHAA
TabneTka BarmHanoHas
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Tabnuya A.7 — MNMpumepbl KOMOMHUPOBAHHLIX NEKAPCTBEHHbLIX 403MPOBaHHbLIX (hopMm

KombuHpoBaHHas nekapcTBeHHas A03MpoBaHHas
dopma

KOMMOHeHTEI (NekapcTBEHHbIE A03UpOBaHHbIE DOPMbI)

KoHUeHTpaT 1 pacTBOpUTENb ANS NPUTOTOBMEHUS
pacTBopa AN HAPY>KHOrO NPUMEHEHUS

KoHueHTpaT Ans NpuroToBNeHUst pacteopa Ans
HapPY>XHOT0 NPUMEHEHUs!

PacTBopuTesb ANs NPUrOTOBNEHUS pacTBOpa Ans
HaPY>KHOTO NPUMEHEHUS

CycneHsus 1 rpaHynbl AN NPUroToBIEeHUs
CyCrneH3uUmn Ansi nepopantHOro NpUMeHeHUs

CycneHsusa ansi NpuUroToBreHNUst CycneH3um ans
nepopasibHOro NpUMeHeHus1

MpaHynbl 4N NPUrOTOBEHUS CYCNEH3UM AN
nepoparnbLHOro NPUMeEHeHUs!

A.1.3 EauMHuubl npeactaBrieHUA

Tabnuua A.8 — lNpumepbl eAMHNUL NPeACTaBNEHUS

E,EI,VIHVILta npeacrtaBleHnA

Hosa cnpesq

My3bipek

Kancyna

Kanns

MmnnaHTanT

Bcraeka

Mnactbipb

Lapuk

Cynnosutopui

Tabnetka

dnakoH
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A.1.4 TNyTtb BBeaeHUA
Tabnuuya A.9 — lNMpumepsbl NyTU BBEAEHUSA
MyTb BBeaeHua

YLwHon
KoxxHbIN

[eHTanbHbIN
[eceHHbIn
WHranaynoHHbIn
MHTecTUHanbHbIN
BHyTpuapTepuanbHbIi
MHTpakapananbHbIi
MHTpauepebpanbHbliii
MHTpauepBuUKanbHbIi
WHTpanumdaTnyeckuin
BHYTpUMbILLEYHbIV
MHTpaokynapHbIn
BHyTpuMaTOuHbIN
BHYTpMBEHHDIN
MHTpaBesunkanbHbIn
[OpTaHHO-rMOTOYHbIN
HasanbHbli
KOHBIOHKTUBAMBHbIV
MepopankHbii
B poToBy0 NONoCTb
PekTanbHbIi
MyTb BBEAEHUS HE NPUMEHUM
[MoAKOXKHbIN
Cy6nuHreanbHbIi
TpaHcaepMarnbHblIi
YpeTpanbHblit
BraranuiyHein

A.1.5 YnakoBka
Tabnuya A.10 — MNpumepbl ynakoBKW U KATETOPUIA YNAKOBKU
KaTreropus ynakoBku YnakoBka

KoHTelHep Amnyna

Bnuctep

My3bipek

Kopobka

Kaptpuax

Tyba

Kpbiwka, npobka Konnayvok

3awura o1 geten
3aBMHYMBAIOLLMICA KONINAYOK
YCTPOWCTBO BBEAEHUS AnnnukaTop
Kucrouka

Yauika

Mrna agna uHbekumn
LLnpwuy, ans nHbekuun
MeputenbHas noxka
OpanbHbIi WNpuL,
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Mpunoxexue B
(cnpaBo4HoOe)

Mpumepbl HOpMaTUBHLIX CrIOBapen Ans ONUCaHUA NeKapCTBEeHHbIX CpeacTs

B.1 Lenb npeactaBneHHbIX NpUMMeEpoOB

Mpumepbl onucaHuii NEeKapCTBEHHbIX CPEACTB, B KOTOPbIX ONpeAersieHHble CBOMCTBA OMUCaHbl C
MCMOMb30BaHWEM HOPMAaTWUBHbLIX CroOBapewn, NpuUBEAEHbl B HACTOSALIEM NPUMOXKEHUU TOMbKO ANS Uenewn
UNnCTpaumm, 4Tobbl MPOAEMOHCTPUPOBATL, Kak MOryT CO034aBaThCA TAaKMe HOPMAaTUBHbIE CroBapu
TEPMUHOB, UCMONb3yeMble ANA NPUCBOEHUs naeHtudukatopos PhPID u MPID.

B.1.1 JlekapcTBeHHbIN npenapat LITHDRUG

JlekapcTBeHHass pOo3upoBaHHaa opma: npousBeeHHas = nMpuMeHsemasa: TabneTtka
NPOMIOHIUPOBAHHOIO AEUCTBUA

CocTosHME BewecTBa: TBEpPAOe

BasoBas go3npoBaHHasa opma: Tabnetka

Xapakrepuctuka 4edCTBUA: NPONOHIMPOBaHHOE

MNpeobpasosaHue: He TpebyeTcs

Cnoco6 BBeAEHUSA: IMOTaHue

Mpeanonaraemoe MecTo BBEAEHUA: nepoparnsHoe

EouHuua npeacraBneHus: Tabnertka

MyTb BBEAEHUA: NnepopanbHbIN

YnakoBka:

KoHTelHep: nepBryHas ynakoBka: ny3bipek

BHELLUHASA YyakoBka: KOpo6ka

Kpblwka, npo6ka: 3aBUHYNBAKOLWMNACA KONINA4Y0K

YCTpPOMCTBO BBEAEHUA: HE NPUMEHUMO

B.1.2 JlekapcTBeHHbIN npenapat INHALDRUG

JlekapcTBeHHas pAo3upoBaHHaa ¢opma: npouM3BeAeHHAA = MpUMEHsemMas: CYCneH3ua Ana
a3’po30sIbHON UHransauumn

CoCTOsIHME BELLECTBA: Xuakoe

Basosasa gosuposaHHas popma: CycneH3us

XapaktepucTuka AenCTBUSA: He yKasaHo

[NpeobpasosaHue: He TpebyeTcsa

Cnoco6 BBeAEHUA: Hranauus

Mpeanonaraemoe MecTo BBEAEHUA: NeroyHoe

EouHuua npeacrtaBneHus: 403UPOBaHHOE HaxaTue

MyTb BBEOGHUA: UHTANALUOHHbIN

YnakoBka:

KoHTelHep: neperyHasn ynakoeka: 6annoH nog naBrieHueM

NPOMEXYTOYHAA YNaKOBKA: MELOYeK

BHELLHASA yNakoBKka: KOpoGka

Kpbiwka, npo6ka: oTcyTcTBYyeT

YCTPOMCTBO BBEAEHUA: pacnbiNMTErNIbHasi rONoBKa

B.1.3 JlekapcTBeHHbIN npenapat ANTIHEMODRUG

KomMbuHupoBaHHas nekapcTBEHHas AO03MpOBaHHasA ¢opma: NMOPOWOK U pacTBOpUTENnb Ans
NPUroTOBIIEHUA pacTBOpa Afisl MHbEKLUIA

KomMnoHeHT 1 nekapCTBEHHOM AO03UPOBAHHON (HOPMbI: MOPOLLUOK ANA NPUrOTOBMEHMA pacTBopa Ans
UHBEKLNIA

KoMnoHeHT 2 nekapCTBEHHOW A03MPOBAHHOW (DOPMbI: PacTBOPUTENb ANA NPUrOTOBMEHMA pacTBopa
AN UHbEeKUMI

JlekapcTBeHHas go3uMpoBaHHasa hopma, NpuMeHsiemas: pacTBOp A4St UHbEKLUN

CoCTOsIHME BELLECTBA: Xuakoe

Basosasa nosnposaHHaa opma: pacteop

XapakrepucTuka JenCcTBus: He ykazaHo

MpeobpasoBaHue: He TpebyeTca

Cnoco6 BBeAEHUA: UHbEKLMSA

Mpeanonaraemoe MecTo BBEAEHUA: NapeHTepansHoe

KomnoHenT 1. JlekapcTBeHHass gOo3upoBaHHaA ¢opma, NpoM3BEAEHHASA: MNOPOLWOK OnA
NPUroTOBIIEHUA pacTBOpPA ANA UHbEKLUUA
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CocrosiHve BewecTsa: TBepaoe

Ba3soBas ao3upoBaHHasa popma: NOpPOLLIOK

XapakrepucTuka AeMCTBUSA: He yKa3aHo

Mpeobpa3oBaHue: pacrBopeHue

Cnoco6 BBeAEHUS: UHBEKLUS

Mpeanonaraemoe MeCTO BBEAEeHUS: NapeHTepanbHoe

JlekapcTBeHHasi Jo3upoOBaHHas hopMa, NpMMeEHsieMas: pacTBOP ANA UHBLEKLWUIA

EauHunua npeacraBneHus: (pnakoH

MyTb BBeAeHUA: BHYTPUBEHHbIN

YnakoBka:

KoHTelHep: nepBuyHasn ynakoBka: ¢pnakoH

BHELLHSS1 YNaKkoBKa: KOpoOka

Kpbiwka, npobka: konnauok, npooka

YCTpONCTBO BBEAEHUA: HE NPUMEHUMO

KomnoHeHT 2. JlekapcTBeHHas pAo3upoBaHHaa ¢opma, npousBedeHHasi: pacTBop ans
NPUrOTOBIIEHUSA PAacTBOPA ANl UHbEKLUIA

CocCTOosiHME BELeCTBa: Xuakoe

BasoBas gosmposaHHas ¢popma: pactBOpUTENDb

Xapakrepuctuka AeWCTBUS: HE YKa3aHo

Mpeobpa3oBaHue: pacTrBopeHue

Cnocob BBeAEHUS:: UHbEKLUS

Mpeanonaraemoe MeCTo BBEAEHUS: NapeHTepanbHoe

JlekapcTBeHHasa go3upoBaHHana popMa, NPMMEHSEMasn: pacTBOP ANA UHbLEKLUNA

EavHuua npeacraBneHus: pnakoH

MyTb BBeOEHUA: BHYTPUBEHHLIN

YnakoBka:

KoHTelHep: nepeuyHas ynakoBka: ¢pnakoH

BHELUHAA yNnakoBKka: KOpooka

Kpbluwka, npoGka: Konnavok, npobka

YCTPONCTBO BBEACHUA: HE NPUMEHUMO

B.1.4 lekapcTBeHHbI npenapat INFLUENZAVAC

KomOuHupoBaHHas nekapcTBeHHaA [O3UpoBaHHas (popma: cycneH3Uas M 3MynbCuA ans
NPUroTOBIEHUA IMYSILCUMN ASNIA UHBEKLMIA

KomnoHeHT 1 nekapCTBEHHON AO3MPOBAHHOW (DOPMbI: CYCMEH3UA Ans NPUroTOBNEHUS IMyNbCUU ANA
UHBEKLUN

KOMMOHEHT 2 nekapCTBEHHOW J03UPOBAHHON (POPMbI: IMYNbCUA AN NPUrOTOBIEHUSI SMYNbLCUU ANA
UHBEKLUI

JlekapcTBeHHaA fo3upoOBaHHAA (POPMA, NPUMEHAEMAs: IMYNbCUA AN UHbEKLMIA

CoCTOsiHWE BeLLeCcTBa: XUAKOe

Basosas noaupoBaHHas hopma: aMynbcusi

Xapakrepucruka AENCTBUSA: HE YKa3aHO

MpeobpasoBaHue: He TpebyeTcs

Cnoco6 BBeAEeHUS:: UHBEKLIUS

Mpeanonaraemoe MECTO BBEAEHUS: MApeHTepansHoe

KomnoHeHT 1. JlekapcTBeHHas [A03uMpoBaHHaa opma, npou3BeAeHHas: CycneH3us Aana
NPUroTOBMEHUA IMYIIbCUUN AN UHBEKUUA

CocCTosHWE BeLLeCTBa: XUaKoe

Basosas aosuposaHHas hopma: cycneHsus

Xapakrepucruka AeriCTBUSA: He yKa3aHo

Mpeo6pa3oBaHue: cMeLLMBaHUE

Cnoco6 BBeAEHUS: UHBEKLIUS

Mpeanonaraemoe MECTO BBEAEHUS: MApeHTepansHoe

JlekapcTBeHHasn po3upoBaHHana POpMa, NPUMEHSIEMAN: IMYNbCUSA ONA UHbEKLUN

EauHuua npeacraBneHun: (pnakoH

MyTb BBeOAGHUA: BHYTPUMbILLEYHbIA

Ynakoska:

KoHTeunHep: nepBuyHas ynakoBka: (priakoH

BHELLUHAS ynakoBKka: kOpobka

Kpblwka, npo6ka: npobka

YCcTpONCTBO BBEAGHUA: HE NPUMEHUMO
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KomnoHeHT 2. JlekapcTBeHHaa AOo3upoBaHHaA dopma, MNpousBeAeHHas: I3IMynbcua Ans

NPUroTOBIIEHUA IMYILCUMN NSt UHbEKLUUIA

CoCTOsIHME BELLECTBA: Xuakoe

Basosasa nosuposaHHas popma: aMynbCcua

XapakrepucTuka A4eNCTBUS: HE yKasaHo

MNpeobpasoBaHne: CMeLLMBaHme

Cnoco6 BBeAEHUA: UHBbEKLMUSA

Mpeanonaraemoe MecTo BBEAEHUA: NapeHTepansHoe

JlekapcTBeHHas QOo3upoBaHHaA popma, NpMMEHAEMad: IMYSIbCUA OSNA UHbEKUUIA
EauvHuua npeacraBneHus: ornakoH

MyTb BBEOEHUA: BHYTPUMbBILLEYHbIN

Ynakoska:

KoHTenHep: nepeuyHasi ynakoBka: (priakoH

BHELLHSS| ynakoBka: Kopobka

Kpblwka, npo6ka: npo6ka

YCTpOACTBO BBEAEHUA: HE NPUMEHUMO

B.1.5 JlekapcTBeHHbIN npenapat COMBIDRUG

KomnoHeHt 1. JlekapcTBeHHas pA03uMpoBaHHaA ¢Qopma, npou3BeAeHHad = npuMeHsemMas:

BarvHanbHaa TabneTtka

22

CocTosiHME BeLecTBa: TBEpaoe

BasoBas nosnpoBaHHaa opma: BarmHanbHas TabneTtka
XapakrtepucTuka 4enCTBUS: HE yKasaHo
MpeobpasoBaHue: He TpebyeTcs

Cnocob BBeaeHUS: BCTaBka

Mpeanonaraemoe MecTo BBEAEHMUSA: BNaranuLliHoe
EouHuua npeacraBneHus: Tabnertka

MyTb BBeOEHUA: BNaranuiyHbIn

YnakoBka:

KoHTenHep: nepBuYHaga ynakoBka: onucrep

BHELLHASA yakoBKka: KOpo6ka

Kpblwka, npoGka: oTcyTCTBYEeT

YCTpOMCTBO BBEAEHUSA: anmnsymKaTop

KomnoHeHT 2. JlekapcTBeHHas Ao3upoBaHHaa hopmMa, Npon3BeaeHHad = NPUMEHAEMAs: KpeM
CoCTOsIHME BELLEeCTBa: NoNyTBepaoe

Basosasa nosuposaHHas opma: Kpem

XapakrepucTuka 4eNCTBUS: HE yKasaHo
[NpeobpasosaHue: He TpebyeTcs

Cnoco6 BBeAeHUA: annnmkaymsa

Mpeanonaraemoe MecTo BBEAEHUA: KOXKHOE

Eounuua npeacraBneHus: ty6a

MyTb BBEAEHUA: KOXHbIN

YnakoBka:

KoHTenHep: nepenyHaga ynakoeka: Tyba

BHELLHASA yNakoBKka: KOpo6ka

Kpblwka, npo6ka: npo6ka, 3aBMHYMBAKOLWMUIACA KOSINAYOK
YCTpOACTBO BBEAEHUA: HE NPUMEHUMO
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