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MpeaucnoBue

1 NOATOTOBJIIEH denepanbHbiM rocyfapcTBeHHbIM G1opKeTHBIM yupexaeHueM «LleHTpanbHbIi Ha-
YUYHO-MCCNeAoBaTENbCKUA MHCTUTYT opraHvsauMm U uHdopmatusaumm sgpaBooxpaHeHusi» MuHucTepcTsa
3apaBooxpaHeHus Poccuiickon ®egepaumn (PEIY «LLHUMOWM3» MuHsgpasa) 1 o61ecTBOM ¢ orpaHU4eHHON
OTBETCTBEHHOCTLIO «KopnopaTuBHbIE 3NEKTPOHHBIE CUCTEMBI» HAa OCHOBE COBCTBEHHOMO ayTEeHTUYHOro nepe-
BOJA Ha PYCCKUIA A3bIK MEXOYHapo4HOro AOKYMeHTa, yKasaHHOro B NyHKTe 4

2 BHECEH TexHu4eckum koMuteToM no ctaHgaptusaumu TK 468 «MHdopmaTusaums 300poBba» nNpu
LUHMNOWS MuHagpasa — noctosaHHbIM npeactasutenem NCO TK 215

3 YTBEP)XOEH W BBE[JEH B IEMCTBUE Mpukasom deaepansHOro areHTcTea no TeXHUYECKOMY pe-
ryriMpoBaHuio 1 Metporiorin ot 17 Hosibps 2014 . Ne 1621-cT

4 HacTtodawmMn ctaHgapT uaeHTudeH mexayHapogHomy ctaHgapty UCO 11615:2014 MHdpopmaTusa-
unsa 300poBbs. MaeHTudurKaumsa nekapcTBEHHbIX CPeAcTB. dNeMeHTbl AaHHbIX U CTPYKTYPbI 451 YHUKalbHON
nageHTudurkaumm n obMmeHa MHdopmaLmen o perncTpupyemMblx nekapcTBeHHbIX cpeacteax (ISO 11615:2012
«Health informatics — Identification of medicinal products — Data elements and structures for unique
identification and exchange of regulated medicinal product information»).

HaunmeHoBaHWe HacTosiLero ctaH4apTa N3MEHEHO OTHOCUTENbHO HaUMEHOBaHWA YKa3aHHOMo MeXAay-
HapogHoro ctangapTa Ans npusegerus B cootsetctaue ¢ FTOCT P 1.5—2004 (nyHkT 3.5).

Mpu NnpyMeHeHNN HacTosLero cTaHgapTa pekoMeHAYeTCs UCMOMb30BaTh BMECTO CCbITOYHBLIX MeXayHa-
POAHbIX CTaHAapTOB U JAOKYMEHTOB COOTBETCTBYHOLLME UM HaumoHarnbHble cTaHaapThl Poccuiickon ®enepa-
LN, CBEAEHNsI O KOTOPbIX NPUBEAEHbI B CMPaBOYHOM MpunoxeHnn QA

5 BBEJEH BINEPBbIE

lMpasuna npumeHeHus1 Hacmosweao cmaHd0apma ycmaHoeneHsl 8 FTOCT P 1.0—2012 (pasden 8).
UHpopmayus 06 usMeHeHUsIX K HacmosityeMy cmaHdapmy ry6nukyemcst 8 €eXXe200HOM (110 COCMOSIHUIO Ha
1 aHBaps1 meKyuweao 200a) UHGhOpMaUUOHHOM yKasamere «HayuoHansHble cmaHOapmebi», a oghuyuansHbll
meKem U3MeHeHULl U MonpasoK — 8 eXeMeCsIHHOM UHGbOpMayUOHHOM yKkasamene «HayuoHarnbHbele cmaH-
Gapmei». B criydyae riepecMmompa (3aMeHkl) Uiu OMMeHbl Hacmosiweao cmaHoapma coomeemcmeylouiee
ysedomneHue bydem onybniukosaHo 8 briuxalilieM 8birycKe eXxeMecsyHo20 UHGOPpMayUOHHO20 yKa3amersi
«HauyuoHanbHble cmaHdapmei». Coomeememesyiouas UHbopMayusi, yeeGoMIIeHUE U MEKCMbI pasMeuialom-
Csl makXke 8 UHGhopMalUoHHOU cucmeme obuyezo rnonb3osaHuss — Ha oghuyuarnsHoM calime ®edeparnbHo20
azeHmemea 1o MexHU4eCKoMy peaynuposaHuto U Memporoauu 8 cemu MiHmepHem (www.gost.ru)
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BBepeHue

Hacroawwuit ctaHaapT paspaboTaH B CBA3W C LUMPOKOA MUPOBOI MOTPEBHOCTLI0 B MEXAYHaPOAHON rap-
MOHM3aLMN ONUCaAHUIN NeKapcTBEHHBbIX cpeAcTB. OH SIBMSIeTCA OOHUM U3 MSATU cTaHAapToB, obpasyowux 6a-
3UC YHUKanbLHOW naeHTUduKaumn nekapcTBeHHbIX cpeacTs. B aTy rpynny ctaHgapToB BXogsT:

1ISO 11615, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated medicinal product information (MHdopmaTusaumsa 3go-
poBbsi. UoeHTudMKauna nekapCcTBeHHbIX cpeacTB. ANeMeHTbl AaHHbIX U CTPYKTYpPbI A51sl yHUKanbHOW naeHTu-
cdukaumm n obMeHa nHgopmaumein o permcTpupyemblx nekapcTBEeHHbIX cpedcTBax);

ISO 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated pharmaceutical product information (MUHcdopmaTusa-
uus 3aopoBbsi. UaeHTudmkauma nekapcTBEHHbIX CpeAcTB. JNeMeHTbl AaHHbIX U CTPYKTYPbl 4511 YHUKASIbHON
naeHTudmKaLmm n obmeHa nHopMaLmMein o perMcTpupyeMbIX nekapcTBEHHbIX Npenaparax);

1ISO 11238, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of regulated information on substances (UHdopMaTusaLmsa 3nopoBbS.
MpeHTudukaumsa nekapcTBeHHbIX CPpeacTB. ANEMEHTbI AaHHbIX U CTPYKTYPbI ANs YHUKanbHoW uaeHtuduka-
uun 1 obmeHa nHdopMaumnein o perucTpmpyembix apMaueBTUIecKkuX cybcTaHLmsIX);

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 (UHdopmaTusaums snoposbs. UaeHTudukauuna
NEeKapCTBEHHbIX CPEACTB. ONeMeHTbl AaHHbIX U CTPYKTYPbl sl YHUKanbHOW naeHTudukaumm n obmeHa
UHdopMaLMen 0 perucTpupyembix opmax 4O3UPOBKU, eAnHULIAX NpeacTaBneHusl, cnocobax BBeAeHUs! 1
ynakoBke);

1ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for
the unique identification and exchange of units of measurement (MHdopmaTusauns sgoposbsa. UaeHTuduka-
UMl NeKapCTBEHHbIX CPeACcTB. OreMeHThl AaHHbIX 1 CTPYKTYpbl ANS YHUKanbHOW naeHTudukauum n obmeHa
nHdopmMaLmMen o egnHULAX U3MepPEHUs).

3Tn cTaHaapTbl nageHTUdUKauumn nekapcTeeHHbIX cpeacTs (IDMP — Identification of Medicinal Products)
npeaHasHaveHbl ANsA NOAAePKKA AeATenbHOCTM OpraHoB KOHTpONsA obpalleHns NekapCcTBeHHbIX CPeacTB BO
BCEM MUpe, BKIOYasa KOHTPOIb 32 MCCreoBaHWeM fieKapCTBEHHBIX CPeACTB, perncrpaunen nekapcTBeHHbIX
cpedcTB, ynparneHne UX XXU3HEeHHbIM LUMKIIOM, a Takke KOHTPOMb PUCKOB U chapMakoHaasop.

Ona focTxeHUs1 OCHOBHBIX Lienei KoHTponsi obpalleHns nekapcTBeHHbIX CPpeacTs U dhapMakoHagsopa
HeoBxoaumo obecneymBaTh HaAEXHbIN, KAHECTBEHHbIN U COrNacoBaHHbIA 06MeH MHdopMaLMen O NekapcTBeH-
HbIX cpeacTBax. MoaTomy cTaHgapTel IDMP pernaMeHTUpyoT Kak MUHUMYM CrieaytoLnin o6mMeH AaHHbIMM:

- MeXay opraHaMu KOHTPOrs;

- 0T hapmaLleBTUYECKON PUPMBbI OpraHy KOHTPONS;

- OT CMOHCOpa KINMMHUYECKOro UCCNeaoBaHus opraHy KOHTPONS;

- OT opraHa KOHTPOIsi APYrMM y4acTHUKaM obpalleHWsl NeKapCTBEHHbIX CPeACTB;

- OT opraHa KOoHTPOnsl MeXayHapoaHbIM UCTOYHNKaM aHHbIX.

CooTBeTcTRyOLLME crielnduKaLmn coobLLeHNI, 06ecnedMBatoLLNX YKkasaHHbIM Bbllle 06MeH AaHHbIMU,
ABMSOTCA COCTABHOM YacTbio cTaHgapTos IDMP.

YHUKanbHble NOEHTUUKATOPBI, MPUCBOEHHLIE B COOTBETCTBUM co cTaHaapTamu IDMP, npegHasHaveHb!
0151 UCNONb30BaHNA B TEX MPUMOXEHUAX, KOTOPbIM Heobxoauma HagexHas naeHTudunkauma n oTcnexmsaHue
NPUMEeHeHNs1 NekapCTBEHHbIX CPeaCTB.

Ons pasnuuHbIX Lener U pasHbiX YCNoBUiA B cTaHaapTax MHdopMaTusaumm 30opoBsbs, dapmauui 1
KOHTPOIS NIEKAPCTBEHHbIX CPEACTB UCNomb3yeTcs Honbluoe YMUCO pasHblX MOHATUA. B HacTosawem ctaHaap-
Te npuBeaeHbl Te TeEpMUHBI U onpeaeneHns NOHATUR, KoTopble npedHasHavyeHbl AN YHUKaNbHOW UAEeHTU-
drKaum perncTpupyeMbIX NeKapcTBEHHBIX CPEACTB, ONMUCaHUA X CBONCTB U Nepefadvn COOTBETCTBYIOLEN
WMHpopmMaLmK.

TepMuHbI 1 onpedeneHnsl, NPUHATEIE B HACTOsILLEM cTaHAapTe, NpeaHasHaveHbl AnA obneryeHus uH-
TepnpeTauum U NPUMEHEHUS PUANYECKUX U HOPMAaTUBHBLIX TPeBoBaHUA, HO OHU HEe AOMMKHbLI NpeBanupo-
BaTb Haf ropuandeckn obssbiBaoWMMN AoKyMeHTaMu. B cnyyae COMHeHUst unm noTeHuuanbHoro KoHnukTa
OOIKHBI NPUMEHATLCA TEPMUHBI U oNpeAeneHus], NPUHSTLIE B OPUANYECKU 00sI3bIBAOLIMX AOKYMEHTAX.

HacToawwui ctangapT paspaboTtaH coBmecTHo ¢ O6wwein mogensio npogykummn (Common Product Model)
opranusauumn HL7. Mpeanonaraetcs, yto Ans cneumnduumMpoBaHHOro B HeM obmeHa uHdopmaumen mexay
yyacTHUKamn obpalueHns nekapcTBeHHbIX cpeacTs 6yayT ncnonb3osatbes coobleHus ctangapta HL7 V3.

\
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B koHTekcTe obMeHa perncTpalnoHHbIMA AaHHBIMU HACTOSLLMIA cTaHAapT UMeeT ABOSIKOE HasHaveHue:

- ONpeaennTb 3MeMeHTEl U CTPYKTYPLl AaHHbIX, @ Takke OTHOLUEHUS MeXAy 3neMeHTaMu AaHHbIX, He-
06X0aNMBIX ANS YHUKaNbHOW 1 YBEPEHHOM MAeHTUDUKALMN NeKapCTBEHHbIX CPeACTB, NpedHasHauYeHHbIX AN
neveHns Yenoseka;

- 334aTb ONpeaeneHus TePMUHOB, NUCMOMb3YEMbIX AN ONUCaHUA BCEX 3/1IEMEHTOB AaHHbIX, Heobxoau-
MbIX ANS YHUKaNbHON 1 yBepeHHOW naeHTUgUKaLmMm nekapcTBEHHbIX CpeaCcTB A8 NPUMEHEHUS YENMOBEKOM.

Kpome Toro, ansa obecneveruns ycnewHoro obmMeHa conyTcTaytoLer nHgopmaLmein B HaCTOSALWNIA CTaH-
0apT BKOYeHbl CCbINKW, Heobxoaumele AN UCToNb3oBaHNA Apyrnx ctaHgapTos rpynnel IDMP 1 ctangapTos
obmeHa gaHHbIMU.

Vi
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HAUUWOHANBbHBLIA CTAHOAPT POCCUMNCKON SOEOEPALMUMN

UHdopmaTuUsaums 3goposba
UAEHTU®UKALINA NEKAPCTBEHHbIX CPEICTB.

3neMeHTbI AaHHbIX U CTPYKTYPbI AN YHUKaNbLHOW naeHTUdUKaummu n o6meHa uHdopmaumeit o peru-
CTPUpPYeMbIX NeKapcTBEeHHbIX cpeAcTBax

Health informatics. Identification of medicinal products. Data elements and structures for the unique identification and
exchange of regulated medicinal product information

Data BBeaeHna — 2015—10—01

1 O6nacTb NpUMeHeHus

B HacTodLeM cTaHAapTe onucaHbl onpeaeneHns U NOHATUSA, a TakKe 3NEMEHTbI AaHHbIX U UX CTPYKTYp-
Hble OTHOLLEHUsl, HeobXxoauMble ANl YHUKanNbHOW naeHTUdUKaumMm U AeTanbHOro onMcaHus NekapcTBEHHbIX
cpeacTs.

CraHpapTbl, NepeyncrieHHble BO BBEAEHUU, B CBOE COBOKYNHOCTU NpeacTaBnaAoT cobolt uHdopmaum-
OHHYIO MOZeNb, NPeAHasHauYeHHY0 ANs ONUCAHUA XapakKTEPUCTUK N YHUKaNbHON uaeHTUdUKaumm peructpu-
PYEMbIX NEeKapCTBEHHbIX CPEACTB AN NPUMEHEeHUA YEeNOBEKOM B TeYEeHUEe BCEro UX XXWU3HEHHOro uukna, To
€CcTb No Mepe HeobxoaMMOCTM OT pa3paboTkM A0 perncTpauun, NPoBedeHNs NOCTPErucTpauMoHHbIX uccne-
OOBaHWiA, OGHOBMNEHUS UMW CHATUS C PbIHKA.

Kpome Toro, ans obecneyeHus BO3MOXHOCTW ycnelwHoro obMeHa uHgopmauuven, cBs3aHHOW C YHU-
KanbHOW naeHTUMKaLNen n xapakTepucTukamm NiekapcTBEHHbIX CPEACTB, B HACTOSILLIEM CTaHAapTe onucaH
KOHTEKCT NpUMEHEeHUs1 Apyrnx cTaHgapToB obMeHa gaHHbIMK rpynnel IDMP.

2 HopmaTuBHbI€e CCbINKN

Ons npuMeHeHUs HacTosiLero cTaHgapTa HeobxoauMbl criedylolme CCbifodHbIe AOKYMeHTbl. Ona ga-
TUPOBaHHbBIX CCBINOK NPUMEHSIIOT TOMBbKO YKaszaHHoe U3fjaHue CCblNoYHOro AoKyMeHTa, Ans HeaaTupoBaHHbIX
CCbIMOK NPUMEHSIIOT NocrneaHee U3gaHne ceblfIOYHOro AOKYMEHTa (BKITHoYast BCe ero U3MeHeHus ).

NCO 639-2 Koagbl Ans npedcTaBneHUs HasBaHWin sA3bikoB. YacTb 2. TpexGykseHHbI ko (ISO 639-2,
Codes for the representation of names of languages — Part 2: Alpha-3 code)

NCO 3166-1 Koabl 4ns npeactasneHUs HassaHWA CTpaH v eAUHULL UX aAMUHUCTPaTUBHO-TEPPUTOPU-
anbHoro genexus. Yactb 1. Kogel ctpaH (ISO 3166-1, Codes for the representation of names of countries and
their subdivisions — Part 1: Country codes)

NCO 8601 BnemeHTbl AaHHBIX U dopmaThl ANns obmeHa uHdopmaumein. O6mMeH MHdopMaLumei. Mpea-
ctasneHue gat n spemenu (ISO 8601, Data elements and interchange formats — Information interchange —
Representation of dates and times)

NUCO 11616 (NHdpopmaTusauusa 3aopoBbs. MaeHTUdUKaUnsa nekapCcTBEHHbIX CPeacTB. ONeMeHThl AaH-
HbIX W CTPYKTYPbI ANS YHUKaNbHOW naeHTUdmKaumm n obmeHa nHdopmaimein o perncTpupyemMblx nekapcTeeH-
Hbix npenapaTtax (ISO 11616, Health informatics — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of regulated pharmaceutical product information)

NCO 11238 NHpopmaTnsaLmsa 3gopoBbs. NaeHTUdUKaLUS NekapCTBEHHbIX CPeACTB. ONeMeHThl AaH-
HbIX U CTPYKTYpbl AN YHUKaNbHON UAeHTUUKaLMmM 1 obMeHa uHdopmMaLmein o perncTpupyemMelx papma-
ueBTUyeckux cybctaHumax (ISO 11238, Health informatics — Identification of medicinal products — Data
elements and structures for the unique identification and exchange of regulated information on substances)

U3paHve opmumnanbHoe
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NCO 11239 NHdpopmaTuzaums 3aoposba. aeHTUdUKauma nekapcTBeHHbIX cpeacTs. ONeMeHTbl AaH-
HbIX U CTPYKTYpbl ANs1 YHUKanbHoW naeHtudukaumm n obmeHa wHdgopmauuren o peructpupyemMbix gpopmax
[003UPOBKW, eavMHULax npeacTasBneHus, cnocobax BeeaeHusa u ynakoske (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)

NCO 11240 WHdopmaTusaumst 3goposbA. MaeHTUdUKauMa nekapcTBEHHbLIX CpeacTB. ONeMeHTb
OaHHBIX U CTPYKTYpbl AN YHUKanbHOW uaeHTudukaummn n obmeHa nHcgopmMaumein o eauHULax MaMepeHnus
(ISO 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of units of measurement)

MCO 21090 NHdopmaTusauus 300poBbsA. MapMOHU3NPOBaHHLIE TUMNbI AaHHLIX AN obMeHa nHdopMa-
umen (ISO 21090, Health informatics — Harmonized data types for information interchange)

NUCO/MOIK 5218 WHbopmaumoHHble TexHomorun. Kogbl AnNs npeacTaBneHns nona Jenoseka
(ISO/IEC 5218, Information technology — Codes for the representation of human sexes)

3 TepMuHbI, onpeaeneHUst U COKpaleHUs

3.1 TepMmuHbI U onpeaeneHus

Ina uenen HacTosLero cTaHaapTa UCNOfMb3YTCA cneaytowme TepMuHel U onpeaeneHuns.

3.1.1 npumeHsieman paosupoBaHHan dopma (administrable dose form): MpumeHsieMaa ao3nposaHHan
nekapcTBeHHas opma, nony4veHHas B pesynbsraTte Bcex HeobxoauMbIx npeobpasoBaHuil NnpousseaeHHON A0-
3UpOBaHHOW POPMBI.

Mpumepui — Pacmeop 9ns unbekyuil, mabnemxa ons npuema eHympb, meepdast Kancyna ¢ fno-
POWKOM Ons1 UH2ansAyuu.

MpumeuaHune — NpumeHsiemas go3npoBaHHas hopma MAeHTUYHA NPON3BEAEHHON A03MPOBaHHON hopme B
crnyvasix, Korga npou3sBedeHHbI NPOAYKT He NpeobpasyeTcs (TO eCTb KOrAa OH ABNSAETCA NeKapCTBEHHbIM NPenapartom).

3.1.2 ycTpoMcTBO AN NpUMEeHeHUNA nekapcTBeHHoOro cpeacTra (administration device): YeTpoicTso,
npeaHasHavyeHHoe 451 NpaBUIIbHOrO NPUMEHEHWS NIEKapCTBEHHOTO CpeAcTBa

lpumepbl — Annnukamop, opasnbHbIU WAPUY,.

MpumeyaHue — YCTPOUCTBO AJIsi NPUMEHEHNS MOXKET ObITh NPUHAANEXHOCTBIO NMEPBUYHON YNAKOBKM UMK €€
KPbILIKK.

[ENV 12610:1997]
3.1.3 annepreHsbl (allergens, materials of concern): HrpeaneHTbl ycTpolicTBa, cnocobHble BbI3BaTh M-
nepYyBCTBUTENIbHOCTb NMEPBOro TUMa UMW annepruieckyro peakumio y nuu, ¢ NpeapacnonoXeHHOCTbIO K aTonmu.

lpumep — Jlamekc.

3.1.4 pata paspelwweHusn (authorization date): [lata Bblgaym paspelueHus Ha apmaleBTUYeECKYO Aes-
TEMNbHOCTb YMNOMHOMOYEHHBIM OPraHOM.

Mpumep — fama pecucmpayuu nekapcmeeHHo20 cpedcmea, paspeuwaroujeli e2o 2pax0aHckul
obopom.

3.1.5 npouenypa perucrtpauuu nekapcTtBeHHoro npenaparta (authorization procedure, marketing
authorization procedure): ®opmanbHas npoLeaypa, BbINOMHAEeMasn yrnonHOMOYEHHBIM OpraHoM MNpu perucTpa-
LM NeKapCTBEHHOro CpeacTBa, BHECEHUN U3MEHEHWUN B pernucTpaLMoHHoe Aocbe, NogTBePKAeHUN nnmn oT-
MeHe permcTpaumu.

Mpumep — OmMeHa peaucmpalyuu 8 ces13U ¢ ebisie/IeHUeM PUCKa MPUMeHeHUs IeKapcmeeHHO20
npenapama, npeebiwarouje2o e20 3¢hgheKmueHoCcmek.

MpunmeyaHne — AHmuiickue TepMmmHbl authorization procedure n marketing authorization procedure siBnsiotcsi
CUHOHVMMaMM.

3.1.6 cocTosiHue perucTpauum (authorization status): TekyLlee cocTosiHMe perncTpaumn nekapcTBeH-
HOro cpeacTaa.

2
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lpumepsbi — felicmeyem, npuocmaHoeneHa, Ucmek cpok delicmeusi, OMMeHeHa.

3.1.7 cepun (batch): Konuuectso nekapcTBeHHOro cpeacTsa, NpousBeeHHOe B pesyribTaTe O4HOro Tex-
HOMOMMYECKOro LnKnNa ero NpousBoauTeENeM.

3.1.8 Homep cepuu (batch number): UaeHTudukaTop, NPUCBOEHHLIA B onpeaerieHHbIi MOMEHT BpeMeHu
KOHKPETHOI Cepumn NekapCTBEHHOro CpeacTBa, NPON3BEAEHHOTO B pe3yrnkTaTe OfIHOrO TEXHONOrMYECKoro LuKna.

3.1.9 xapakrepucTuka (characteristic): AGCTpakumsa cBoMCcTBa obbekTa.

3.1.10 knuHuyeckoe ucnbiTaHue (clinical trial), knuHUYeckoe uccnepgoBaHue (clinical study): Usyye-
Hue nevebHbIX, hapmakonoruieckux nunu dapmakoguHamuyeckux CBOMCTB UCCNeyeMOro NeKapCTBEHHOTO
npenapara B npolecce ero NpMMeHeHns y Yenoseka, uaeHTUukaums HexxenaTenbHbIX peakuuin opraHusma
YyerioBeka Ha NpUMeHeHWe riekapCTBEHHOro Npenaparta, U3yYeHue NpoLieccoB BCAchiBaHUS, pacnpeaeneHus,
N3MeHeHWsA 1 BbIBEAEHUA UCCelyeMOoro nekapCTBEHHOro Npenapara B Liensx nonyyeHus okasaTtefibCcTs ero
6esonacHocTU 1 3 eKTUBHOCTH.

M pumedvaHune —TepMVIHbI KKIMUHUYECKOE UCNbITAHNE» N KKIMHUYECKOe NccrnegoBaHue» ABMNATCA CUHOHUMaMW,

3.1.11 paspelueHue Ha npoBeAeHUe KNUHU4Yeckoro uccneposaHua (clinical trial authorization): Pas-
pelleHVe Ha NpoBedeHne KIMHUYECKoro UCCcneaoBaHust, BelgaBaemMoe YNorTHOMOYEHHBIM OPraHoOM B pamkax
€ro pUCaNKLUN.

3.1.12 koMGMHMpOBaHHaa NekapcTBeHHaA fo3upoBaHHasa dopma (combined pharmaceutical dose
form): EQnMHbIN TepMuUH, onuckiBaoLWwMiA ABa UK 6onee NpounsseaeHHbIX NPoayKTa, KoTopble crneuuanbHbIM
06pazoM KOMBUHUPYHOTCA AN NofyYeHWs 04HOTO NeKapcTBEHHOro npenapara. B aTo onucaHue BknovaeTca
WHbopMaLMsa 0 AO3UPOBAHHON POopMe KaxKaoro NponsBedeHHOro Npoaykra v o MpUMeHsieMon 4O3UMPOBaHHON
dopMe nekapcTBEHHOro npenapara.

lpumep — [Mopowok u e2o0 pacmeopumesib NpU U320MOEJIeHUU pacmeopa ONns uUHbeKuudl.
JlekapcmeeHHoe cpedcmeo npedcmassnsiem coboli 0ea npoussedeHHbIX NPodykma: pacmeopsieMbilii
rnopowok u e2o pacmeopumens. JlekapcmeeHHblill npenapam, u320MO8JIeHHbIU U3 3mux deyx KOMMo-
HeHmos, npedcmasJsiiem coboll UHbEeKYUOHHbIU pacmeop; KoOM6UHUpPOo8aHHOU nekapcmeeHHol do-
3upoeaHHoU ¢hopMol AeIs1emcs «MOPOWOK U pacmeopumesib 0Nl UHBbEKYUOHHO20 pacmeopar.

3.1.13 HenaTeHTOBaHHOe HauMeHOBaHWe IekapCTBeHHOro cpepcTBa (common name, generic
name): MexagyHapogHoe HenaTeHTOBaHHOE HaUMeEHOBaHWe, pekoMeHaoBaHHoe BcemupHol opraHusauu-
el 3gpaBooXpaHeHuns]; ecrn TakoBoe OTCYTCTBYET, TO HenaTeHTOBaHHOe HauMeHoBaHUE, PeKOMeHAO0BaHHOe
YMOSTHOMOYEHHBIM OPraHoM B CBOEW opUCONKLNN.

[Pesontouna 46 BecemupHoli accambnen sgpasooxpaHeHus «WHA46.19 HenateHToBaHHble Ha3BaHUSA
ans papMaueBTUYeCcKNX BeLecTB»]

3.1.14 noHsiTue (concept): EanHuua 3HaHus, NpeacTasneHHan B CNOBECHON hopMe KaK COBOKYMHOCTb
NpU3HaKosB.

3.1.15 ynakoBka (container): Uagenue, siBnsioweeca 4acTbio NekapCTBEHHOro cpecTBa U NpeaHasHa-
YeHHoe AN coaepXaHusl, naeHTUdMKaLMm N TpaHCNopTUPOBKU KOMMOHEHTOB NEKapCTBEHHOrO CpeacTBa.

3.1.16 HopMmaTuBHbI cnoBapb (controlled vocabulary): KoHeuHoe MHOXeCTBO AONMYCTUMBIX 3HAYEHUIA
anemeHTa AaHHbIX.

MpumeyaHune — [JonyCTUMbIMK 3HAYEHUSIMN MOryT 6bITb KOABI, TEKCT UMK Yncna.

[CDISC Clinical Research Glossary V8.0, 2009]

3.1.17 Tun paHHbIX (datatype): MHOXeCTBO pasnUyHbIX 3HAYEHUN, XapakTepusyeMoe X CBONCTBaMW,
1 Habop onepauuin Hag 3TUMN 3HAYEHUSIMUA.

[ISO 11404:2007, onpegeneHue 3.12]

3.1.18 opranusauusa ontosou ToproBnu (distributor): OpraHnsauua, obnagatowas nuueHsuein Ha npu-
obpeTeHune, xpaHeHune, NOCTaBKy UMW KCNOPT fleKapCTBEHHLIX CPEACTB, UCKNOYAs PO3HUYHYIO TOProBNIo.

MpumeyaHune — 310 onpegeneHme OTHOCUTCS Takke K NOCTaBKke NEKapCTBEHHbLIX CPEACTB APYIYM OpraHn3a-
UMM ONTOBOW TOProBnu.

3.1.19 po3a (dose): OnpeaeneHHoe KONMYECTBO NEKapCTBEHHOro CpeacTBa, NPUHUMaeMoe OQHOKPaTHO
UNu Yepes 3agaHHble UHTEepBarbl BpeMeHu.

3.1.20 posupoBaHHan ¢opma (dose form, dosage form), gosmpoBaHHan nekapcrTBeHHas dopma
(pharmaceutical dose form): MatepuanbHoe npoaBneHne nekapcTBeHHOro cpeacTsa, cogepxaliero dapma-
ueBTU4eckue cybeTaHLmMW U/unu BcnoMoraTenbHble BeWEeCTBa, KOTopoe A0SMKHO BbiTb MPUMEHEHO K NaLeHTY.
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MpumevaHwns

1 JoaupoBaHHasi hopma u go3vpoBaHHan nekapcTBeHHasa hopma SIBNAIOTCA CUHOHUMaMW.

2 TepMWH «go03vMpoBaHHan nekapcTeeHHan hopMa» MOXET NPUMEHSITBCA KakK K NPUMEHAEMON 403MPOBAHHOMN Ie-
KapCTBEHHON hOPME, TaK U K MPOU3BEAEHHOWN A03UMPOBAHHOM NeKapCTBEHHOW hopme.

3.1.21 rno6anbHbIit Homep npeameTa Toproenu (Global Trade Item Number'): Homep GTIN, npu-
cBaMBaeMblii MexayHapoaHon accounaumein GS1 u obecneunBalownin yHUKanbHy0 naeHTudgmkaumio npea-
METOB, noanexaiyux npogaxe (Hanpumep, NekapcTBEHHbIX Npenapartos, MeaUUUHCKUX U3aenui), ans npu-
MEHEHMWs B LIensIX NoCcTaBok .

Mpumeyvanune —Homep GTIN ncnonsayercs ana naeHtmdukaummn nioboro ToBapa, 0 KOTOPOM HAAO NOINY4UTb
3apaHee NnoAroToBMeHHYI0 MHDOPMAaLIO, N KOTOPLIA MOXET UMETb ONPeAEneHHYI0 LeHy, ObiTb 3aKa3aHHbIM UIU BKITIOYEH-
HbIM B CHET B KOHKPETHOM 3BeHe uenu noctaesok. Homepa GTIN moryT coctoate u3 8, 12, 13 unu 14 undp.

3.1.22 npentudukarop (identifier, ID): Onucanue, goctatouHoe ANA BbiAeneHUA 06bekTa B KOHKPET-
HbIX YCIOBUSIX.

MpumeyaHwns

1 B KoHTeKcTe HacTosiero ctaHgapTa naeHTudukarop npeacrasnsaet cobov CnMCok aeHTUULNPYIOWUX Xapak-
TePUCTMK, KOTOPbIE B COBOKYMHOCTU OAHO3HAYHO MAEHTUMNLMPYIOT NEeKapCTBEHHOE CPeACcTBO, NeKApCTBEHHbIM Npenapar,
hapmaLeBTNHeCKyHo Cy6CTaHLmIo, KOHTPONMpYeMyto cybcTaHLmio, NyTe BBEAEHUS, AO3MPOBAHHYIO NIeKapCTBEHHYI0 ¢op-
My unu no6or Apyrov SneMeHT, KOTOPbIM HEO6X0AMMO OHO3HAYHO MAEHTUDNLUNPOBATL.

2 AgantmpoBaHHoe onpegeneHve u3 crtangapra ENV 12610:1997.

3.1.23 nepBuyHan ynakoska (immediate container, immediate packaging): YnakoBka nekapcTBeHHOro
cpeacTBa Unuv npenapara, MMetoLlasl ¢ HAM HenocpeCTBEHHBIN KOHTAaKT.

Mpumepbi — Amnyna, ¢hnakoH, npedeapumenbHO 3amnofIHeHHbIi wnpuy, 6aHka, 6nucmep.

MpumeyvaHwns

1 MepBuyHasn ynakoBka MOXeT OblTb BNOXeHa B YCTPOMCTBO NPUMEHEHWS] NeKapCTBEHHOTO CPEACTBa UMM B Tapy
6o MHTEerpmpoBaHa ¢ HUMMK.

2 Ponb nepBuYHON YNaKoBKU MOXET BbINOMHATLCA AO3MPOBAHHON NEKapCTBEHHOW PopMoit. [Npumepom MOXeT cny-
XKWTb Kancyna ¢ NopoLKOM Ans MHransiuum. B atom cniyyae kancyna He siBNSieTCS yNakOBKOW.

3 AneTepHaTvBHOE COBMECTMMOE onpeaeneHne nepsuyHon ynakoeku (“immediate packaging”) npveeaeHo B [u-
pekTuBe 92/27/EEC.

4 ApanTnpoBaHHOe onpegenenve u3 ctaHgapta ENV 12610:1997

3.1.24 unrpepgueHT (ingredient): MaTtepuan, NCNoNb30BaHHbIA NPU U3rOTOBIEHUN NEKAPCTBEHHOMO
cpeacTsa Unu npenapara.

MpumedaHue — UHrpeameHT ABNSETCA COCTABHOW 4acCTblo NEKAPCTBEHHOIO cpeacTBa, cam no cebe unu B
COYETaAHMM C OPYIMMM UHTpeaneHTamn. VIHrpeaueHT SenaeTcs Takke KOMMNOHEHTOM NEeKapCTBEHHOrO npenapara. UHrpe-
OWEHT 3KBMBANeHTEeH OeTanbHO ONUCaHHOW Cy6CTaHumm; cy6CTaHUMA BLIMOMHSET Porib UHIPeaWeHTa B NPON3BEeqeHHOM
NpoaykKTe.

3.1.25 mexayHapoaHoe HenateHToBaHHOoe HaumeHoBaHue, MHH (international non-proprietary
name, INN): OcduumansHoe HenaTeHToBaHHOe HauMeHoBaHWe apMmaLleBTUYecKon cybcTaHUMK, NPUCBOEH-
Hoe BcemupHoli opraHusaunein 3apaBooxpaHeHus.

3.1.26 npomexyTouHasa ynakoBka (intermediate packaging): YnakoBka mexay BHEWHEN ynakoBKOW 1
NepBUYHON YNaKoBKOWN.

3.1.27 ToproBoe HauMeHoBaHue nekapcTBeHHoOro cpeactsa (invented name): Toprosoe HaumeHo-
BaHWe NeKapCcTBEHHOMo cpeAcTBa, NPUCBOEHHOE ero paspaboTyMKOM U 3aperucTpupoBaHHOe OpraHoM peru-
cTpaLuu B Nnpegenax ero pucamKLmu.

MpumeyaHue — TepmuHsl «invented name» u «trade name» sIBNSIOTCSI CUHOHUMaMM.

3.1.28 uccneayemoe nekapcreeHHoe cpeacTBo (Investigational Medicinal Product): JlekapcTBeHHas
cdopma akTuBHOM cy6eTaHumm unm nnauebo, ucnonbayemMble B KNMHUYECKOM uccnegosaHun. K nccnegyembiM
neKkapcTBEHHbIM CpefICTBaM OTHOCATCA Takke HOBble KOMBUHALIMK 3aperMcTpUpoBaHHbIX paHee nekapcTBeH-
HbIX NpenaparToB; fleKapcTBeHHbIe NpenapaThbl, NpousseAeHHbIe B APYrvX NiekapcTBEeHHbIX hopmax, B HOBOM
003UpOBKe; NnekapcTeBeHHble npenapartbl, UCMOoJb3yeMble AnA I'IOKa3aHI/Il7I, He BKMOYEeHHbIX B pernctpauuoH-
HOoe yooCcToBepeHue; fnekapCTBeHHbIe npenaparbl, uccnegyemele B LENsIX NOMyYeHUs 4oNoNHUTENbHON UH-
dopmaumn.

1 B LUCO 11615—2012 npueeaeHo owmbouHoe HaumeHoBaHue «Global Trade Identification Number».
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3.1.29 wupeHTUdpukaTop (Mccnenyemoil) cepun nekapcTBeHHoro cpeactBa (I)BAID_1
((Investigational) Medicinal Product Batch Identifier): YHukanbHbln naeHTUdUKaTOp KOHKPETHOW cepumn (Mc-
cneayemoro) nekapcTBeHHOro CpeacTBa, HaHeCeHHBIN Ha ero BHELLHIOW YNaKoBKY.

MpumevaHus

1 [aHHbIl MAEHTUGMKATOP KOHCTPYMPYETCS KaK COYETaHME HOMepa cepym, NPYCBOEHHOIO NPOU3BOAUTENEM, U CPO-
Ka rOAHOCTW.

2 3T0T naeHTUdMKaTOP NpegHasHaveH Ans uenen yyeta n Ans nosblleHusi 6e30nacHOCTU NaumeHTa, NOCKOMNbKY C
€ro NOMOLLbIO MOXHO OJHO3HAYHO MAEHTUMMLMPOBaTL (MccrnedyemMoe) NekapCcTBeHHOe CPeACcTBO Ha YPOBHE YNaKOBKU.

3.1.30 wupeHTUdbukaTOop (Mccnegyemoi) cepun nekapcTBeHHoro cpegactsa (I)BAID_2
((Investigational) Medicinal Product Batch Identifier): YHukansHbIn naeHTUUKATOP KOHKPETHOW cepumn (Mc-
cregyemMoro) nekapcTBeHHOro CpeacTBa, HaHeCeHHbIM Ha ero NepBUYHYHO YaKOBKY, HE ABNSIOLLEeACH BHeLL-
Hel ynakoBKoMn.

MpumevaHus

1 [aHHbIN MAEHTUGMKATOP KOHCTPYMPYETCS KaK CoOYeTaHNE HOMepa Cepum, NPYCBOEHHOIO NPOU3BOAUTENEM, U CPO-
Ka roAHOCTW.

2 70T ngeHTudmKaTop NpefHasHadveH Ans Lenew ydeta v Ans nosblleHWsi 6e30NacHOCTU NaumMeHTa, NOCKOMNbKY C ero
NOMOLLBIO MOXHO OAHO3HAYHO MaeHTMMLMPOBaTh (UCCredyemMoe) NekapCTBEHHOE CPEACTBO, Ha YPOBHE NEPBUHHON YNAKOBKN.

3.1.31 naeHTudukaTop nccnepyemoro nekapcreeHHoro cpegcerea IMPID (Investigational Medicinal
Product Identifier): YHukanbHbIn naeHTUdUKaTOp, NPUCBOEHHBIA UCCegyeMoMy NeKkapcTBEHHOMY CpeacTBy
B JOMONHEHNe K rocyaapcTBEHHOMY perucTpaLuoHHOMY HOMepY, MPUCBOEHHOMY YNOMHOMOYEHHbLIM OpraHoM,
W HoMepy, MPUCBOEHHOMY CMOHCOPOM KITMHUYECKOro UCCreaoBaHus.

MpumeuyaHue — ITOT uaeHTMMKaTOP NpeagHa3HaveH Ans uenei y4eta u Ans noeblweHns 6esonacHocTn
naumeHTa, NOCKOMNbKY C ero NMoMoOLLbI0 MOXHO OAHO3HAYHO UAEHTUVLMPOBATE NEKapCTBEHHbIE CPEACTBa BO BCEM MUpE.

3.1.32 ugeHtTucbukaTop ynakoBku uccriegyemoro rnekapcreeHHoro cpeactsa IPCID (Investigational
Medicinal Product Package Identifier): YHukansHbln naeHTUdMKaTOpP, MPUCBOEHHLIN YNakoBKe nccnegyeMoro
rieKkapCTBEHHOro CpeAcTBa B AOMNOMHEHWE K rocydapCTBEHHOMY PErMCTPaUMOHHOMY HOMEPY, NPUCBOEHHOMY
YMOHOMOY€HHBIM OpraHoM, UM HOMepY, MPUCBOEHHOMY CMTOHCOPOM KNMHUYECKOro nccneaosaHus.

MprnmeyaHue — 3TOT nAeHTMUKATOP NpegHa3HayeH Ans uenen yyera v gnsi nosblleHusi 6e3onacHocTu
nauveHTa, NOCKOMbKY C €ro MOMOLLIbIO MOXHO OJHO3HAYHO MAEHTUMMULMPOBATL NEKAPCTBEHHbIE CPEeACTBA BO BCEM MUPE.

3.1.33 opucamkums (jurisdiction): Meorpaduyeckas Tepputopusi Unn npasosasi cdepa, Ha KOTopyto
pacnpocTpaHATCA NOTHOMOYNSA opraHa perncTpaLun ekapCTBEHHbIX CPeACTB.

3.1.34 wpuamnyeckunn ctatyc ornycka (legal status of supply): YcraHoBneHHble 3akoHOAaTENbLCTBOM
npaBuUio oTnycka NnekapCTBEHHOrO CPEACTBA, HaNpUMep, AOMMKHO SN OHO OTMNYCKaTbCS MO peLenTy.

3.1.35 npousBegeHHasa go3upoBaHHasa dopma (manufactured dose form): MponssegeHHaa gosnpo-
BaHHas popma cdbapmaleBTUUeckorn cybcTaHLmK, ele He NnpeobpasoBaHHas B NeKapCTBEHHLIN Npenapar.

Mpumep — Mopowok Ons1 UHBbEKYUOHHO20 pacmeopa.

MpumeyaHune —lponssegeHHas go3vpoeaHHasi popma AEHTUYHA NPUMEHSIEMOI [03MPOBaHHON hOpMe B
cny4asix, Korga npov3seeHHoe NnekapcTBEHHOE CPeACTBO He NpeobpasyeTcsi (To eCcTb KorAa OHO NPOU3BOANTCS B FOTOBON
4ns ucnonb3oBaHusi popme).

3.1.36 npousBeaeHHbIN npoaykT (manufactured item): KauectBeHHas 1 konuvecTBeHHast KOMNO3ULUS
KOMMOHEHTOB, coAepXKallascs B yNakoBke NEKapCTBEHHOrO CPeacTBa.

MpumeuvaHusn

1 INekapcTBeHHOE CPEACTBO MOXET cogepxaTb OAUH UK HECKONBbKO NPOoM3BeAeHHbIX NPOAYKTOB.

2 Bo MHOrMX crnyyasx npov3BeaeHHbI NPoayKT TOXAECTBEHEH rnekapcTBeHHOMY npenapaty. OgHako ecTb npu-
Mepbl, KOrga npov3BegeHHbI NPoAyKT npeTepneBaeT npeobpa3oBaHye A0 NPUMEHEHU K NauMeHTy (B KayecTee nekap-
CTBEHHOrO CPeAcTBa) U Tor4a OH He TOXAECTBEHEH NeKapCTBEHHOMY npenapary.

3 MNpowusseaeHHbI NPOAYKT HE UMEeT NPSIMOTO KOHTaKTa C BHELLHEW YNakoBKOW 3a UCKNIOYEHUEM Cryvaes, Koraa
BHELLHAS yNakoBKa ABNAETCS Takke U NePBUYHON YNakoBKON.

3.1.37 nuueH3MpoBaHHOE NPOU3BOACTBO NleKapcTBeHHOro cpeacTBa (manufacturing authorization):
Mpon3BoACTBO NekapcTBEHHOro cpeAacTBa cybbekTom, obrnagarolmm NMUeH3nen Ha aTy AeATeNbHOCTb.

MpuMedaHue — [MueH3VpoBaHWe NPOU3BOACTBA MOXET TPeBOBATLCS KaK 4N NOMHOIO, TaK U AN YaCTUHHOIO
LMKNa NPOM3BOACTBA M AJ1S Pa3NUYHbLIX NPOLECCOB pacqacoBKu, YNAKOBKU UMK npeseHTaumn. OaHaKo Takas fMueH3uns
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MOXET He TpGGOBaTbCH AnA U3roToBNeHns, paccbacoakm, nepeynakoBku Unuv npe3eHtauum, ecnuv 3tm npouecchbl ocyect-
BMAOTCA UCKITIOYNTENBHO AN Lenewn PO3HUYHOIo OTNyCKa anTe4yHbIMU OpraHn3aumMAaMn UK YacTHbIMKU NpeanpuHUMaTens-
MW, UMELWNMU NULEH3UIO Ha d)apMaLl,eBTVl‘—leCKyK) AeATENbHOCTL.

3.1.38 parta nuueH3upoBaHusa npousBoacTBa (Mmanufacturing authorization date): JaTa Bblgadn nu-
LieH31M Ha NPON3BOACTBO NEKAPCTBEHHBIX CPEACTB.

3.1.39 obnaparenb nuueH3MK Ha npousBoacTBo (Manufacturing authorization holder): OpraHnsauus,
obnaparollas nuueH3nen Ha Npon3BoOACTBO feKapCTBEHHbIX CpeacTB.

3.1.40 peructpauuma nekapcTteeHHoro npenapara (marketing authorization): IlekapcTeeHHble npena-
paTbl BBOAATCSA B rpaXaaHCcKin obopoT, eCrin OHW 3aperucTpMpoBaHbl COOTBETCTBYHOLLMM YNONHOMOYEHHBIM
opraHom.

3.1.41 obnapatenb perucTpanMoHHoro ygoctoepeHusa (Marketing Authorization Holder): Oprannsa-
Lnsa, NonyyMBLIaa permcTpaLmnoHHoe yaoCTOBEPEeHEe NleKapCTBEHHOro npenapara.

3.1.42 Homep perucTpauunm (marketing authorization number): UaeHTudnkaTop, NPUCBOEHHEIN Nekap-
CTBEHHOMY npenapary ynonHOMOYEHHLIM OpraHoOM UCNOMHUTENbLHO BMacTK.

3.1.43 npouenypa peructpauum (marketing authorization procedure, authorization procedure): ®op-
MarnbHas npoleaypa, BbiNoMHAemasi YNomHOMOYEHHbIM OpraHOM NpU perucTpaumumM nekapcTBEHHOro cpea-
CTBa, BHECEHWW N3MEHEHWI B pErMcTpaLnoHHoe gockbe, NoATBEPKAEHUN UM OTMEHE perucTpaumu.

MpunmeyaHne —Anmuickne Tepmubbl marketing authorization procedure v authorization procedure siBnsiiotca
CUHOHVMMaMM.

3.1.44 pata peructpauum (marketing start date): [lata peructpaumu nekapcTeeHHoro npenapara ynos-
HOMOYEHHEIM OpPraHoM.

MpumeyaHune — [lata chaktuueckoro BBoga NekapcTBEHHOrO nNpenapara B o6opoT Bcerga nosxe aarbl
pervcTpauuu.

3.1.45 pata oTmeHbI perucTpauumn (marketing stop date): [lata 0TMeHbl perucTpauum nekapcTBEHHOro
npenapaTa ynornHOMOYEHHBIM OpraHoM.

3.1.46 maTepuan (material): Cy6cTaHuma unm KoHTponupyemas cybcTaHUms, U3 KOTOPOl COCTOUT orpe-
AeneHHbIA KOMMNOHEHT.

[TpumeyvyaHune — ITO NOHSATHE NPUMEHSIETCS K YNAKOBKE NEKApPCTBEHHOTO CPeACTBa (KOHTENHepy), ynakoBke
(KOMMOHEHTY) U K YCTPOWCTBY.

3.1.47 Touka usmepeHuna (measurement point): dusmyeckoe MeCTo UNN YCTPOUCTBO NPUMEHEHUS, B
KOTOPOM U3MEPSIETCS KOMUYECTBO NPUMEHSIEMOrO JIeKapcTBRa.

3.1.48 meauumHckoe nspenue (medical device): Illobol MHCTpyMEHT, annapar, npucnocobneHue, npo-
rpamMMHoe obecrnedyeHune nnu UHoM nNpeameT, UCnorb3yeMblid cam no cebe Unn B coueTaHnn ¢ Apyrum (BKto-
Yyas nporpaMmmHoe obecneveHune, NpegHasHavYeHHOEe ero NpousBoaUTeNnem Ana UCNONb30BaHWUA B ANarHOCTU-
Yeckux W/Wnu TepanesTUYeCcKUX Lensix 1 HeobxoanmMoe AnNs NpaBUMbHOMO NpUMeHeHus npubopa), KoTopbIi
npegHasHaveH ero NpoussoauTenemM Ans MeaMumMHCKOro NpUMEHeHUs B cneayowwmx Lensax:

- QnarHocTuka, npodunakT1ka, MOHUTOPWHT, fledeHre unu obneryeHne saGonesaHus;

- ANarHoCT1Ka, MOHUTOPUHT, fiedeHne, obneryeHve nMbo KoMneHcaums TpaBMbl UM MHBaNUAHOCTH;

- uccnegosaHue, samelleHne U MoaudrKaLmns aHaToMUYecKoro Unn usnonormieckoro npoLecca;

- KOHTpoOns 6epeMeHHOCTU, KOTOPLIA OCTUraeT CBOEro OXUAAEMOro AeACTBUA B Tere Uiu Ha Tene Ye-
noBeKa He € NMomolLLbto hapmakonormyecknx, UMMYHOMOrMYeCKNX UM MeTaboIMYecknx cpeacTs, HO KOTOPO-
My 3TV cpedcTBa MOryT cnocobecTBOBATL.

[AvpexTnea EC 2007/47 o meanumHekux nagenuax (EC Directive on Medical Devices 2007/47)]

3.1.49 nekapcrBeHHoe cpeacTBo (Medicinal Product): Belectso unmn kKoMbuHaLusi BELLEeCTB, BCTyNaro-
LLlee B KOHTaKT C OPraH1M3MOM YeNoBEKa UM XKUBOTHOTO, MPUMeHAeMoe ANsi NeYeHns Unm npodunakTuki 3abo-
neBaHus ¢ Lerbio ANarHoCTUKN UK peabunutaumm, KoppekLum M nsmeHeHust puanonorniecknx dyHKLUMA.

MpumevyaHuns

1 JlekapCTBEHHOE CPeACTBO MOXET coAepaTb OAWMH MM HECKOMNbKO NPOM3BEASHHbIX NPOAYKTOB U OAWH UMK He-
CKOINbKO NIEKaPCTBEHHbIX NpenapaToB.

2 B HEKOTOPbIX IOPUCOUKLMAX NEeKapCTBEHHOE CPeACTBO MOXET ObITh OnpeaeneHo Kak nioboe BewecTBo UK KOM-
OVHaLuus BELEeCTB, UCMOmNb3yeMblX 4118 MOCTAHOBKM AWarHo3a.

3 TpeboBaHWs HacTosILWLErO CTaHAapTa NPUMEHUMbI K NaTEHTOBaHHbBIM NeKapCTBeHHbBIM CpeACcTBaM, NPUMEHAEMbIM
K OpraHu3my 4eroBeka v npegHasHaqueHHbIM st BBOAa B IPaXKAaHCKu 060POT, a TakKe K NPOMbILLIEHHO NPOU3BOaUMbIM
NneKapcTBEHHbIM CpeacTBaM, Ans NPUMEHEHUs1 KOTopbIX Heobxognma perncTpaums ynornHOMOYeHHbIM opraHom. OgHako
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3TK TpeboBaHMA HE NPUMEHSAIOTCA K NeKapCTBEHHbIM CPeacTBaM, N3rOTOBMEHHLIM MO PeuenTy, TO €CTb U3rOTOBMEHHbIM
B anTeke No peuenTy, npeaHasHa4YeHHbIM 4151 KOHKPETHOro NauMeHTa; K NeKapCTBEHHbIM CPEeACTBaM, M3rOTOBINEHHLIM MO
oduvumansHov opmyne, TO €CTb U3rOTOBMEHHbIM B anteke B COOTBETCTBMSIMU C MHCTPYKUMSIMU hapMakoneun v npea-
Ha3Ha4YeHHbIM A5 HenocpeACTBEHHOro OTMycKa MauueHTam, a Takke K MeAULMHCKUM CpeacTBaMm, NpedHasHa4YeHHbIM
ans paspaboTku U KIMHWYECKUX nccregoBanmii (cM. onpegenenve 3.1.28 «Mccnegyemoe nekapcTBeHHOE CPedcTBO»); K
NPOMEXYTOYHbIM NPodyKTaMm, npegHasHa4eHHbIM Ana ganbHerwen nepepaboTky NMMLEH3MPOBaHHLIM NPOU3BoaUTENEM.

[ENV 13607 1 ENV 12610]

3.1.50 ngeHTucpukaTop nekapcreeHHoro cpeacrtaa MPID (Medicinal Product Identifier): YHukansHbIf
naeHTUdUKaTop, NPUCBOEHHbLIN NeKapCTBEHHOMY CpeACTBY B AOMNOMHEHMe K MoGoMy cyLLecTByoLeMy peru-
CTpauoHHOMY HOMepY, MPUCBOEHHOMY YNOMHOMOYEHHBIM OpraHoM.

MprumedaHune — JTOT MAEHTMVMKATOP NpegHa3HajvYeH Ans uenen ydyeta u ans nosbiweHus 6e3onacHocTu
naymeHTa, NOCKONbKY C €ro NOMOLLBI0 MOXHO OAHO3HAYHO UAEHTUMLUMPOBATL NeKapCTBEHHbIE CPEACTBA BO BCEM MUpE.

3.1.51 HaumeHoBaHue nekapcTBeHHoro cpefacTBa (Medicinal Product name): HanmeHosaHue, 3ape-
rMCTPUPOBAHHOE YNOMHOMOYEHHBIM OPraHoM.

MpumMmedaHune — ITUM HAVMEHOBAHNEM MOXET ObiTb TOProBOE HAVMEHOBaHWE, KOTOPOE HE JOMKHO BbiTh
nepenyTaHo ¢ MexayHapoAHbIM HEMATEHTOBaHHLIM HaVMEHOBaHWeM, NMMBo MexayHapo4HOe HernaTeHTOBaHHOE WUIMU Ha-
y4YHOE HaVMEHOBaHWe, 3a KOTOPbIM CrieyeT TOBapHbIV 3HAK WU UHOW NMPYMEHUMbIN OeCKpUnTop.

3.1.52 npeHTudukarop ynakosku nekapcteeHHoro cpeactBa PCID (Medicinal Product Package
Identifier): YHukanbHbIn naeHTUdUKaTOP, NOMELLEHHbIA Ha YMakoBKy NeKapCTBEHHOro cpeactsa B 4OMNOMHe-
HWe K rocyaapcTBeHHOMY perncTpauuoHHOMY HOMeEpPY, MPUCBOEHHOMY YMNONTHOMOYEHHBLIM OpraHoMm.

MprmMmeyvyaHune — ITOT uAEHTUDMKATOP NpegHA3HAYEH AN Lenen yveTa v Ansi noebiweHusl 6eaonacHocTu
nauueHTa, MOCKOMNbKY C ero NOMOLLBI MOXHO OHO3HAYHO UAEHTUMULMPOBATL NEKapCTBeHHbIe CPeacTBa BO BCEM MUpe.

3.1.53 ynonHoMoueHHbIN opraH (Medicines Regulatory Agency): OpraH UCNONMHATENLHON BRACTK, KO-
TOpPbIA B COOTBETCTBUM C AENCTBYIOLLUMM 3aKOHOAATENbCTBOM HECeT OTBETCTBEHHOCTb 32 FOCYAapPCTBEHHYHO
perncTpaLuio NneKapcTBeHHbIX CPeacTB.

MprvumeyaHue — B HEKOTOPLIX IOPUCANKLMSX B JOMOMHEHVE K OpraHy pervcTpauum nekapcTBeHHbIX CPeacTB
MOXET Ha3Ha4aTbCsl AOMNOMHUTENBHBIN OpraH Mo KOHTPONio o6palleHusi 3aperMcTpMpoOBaHHbIX NEKAPCTBEHHbLIX CPeACTB
(cbapmakoHagsopy). Hanpumep, B EBponerickom Coto3e OyHKLMS permcTpaumm NeKapCTBEHHbIX CPEACTB BO3TNOXEHa Ha
EBponerickyio Komunceuio, a dpyHkuus chapmakoHagsopa — Ha areHTcTBo EMEA (European Medicines Agency — EBpo-
rernckoe areHTCTBO MO NeKapCTBEHHbIM CpeACTBaMm).

3.1.54 Homep mopenu unagenus (device listing number, device model number): Tun nHdpopmauuu,
NOEHTUMULNPYIOLLE KOHKPETHOE nusaenue

3.1.55 BHelwHAnA ynakoBKa (outer packaging): BHeWHWUIA KOHTeHep, B KOTOPOM NOCTaBnseTca nekap-
CTBEHHOE CPeACTBO.

Mpumepbi — AWUK, Kopobka.

MpumevaHunsn

1 JlekapCTBEHHbIN NpenapaT UNuM NPOU3BEAEHHbI NPOAYKT HE UMEET HEMoCPeACTBEHHOIO KOHTAKTa C BHELWHeW
YMNaKOBKOM 32 UCKITIOHYEHUEM Cry4aeBs, KOrAa BHELLHSIA YNAKOBKa CNyXUT Taloke NEPBUYHON YNAKOBKOW.

2 AnsTepHaTMBHOE COBMECTMMOE onpeferneHne BHelHen ynakoBku (“outer packaging”) npuseagero B [upektuse
92/27/EEC.

3.1.56 egMHULIa yNnakoBKU, KOHTeHep (package item, container): OTAenbHBIN pasnUYaeMblil KOHTER-
Hep, cogepXallMiica B ynakoBaHHOM NleKapCTBEHHOM cpeiCTBE U NpefHasHauYeHHbIA ANA NOCTaBkW UK Npo-
A2 Npon3BedeHHoro NpodykTa.

3.1.57 ynakoBaHHOe nekapcTBeHHoe cpeacTBo (Packaged Medicinal Product): lekapctseHHoe cpea-
CTBO B KOHTeWHepe, ABMSAOLWEMCS YacTblo YNaKoBKW U NpegHasHavyeHHOM Ans NpeaoCcTaBneHns Unn npoaaxmu
rnieKkapCTBEHHOro cpeacTBa.

3.1.58 nekapcTBeHHbIN npenapar (pharmaceutical product): KayecTBeHHasa U KONUYECTBEHHAsS KOMMNO-
31LUNSA NeKapCTBEHHOIO cpeacTBa B 403MpOBaHHOW dopme, NpegHasHaueHHan 4ns NnpuMeHeHus U cogepxa-
Lasa nHgopMaLuio 0 ee perucTpaLun.

MpumeyaHuns
1 NekapcTBEHHOE CPEACTBO MOXET COAEPXKaTb OAWH UIM HECKOMBKO Npenaparos.
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2 Bo MHOIMX criyyasix rieKapCTBEHHbIN Npenapar UAeHTUYeH NpoussegaeHHoMy NpoaykTy. OQHaKo ecTe NpUMepH,
KOraa Npov3BeAEHHbIN NMPOAYKT NpeTepneBaeT npeobpasoBaHune A0 NPUMEHEHNs K NauneHTy (B Ka4YecTBe NeKapCTBEHHO-
ro Npenapara) v Torga oH He TOXAECTBEHEH NEKApCTBEHHOMY Npenapary.

3.1.59 cdbapmakoHagsop (pharmacovigilance): Meponpuatua, ceasaHHble ¢ HayYHLIMU UcCnenoBaHu-
AMWU U MOHUTOPUHIOM 6e30NacHOCTU NeKapCTBEHHbIX CPeACTB W HanpaBfeHHble Ha CHUKEHWE BO3MOXHbIX
HeraTUBHLIX NOCNEeACTBUA MEAULIMHCKOTO MPUMEHEHUS! NeKapCTBEHHBLIX CPEACTB.

MprvnmeyaHnune — PapmakoHaasop SIBNSETCS BaXHOW (yHKuven obecneveHns obLecTBEHHOrO 300pOBbS,
BKNIOYaowen B cebs:

- cb6op n obpaboTtky cBeeHuii No 6e3o0nNacHOCTN NEeKapCTBEHHbIX CPEACTB;

- aHanu3 JaHHbIX B LensiX BbISIBIEHWS KCUTHANOBy (MoBbix HOBBIX MW U3MEHMBLUMXCA acnekToB 6e3onacHocTu);

- U3yyeHvie faHHbIX U NPUHSITUE PeLLEHUi Mo Bonpocam 6e3onacHocTy;

- DEeATENBbHOCTb MO 3almMTe 0OLEeCTBEHHOIO 300POBbsi (BKMOYAs HOPMATUBHYIO AEATENbHOCTL);

- UHOPMALIMOHHOE B3aMMOAENCTBUE C YUYaCTHUKamMU obpaleHnst NeKapcTBEHHbIX CPeACTB;

- ayauT pesynbraTa npeanpuHATLIX MepoNnpUSTUA Y OCHOBHbIX NPOLIECCOB, COCTABNAIOWMNX 3TU MEPONPUATUSI.

B uncno yyacTHmMkoB hapMakoHaa30opa BXOASAT:

- NaUMEHTbI KaK noryyareny nekapcTBEeHHbIX CPeACTB;

- Bpauu, anTeuHble paboTHUKKM, MegULIMHCKUE CECTPbI U Apyrue MeauumnHckme paboTHUKM, Merowme aeno C rekap-
CTBEHHBIM CPEeACTBaMM, a TaKKe YNONHOMOYEHHbIE OpraHbl, KOHTponupylowme 6e30nacHOCTb NEKAPCTBEHHbIX CPEeACTB;

- NPOM3BOAUTENMN MEKAPCTBEHHbIX CPEACTB, a TakKke NpeanpusaitMs, UMNOPTUPYIOWNE NN NOCTaBNAIoWME nekap-
CTBEHHble Cpe/icTBa.

3.1.60 uaeHTudukarop nekapcreeHHoro npenapata PhPID (Pharmaceutical Product Identifier): YHu-
KanbHbIM uaeHTudnKkaTop nekapcTBEHHOro Npenapara.

3.1.61 dbom3anyeckue xapakrepucTuku (physical characteristics): OnucaHue BbICOTHI, BECa, WWUPUHDI,
rny6buHbl, obbema, LBeta U popMbl MpegmMeTa.

3.1.62 nepBuuHble uaeHTUdukaropnl (primary identifiers): CoBOKyNHOCTb YHUKanNbHbIX MaeHTUNKa-
TOPOB NeKapCTBEHHbIX CPEACTB, AOMOMNHAKLWAs PerncTpaUmoHHbLIA HOMeP, NPUCBOEHHBIA YNONHOMOYEHHBIM
opraHom.

MpumedaHue — M uaeHTdMKATOPbI NpegHasHaueHbl Ans uenen yyeta n ans nosblweHnst 6esonacHocTn
nauueHTa, NOCKOMbKY C MX NOMOLLBI0O MOXHO OQHO3HAYHO MAEHTUDULMPOBATL NEKAPCTBEHHbIE CPeACTBA BO BCEM MUPE.

3.1.63 Homep npouepypsl (procedure number): HoMep obecneyeHusi NpocnexXmnBaemMmocTu Un uaeH-
TUPUKALNOHHBIA HOMEP, NMPUCBOEHHBIN YNONHOMOYEHHBIM OpPraHOM KOHKPETHOMY MpoLieccy peructpauum ne-
KapCTBEHHOro CpeAcTRa.

3.1.64 Tun npouenypbl (procedure type): Tun npoueaypsl, NpeayCMOTPEHHON 3aKkoHoAaTeNbLCTBOM MpU
perncTpauumn nekapcTBeHHOro cpeacTsa.

Mpumepbi — Ljenmpanu3oeaHHasi, GeyeHmpanu3oeaHHasl, HayUOHaNbHasl, 63aUMHOe NPU3HaHUe.

3.1.65 cpepncTtBO (product): CokpalleHHan dopMma yNnoMUHaHWA B TeKCTe NlekapCTBEHHOro cpeacTtsa
UM UccrneayeMoro nekapCcTBEHHOMO CpeacTBa.

3.1.66 knaccudmkauma cpepcrsa (product classification): Knaccudukauumsa nnm rpynnupoBka nekap-
CTBEHHbIX CPEeACTB Mo onpeAeneHHbIM CBONCTBaM.

Tpumepbl — ®apmakono2uyeckass Knaccugukayus, knaccugukayusi no mepaneemuyecKomy
delicmeuro.

3.1.67 Homep npoTtokona (protocol number): NaeHTudmMkaTop Unu Homep obecneyeHUs Npocnexmsa-
€MOCTU, MPUCBOEHHEIN NPOTOKOMY KIMHUYECKOTO UCCNEAOoBaHUS.

3.1.68 kayecTBeHHbIN cocTaB (qualitative composition): NepeyeHb BCex MHrpeaneHTOB nccregyemoro
NN 3aperucTpUpOBaHHOIO NEKapCTBEHHOTO CPEACTBA, NOMYYEHHBIA Nocne UX BOCCTAHOBNEHUA U pearnpoBa-
HWS1 KOMMOHEHTOB:

- onucaHue apMaLeBTUYECKON CybCTaHLMN U KOHTPONMpYeMoi cybcTaHLmu;

- COCTaB BCcrnomMoratesibHbIX BeLWeCTB, He3aBMCMO OT UX NMpupoabl U KONTMYeCcTBa, BKNoYad Kpacute-
NN, KOHCEPBaHTLI, aAbOBaHTLI, CTAGUNM3aTOPbI, CryCTUTENW, 3MYNbraTopbl, BKYCOBbIE U apoMaTuavpyoLme
cy6eTaHuum 1 T.4.

3.1.69 KonuuecTBeHHbIN cocTaB (quantitative composition): Konnyectsa dapmaueBTuieckoin cyb-
CTaHLUN N KOMMOHEHTOB KOHTPOIMPYEMON CyGCTaHUMMA B UCCNEAYyeMOM WK 3aperncTpupoBaHHOM fekap-
CTBEHHOM CpefCTBe, BbIpaXXeHHbIE B OTHOCUTENMbHbIX eAnHULLaX.
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MpumeyvyaHwns

1 B onncaHuMm KONMM4eCTBEHHOIO COCTaBa KOHEYHOr0 MCCNEAYEMOrO UMM 3aperncTpUpOBaHHOIO feKapCTBEHHOTO
cpeacTea (B 3aBUCMMOCTU OT ero hopmbl) HEOBXOAMMO yKa3aTb Maccy UIM KONUYECTBO eauHUL, Buonorn4eckol aktue-
HOCTM B pacyeTe Ha eauHULY A03bl, Macchl UNU 06beMa [Ansi Kaxaowu cy6cTaHLMM UM KOHTPONUPYEeMOWn cy6cTaHumm.

2 Cyb6cTaHumsi unv KoHTponupyemasi cybcTaHuvsi, cyliecTByiowasi B (oopMe COeAMHEHUSI UMW NPOU3BOAHOIO Be-
wecTtea, oba3arenbHO AOMKHA ObiTb ONMCaHa KONMYECTBEHHO C yKazaHuem ob6LLel Macchl U, ecrin 310 HeobxoaMmo nnn
YMECTHO, MacCbl aKTUBHOIO KOMIMOHEeHTa Ui KOMMOHEHTOB MOneKyrnbl.

3 Cwm. Tarkxe akTMBHOCTL (onpeaenenue 3.1.76).

3.1.70 pecbepeHTHan akTUBHOCTb (reference strength): AKTUBHOCTb cybcTaHLMm unn cybcTaHuuin, uc-
nonb3yemMasn B Ka4eCTBe 3TasioHa, No OTHOLUEHUIO K KOTOPOMY onpeaenaeTcd akTMBHOCTb uccnegyemoro unu
3aperucTpupoBaHHOro nekapcTBeHHOro cpeacTaa.

Mpumepsbi

1 Ecnu uHepeduenm umeem ¢hopMy cosu unu 2uépama, mo KonuyecmeeHHbIl cocmae Moxem
6bimb eblpaxeH 8 mepMuHax Macchl (unu 6uosio2udyeckoll aKmueHocmMuU 8 MeXOyHapOOHbIX (Unu
UHbIX) eQUHUYax, ecsiu 3mo NpuUHAMO) akKmueHo20 eeujecmea (6azoeoz20 eeujecmea, kucnomsl unu
aHeudpuda), kK npumepy, e onucaHuu «60 M2 mopemMudgpeHa (8 sude yumpama)», unu «yumpam mo-
pemMucpeHa, aksusaneHmHbIll 60 M2 mopemugheHa» aKkmueHbIM UH2pedUEeHMOM siensiemcsi «yumpam
mopeMugeHar, a pehepeHMbIM 8eLECMEOM — «MopeMugeH».

2 Ecnu akmusHbIlU uHzpedueHm sisnissemcsi ahupom unu Mmemabonuyeckum npeduiecmeeHHU-
KOM, mo Konu4decmeeHHbIl cocmae Mo)xem 6bimb 8bipa)KeH 8 mepMuUHax 3moz0 acghupa unu npeduwie-
CcmeeHHUKa, Hanpumep, 75 M2 cpocgheHUMOUHa, skeusaneHmHbie 50 M2 gheHumouHa. PecpbepeHmHbIM
eeujecmeomM 8 3IMoM criyqae siensgemcs «gheHUMoUH».

MprnmMeyaHue — AKTMBHOCTb CyGCTaHLMMW UM KOHTPONMPYEMOI cyBcTaHumm aonmkHa BbiTb onucaHa kak konu-
YecTBO CyGCTaHLMK, NpUCYTCTBYIOLLEE B NEKApCTBEHHOM Mpenapare unv B NPOU3BeAEHHOM NpoaykKTe.

3.1.71 perucTpaunoHHbIN HOMEp KIIMHU4YECKOro UuccnenoBaHus (registration number): NaeHTudu-
KaTop KMMHWUYECKOro uccrneaoBaHusl, MPUCBOEHHLIN YNONHOMOYEHHBIM OpraHoM pernctpauun, B Lenax obe-
cneYyeHns NPocnexmBaeMmocTu.

3.1.72 BOoKyMeHT perucrtpauuoHHoro gocbe (regulated document): moboin fokymeHT, Bknioyaemblin
YNOMHOMOYEHHBIM OpraHoM B perMcTpaumMoHHoe JoCke NnekapCTBEHHOro cpeacTsa, NMBo AOKYMEHT, Heobxoau-
MbIY ANS NOoNyYeHus paspeLleH s Ha NpoBeaeHre KIMHUYECKOro UCCrefoBaHusl U Haf3opa 3a uccrefoBaHeM.

Tpumepbl — UHCMPYKUUS 110 NMPUMEHEHU 0 JTeKapcmeeHHo20 cpedcmea (SmPC — Summary of
Product Characteristics), uHghopMmayuoHHbIl nucmok nayuesma (PIL — Patient Information Leaflet).

3.1.73 nytb BBeaeHus (route of administration): MNMyTb BBeAeHUA nekapcTBeHHOro npenapara B TeNO
W KOHTaKTa C TeSIOM.

Mpumepbi — MepopankHkiil, 6HymMpueeHHbIil, 8 NOA0CML PMa, 8 KOHLIOHKMUGANLHBII MeWOoK 2N1a3a.

3.1.74 koHTponupyeMas cybctaHumsn (specified substance): dapmauesTuyeckas cybertaHuma, Xxapak-
Tepusyemas rpyrnnon af1eMeHTOB, KOTOpble ONUCHIBAIOT KOMIMIIEKCHOE BELeCTBO UIN YKasbiBaloT AOMOMNHU-
TenbHY MHOPMaLMIO O NeKapCTBEHHbIX CpeAcTBaXx.

MpumedaHwns

1 MNpvmepamu JOMNONHUTENBHBIX 3NEMEHTOB ONUCaHWUsI MOTYT CIYXWUTb KauyeCTBO, €AUHULIbI U3MEPeHUs, husunde-
ckas hopma, KOMMNOHEHTbI, MPOM3BOANTENb, KPUTUYECKKE 3Tarnbl MPOM3BOACTBEHHOIO npouecca (K NpuMepy, aKCTpakuums,
npoLecchl CMHTE3a U pekoMBuHaLmn).

2 [Ins onucaHmna KOHTPONMPYeMON CyOCTaHUMKM MOTyT MCONb30BaTbCsl YETbIPE pas3fvyHble rPYnnbl 3MEeMeHTOB,
Mexay KOTOPbIMU CYLLECTBYIOT onpeaeneHHble OTHOWEHUS.

3.1.75 cnoHcop (sponsor): dusnyeckoe nNuLo, UpMa, UHCTUTYT UNU opraHu3auus, Hecyllas OTBET-
CTBEHHOCTb 32 MHULMMPOBAHUSA, OpraH13aLmnio U uHaHCMpoBaHUe KIMHUYECKOro UCCneaoBaHuA.

3.1.76 akTuBHOCTb (strength): CogepxaHue cybcTtaHuMM Unu KOHTPONMpyemoit cy6CTaHuMK, BblpaXKeH-
Hoe B hopMe KonuyecTBa B eAuHULe J03bl, eauHULLE NpeacTaBneHuns, eauHiue obbema unn Macchl B cooT-
BETCTBMMU C A403NPOBaHHON popMON.

MpumeyaHue — CM. Takke KONMYECTBEHHBIN cocTaB (onpeaenenue 3.1.69).

3.1.77 cy6cTaHumsn (substance): lioboe BellecTBO BUOMOTMHECKOrO, MUHEPAanbHOMO UMM XMMUYECKOro
npoucxoXxaeHus, cnocobHoe K 0TAeNbHOMY CYLLECTBOBaHUIO U UMeloLLiee onpeaeneHHbl cocTas.
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Ana onucaHua KoHTponupyemomn CyGCTaHLl,I/II/I MOIYT UCNONb30OBATbLCA YeTblpe pasfiuiHble rpynnel ane-
MEHTOB, MeXAy KOTOPbIM CYLLECTBYIOT onpeaeneHHble OTHOLLIEeHUA.

Mpumevaunwnsa

1 Cy6eTaHumn mMoryT 6BbiTb NPOCTBIMKY, CMELLAHHBIMU UM NPUHAANEXKaTb K OAHOW U3 rpynn KOHTPONMpyeMbIX cyb-
ctaHumi. MpocTble cyGCTaHumMy ONUCLIBAKOTCA C NOMOLLBIO MUHUMaInbHO A0CTaToqHOro Habopa AaHHbIX U AensTcA Ha
NATL TUNOB: XUMUYECKUe, BEnKn, HyKNeNHOBbIE KUCIOTbI, MONMMEPbI U CTPYKTYPHO-pasHopogHble cy6eTaHummn. Cy6eTan-
LUUs MOXeT NpeacTaensiTe Co6ol conb, conbBat, CBOOOAHYI0 KMCIOTY, CBOGOAHOE OCHOBaHWE, CMECh CBSA3AHHbIX KOMMO-
HEHTOB, KOTOPble COBMECTHO BblJENeHbl UMM CUHTE3UPOBaHbI. [10 BO3MOXHOCTY JOMKHbB! MCMONb30BaTLCS TEPMUHOMNOIS
¥ onpepensitowme XxapakTeprucTukm n3 papmakoneriHbix ctaten. Onpegensiowme srnemeHTbl 3aBUCAT OT Tuna cybcTaHumm.

2 OTgenbHOe CylwecTBOBaHWe o3HaqaeT cnocobHOCTb cyGCTaHumMm CyLwecTBOBaTh OTAENbHO OT nobol apyroi cy6-
cTaHumm. CyBeTaHumm MOryT npeacTaBnsiTe coBoM XopoLwwo onpedeneHHble BELWECTBa, MMeoLLMe onpedeneHHy o Xummuye-
CKYl0 CTPYKTYPY, CUHTETMYECKME BellecTBa (HanpymMep, CMecu M30MepOB), BCTPE4aIoLWMECs B NMPUPOAE CMECU XMMNYECKUX
BeLLECTB, UMEIOLLMX onpedeneHHble MOMNeKyNsiPHbIe CTPYKTYPb! (HAaNpUMep, KOHbIoraTel 3CTPOreHoOR), BELWECTBA, NPOV3Be-
AEHHbIe N3 PaCTEHWI, XXUBOTHBIX, MUKPOOPFaHU3MOB VI HEOPraHNYECKOro BELLLECTBA, XMMUYECKasi CTPYKTypa KOTOPbIX MO-
XKeT GbITb HEM3BECTHOW MNK TpyaHo onpeaensiemon. Cy6ecTaHums MoXeT npeacTaensiTe coboli conb, conbeat, cCBobogHyo
KMCNOTY, cBOGOAHOE OCHOBaHME, CMECh CBA3AHHBLIX KOMMOHEHTOB, KOTOPLIE COBMECTHO BblAeNeHb! UM CUHTE3VNPOBAHbI.

3.1.78 UHCTPYKLUMA No NpuUMeHeHU nekapcTBeHHoro cpeactBa (SMPC — Summary of Product
Characteristics, product labelling): IHdbopmaunsa o nekapcTBeHHOM cpecTBe, NpeacTaBneHHas ansa ero pe-
rmeTpauum B ynorHOMOYEHHbIA opraH.

MpumevaHns

1 CogepxaHue VHCTPYKUMK MO MPUMEHEHWNIO MOXET ObiTb M3MEHEHO TONBKO C BEAOMa YMONHOMOYEHHOro OpraHa,
3aperMcTpupoBaBLLEro AaHHOe NeKapCTBEHHOE CPeacTRBO.

2 VIHCTPYKUMS NO NPUMEHEHNI0 NPedoCcTaBnNsAeT MeaMUMHCKUM crneuunanuctam 6a3oeyto nHdopmaumio o 6esonac-
HOM U 3(PHEKTUBHOM UCMONb30BaHNM NEKAPCTBEHHOIO CPEeacTBa.

3.1.79 ueneas nonynsuusa (target population): Tun naumMeHToB UNKU NoTpebuTenei, ANA KOTOPOro no-
KasaHo NpMMEHEeHWe 3aperMcTpUpoBaHHOMO NIeKapCTBEHHOIO CpeacTea.

3.1.80 TepaneBTU4Yeckne nokasaHus (therapeutic indication): NpegHasHayeHue nekapcTBEHHOro cpel-
CTBAa, 3aperMcTpMpoOBaHHOro B YNONTHOMOYEHHOM OpraHe.

M pnmMmedvyaHne — anI nposegeHnn KNUHUYECKNX mccneaoBaHvn TepaneBTu4eCKUMU NOKa3aHUAMN ABNAETCA
nceregyemoe npumeHeHue, onmcaHHoe B NpPOTOKOINe KNMMHUYECKOIo nccnegoBaHus.

3.1.81 ToproBbin 3Hak (trademark): OTNUUUTENbHBIA 3HAK UM CUMBOSI, UCMONb3YEMbIN HU3UHECKUM
NMLOM, NPEANPUATUEM UMK APYTUM I0PUANHECKUM JIULIOM B KaYeCcTBe ONO3HaBaTeNbHOro 3HaKa YHUKanbHoro
UCTOYHWUKA TOBapOB UMW YCIyr, MO KOTOPOMY MOTpebutenb MOXeT OTANYUTL UX OT TOBApPOB U YCAYr APYrux
hm3nIecKknx Unu PUANYIECKUX L.

3.1.82 eauHuua npepcraBneHun (unit of presentation): KayecTBeHHbIN TepMUH, ONUCHIBAOLWNIA OT-
OenbHY UCYUCAUMYIO CYLLHOCTb, NPeACTaBSAOWYI0 JleKapCTBEHHbIA nNpenapart UM NpousBeAeHHbIN Npo-
AYKT, C 3K3eMNNAPOM KOTOPOW NPON3BOANTCS CpaBHEHUE NPU OLEHKE aKTUBHOCTU UK KOMUYECTBA.

lMpumepbi

1 Npu onucanuu akmueHocmu — do3a, cnpel unu mabnemka «codepxum 100 MKk2 @ pacyeme Ha
cnpeli» (eOuHuya npedcmaesneHusi = cnpeli).

2 lpu onucaHuu kayecmea: nNy3bipek, KOPobka unu ¢gpnakoH «codepxum 100 M1 e pacyeme Ha
nysbipek» (eQuHuya npedcmasneHusi = ny3bipek).

Mpumedyanune — EguHnua npeacTaBneHuss MOXeT UMETb TO XKe Ha3BaHue, YTO U APYroi aremMeHT CrioBaps

AaHHbIX, HANPUMepP, OCHOBHas1 JO3MPOBaHHas hopMa NNK KOHTENHEP, HO 3TU A4BA NOHATUSI HE SKBUBATIEHTHbLI M AOMKHbI
MMETb B CNOBape pasHble YHUKAlbHbIE MAEHTUUKATOPLI TEPMUHOB.

3.1.83 Bepcua (version): MexaHu3M, NO3BONAOLWNIA y4ecTb, YTO Ha oNpeaeneHHyo AaTy HekoTopble
CBOWCTBA UCCNEeAyemMoro Wiu 3aperucTpupoBaHHOMO fNeKapcTBEHHOTO CpecTBa U3MEHUTUCh, U NO3BONSALO-
LM OTCNEXUBATb 3T U3MEHEHUS] Ha NPOTSHKEHUN BCETO XKU3HEHHOTO LMKIa NpoAyKTa.

3.1.84 cnoBapb (vocabulary): TepMuHONOrnYeckuin cnoeapb, coaepXalluiA TEpMUHBI U onpeaeneHns
13 oaHon unu 6onee KoHKpeTHbIX obnacteit sHaHuin (ISO 1087-1:2000, onpeaenexue 3.7.2).

3.2 CokpaweHus

3.2.1 BAID_1 — nageHtudukatop cepum nekapcTBEHHOro cpefcTa (Ha BHELWHEN ynakoBke ).
3.2.2 BAID_2 — naeHTudukaTop cepuv nekapcTBeHHOro cpeacTBa (Ha NepBUYHOMN YNakoBKe).
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3.2.3 BRIDG — mogenb [pynnbl MHTerpupoBaHHo npeagMeTHor obnacTu buomeanLUMHCKUX uccnegosa-
HWI (The Biomedical Research Integrated Domain Group Model)'.

3.2.4 DIBD — mexgyHapofHas aata poxaeHus paspabotku, MOPP (Develpopment International Birth Date).

3.2.5 DSUR — otyeT no 6esonacHocTn paspaboTtku (Development Safety Update Report).

3.2.6 GTIN™ — mo6anbHblit Homep npeameta Toproanu (Global Trade Item Number?)3,

3.2.7 IBAID_1 — ngeHTUDUKATOP CEpUUN UCCIIEQYEMOroO NIeKapCTBEHHOMO CPefCTBa (Ha BHELLHEN ynakoBke).

3.2.8 IBAID_2 — naeHTUGUKATOP CEPUM UCCeyeMOro NeKkapCTBEHHOTO cpeAcTBa (Ha NepBUYHON YNaKoBke).

3.2.9 IBD — MexgayHapogHast farta poxaeHusi nekapcteseHHoro cpeactea, MAP (International Birth Date).

3.2.10 ID — upgeHTudmkatop (ldentifier).

3.2.11 IDMP — ngeHTudukaumsa/nekapcteeHHblx cpeacTs (Identification of Medicinal Products).

3.2.12 IMPID — ungeHTundpmkaTop nccnegyemMoro nekapctBeHHoro cpeactaa (Investigational Medicinal
Product Identifier).

3.2.13 INN — mexxayHapogHoe HenaTeHToBaHHOe HaumeHoBaHWe, MHH (International non-proprietary name).

3.2.14 IMDRF — MexayHapoaHblii hopyM opraHoB perucTpauim meguumnHekux nsgenuii (International
Medical Devices Regulators’ Forum).

3.2.15 IPCID — upeHTudukatop ynakoBku uccnegyemoro nekapcreeHHoro cpeactaa (Investigational
Medicinal Product Package Identifier).

3.2.16 MPID — ngeHTudukatop nekapcrseHHoro cpegcrasa (Medicinal Product Identifier).

3.2.17 OID — obbekTHbIN naeHTudukatop, OUNA (Object identifier).

3.2.18 PBRER — nepunognyeckmin otyeT 06 oLieHKe COOTHoLWeHUs nonb3bl U pucka (Periodic Bene-
fit-Risk Evaluation Report).

3.2.19 PCID — ngeHTuUchrKaTop YnakoBkui nekapcTeeHHoro cpefcTaa (Medicinal Product Package Identifier).

3.2.20 PhPID — naeHTudpukaTop nekapcrseHHoro npenapata (Pharmaceutical Product Identifier).

3.2.21 PSUR — nepuognyecknii otyeT no 6esonacHocTh nekapcteeHHoro cpeactea, NMOBJIC (Periodic
Safety Update Report).

3.2.22 SPC/SmPC — MHCTpYKUUs No NpUMEeHeHUto NekapcTeeHHoro cpeactea (Summary of Product
Characteristics).

3.2.23 UML — YHudpuumposaHHbIn a3bik MogenuposaHus (Unified Modeling Language [Object Manage-
ment Group, Inc.])?.

3.2.24 UDI — yHukanbHbI naeHTuULmpyowmin kog meguumHekoro nsgenust (Unique Device Identifi-
cation Code (Popym IMDRF)).

3.2.25 WHO — BcemupHas opraHusaums aapasooxparerusi, BO3 (World Health Organization)®.

4 TpeGoBaHuA

4.1 MNoHATUA, HeobxoauMbIe AN YHUKaNbHOW uaeHTU(UKaL MK NnekapcTBeHHbIX CpeacTB

4.1.1 O6wwue nonoxeHus

B HacTodLweM cTaHaapTe A4alTca onpeaeneHust NOHATUIA, HeobXoAMMbIX ANl YHUKanbHOW naeHTuduka-
LM NeKapCcTBEHHBLIX CPEeACTB HAa MeXAyHapoAHOM YPOBHeE, koraa oHa Heobxoguma (Hanpumep, Ana dapma-
KOHaf3opa 1 MeXayHapoAHbIX OTHETOB O HexernaTerbHbIX peakumMsXx U yrpaBneHuM puckamu).

B kaxgoW opucaMKLMKA CYLECTBYIOT CUCTEMBI MPUCBOEHUSI PErmMCcTPaLUOHHBIX HOMEPOB NeKapCTBEH-
HbIM NpenapaTam, YHUKanbHOW HyMepauumn ynakoBOK, HyMepaLuvmn cepuid, LUTpUX-koguposaHus 1 T.4. fonon-
HUTenbHble uaeHTudMKaTopbl, onpeaensieMble B HACTOSALLEM cTaHAapTe, NpeanaralT cpeacTsa naeHTudgu-
Kauun, KOTopble Ha 3aMeHsIIoT 3TU CUCTEeMbI, a AONONHSAIOT UX.

Takas uaeHTUUKaLMA OOMKHA CrneaoBaTh ONUCaHHBLIM HUKE NMPUHLMNAM.

4.1.2 3aperucTpupoBaHHble NeKapcTBeHHble CpeAcTBa
YHuKanbHas naeHTudukauma saperncTpupoBaHHOro NnekapcTBEHHOTO CPEACTBA U ONUCaHNE ero OCHOB-
HbIX XapaKTePUCTUK AOMMKHBI ObITb OCHOBaHbI Ha CrieayroLmnX NpUHLMNax:

HononHutenbHyio nHpopmaumio cm. Ha caiite hitp://www.bridgmodel.org.

B NCO 11615-2012 npuseaeHo owmnboyHoe HavnmeHoBaHue «Global Trade Identification Number».
HononuntenbHas nHpopmaumnsa pasmelleHa Ha cante MexayHapoaHow accoumaumn GS1: http://www.gs1.org.
HononHuTenbHyto nHopmaumio cM. Ha caiite http://www.uml.org.

HononHuTenbHyto nHdopmaumio cM. Ha caiite http://www.who.int.

A bR WN =
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a) NekapCTBEHHOMY CpeacTBY AOIKEH MPUCBaNBAaTLCA YHUKanbHbIA uaeHTudukatop (MPID), obecne-
YMBAIOLMI BOSMOXHOCTb HAEXHOro onpeAeneHnsl NekapCcTBEHHOro CpeacTsa, a Takke MOHUTOPUHra 1 oT-
CrnexvBaHusa ero NpUMeHeHus;

b) ynakoBke nekapcTBeHHOro cpeacTBa AOSKeH NpucBamBaThCs YHUKanbHbIN naeHTudgukatop (PCID),
obecrnevnBaroLwnii BOIMOXHOCTb HafEXHOro onpeaeneHns U oTCNexXnBaHne yNakoBaHHOMO NieKapCTBEHHOro
CpeAcTBa B NpoLecce NOCTaBKW UK Npoaaxu;

C) cCepun nekapCcTBEHHOro CPeacTBa AOMMKEH NpUcBamMBaThbCs YHUKaNbHbBIA naeHTudukatop (BAID_1),
pa3smeLlaemblil Ha BHELLHEN ynakoBKe NekapCTBEHHOTO cpeacTBa U oGecnevnBaownii BOSMOXHOCTb Hagex-
HOro onpeaenexHns 1 oTCreXMBaHUs HoMepa cepumn NekapCTBEHHOTO CPeACcTBa, NPOU3BEAeHHON U3roToBKTe-
neM, B COOTBETCTBUM ¢ TpeBOBaHUSAMU OpraHa perncrpawuu;

d) cepuu nekapcTBEHHOro CPeAcTBa AOMKEH NPUCBaUBATLCA YHUKamnbHbIN naeHTudukatop (BAID_2),
pasmeLlaemblil Ha NepBUYHON yNakoBKe NeKapCTBEHHOrO CPeAcTBa, He SABMAIOLENCS BHELUHeN YnakoBKON.
OT0T ugeHTUdMKaTop AomKeH obecneunBaTh BO3MOXKHOCTb HAAEXHOrO OonpeaeneHnst N OTCNEeXMBaHUA Ho-
Mepa cepun NnekapCTBEHHOrO CPeAcTBa, NPOU3BEAEHHON U3roTOBUTENEM, B COOTBETCTBMM C TpeboBaHUSAMM
opraHa peructpaLuu.

OCHOBHbIMW CBOCTBAMU, CBAI3aHHbIMU C MaeHTUdukaTopamu MPID, PCID, BAID_1 n BAID_2, sasnstoTcs:

- HaMMeHOoBaHWe NeKapCTBEHHOTO CPeacTBa;

- IOPUONHECKUI CTaTyC OTNYyCKa;

- CPOK AeNCTBUSI perncTpaLum;

- paspelleHne YrNorHOMOYEeHHOro opraHa;

- NpounssoguTenb (NPOU3BOAUTENN);

- KQ4eCTBEHHbIN U KONNYECTBEHHbIN COCTaB;

- UIHrpeaneHThl, aKTUBHOCTb, (hopmMa npenapara, NyTb BBEAEHWS;

- MeauumHcKoe nsgenue (U3nenus), sABNsLLMecst YacTbio NTleKapCTBEHHOro cpefcTBa;

- hapmakonoruyeckme cBOMCTBa;

- Knaccudpukaums (Knaccudukaumum) nekapcTBeHHOro cpeacTsa;

- ofMcCaHne YNakoBKW (Hanpumep, KOHTEWHep, MeauUMHCKOe U3Aenne UM YCTPOMCTBO MPUMEHEHUS U
KOMUYeCcTBO YNakoBOK);

- permcTpaumoHHoe 4ocbe.

4.1.3 UccneayeMble nekapcTBeHHbIE cpeacTBa

YHuKanbHas naeHTudmKaums nccnegyemoro fekapcTBeHHOro cpeacTsa U onmcaHue ero OCHOBHBIX Xa-
pakTepUCTUK AOMKHbI BbITb OCHOBaHLI Ha CrieAyoLMX NPUHLIMNAX:

a) nekapcTBEHHOMY CPEeACTBY AOSDKEH NpuUcBauBaTbcs YHUKanbHbIA naeHTudukaTop (IMPID), o6ecne-
UYMBAIOLLNIA BO3MOXHOCTb HaAEXHOro oripedeneHusl nekapcTBEHHOro cpeAcTBa, a Takke MOHUTOPWUHIa 1 oT-
CrexuBaHusa ero NpUMeHeHUs B KNMHUYECKOM UCCnNeaoBaHuy;

b) ynakoBke uccnegyemoro nekapcTBeHHOro cpeacTBa AOSHKEeH NPUCBaUBaTbCA YHUKaNbHBIA UOEHTU-
dukatop (IPCID), obecneymsatowmin BOIMOXHOCTb HAAEXKHOro onpeaernieHnsl U oTcrexusaHue ynakoBaHHOro
nekapcTBEHHOro cpeacTsa B Npouecce KIMHUYECKOro UCCneaoBaHus;

C) cepun nccregyemMoro neKkapcTBeHHOro CpeacTsa AOMKeH NpucBavBaThCsl YHUKanNbHbIA naeHTudu-
kaTop (IBAID_1), pasmeLuaemelil Ha BHELWHEW YNakoBKe NekapCTBEHHOro cpectsa U obecneunBsaowmii Bo3-
MOXHOCTb HafeXHoro onpeaeneHusa U OTCReXMBaHUA HOMepa cepun nekapcTBEHHOTO cpefcTBa B COOTBET-
CTBUMK C TPeBOBaHUSIMIN OpraHa perucTpaunn KMMHUHECKUX UCCeqoBaHuil;

d) cepuu uccnegyemMoro nekapcTBEHHOrO CpPeAcTBa AOSHKeH NpUCBaMBATbCA YHWUKAlbHBIA MOAEHTU-
dukatop (IBAID_2), pasmelyaemblii Ha NEPBUYHON YMAKOBKE JieKapCTBEHHOTO CPefCTBa, He ABNAOLWeERcs
BHELWHen ynakoBKon. JTOT ugeHTudmkatop AomkeH obecneunsaTb BO3MOXHOCTb HaAEXKHOIro onpeaeneHus 1
OTCNEeXuUBaHUA HOMepa cepun NiekapCTBEHHOro CpeacTsa B COOTBETCTBUM ¢ TpeboBaHUSAMM opraHa perucTpa-
Ln KIUHUYECKUX UccrneqoBaHuii.

OcHoBHbIMY CBOICTBaMM, CBSA3aHHLIMU ¢ uAeHTUdUKkaTopamu IMPID, IPCID, IBAID_1 1 IBAID_2, ssnstotcs:

- HaMMeHoBaHWe (HanMeHOBaHWS1) UMK Kof, UccrneayemMoro neKkapcTBEHHOrO CPeACTBa;

- CMOHCOP KNWHUYECKOrO UCCNENoBaHMS;

- NpoussoguTens (NpoussoauTenu);

- paspelueHue ynorHOMOYEHHOro opraHa;

- Ka4eCTBEHHbIN U KONMUYECTBEHHBIN COCTaB;

- aKTUBHOCTb (C Y4EeTOM pasnuuHbIX cTaguii pas3paboTku nekapctsa U MakCUManbHOW Ao3bl), opma
npenapara, NyTb BBEAEHUSI;

- MevLUMHCKOe nsgenue (M3aenus), SIBMsIOLLMECs YacTbio NEKapCTBEHHOTO CpeCcTRa;
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- chapMakornormyeckue CBOMCTBa;

- knaccudukauums (knaccudukaumm) nekapcTBeHHOro CpeacTsa;

- OnuUcCaHWe ynakoBKW (Hanpumep, KOHTEAHEp, MeaULMHCKOe u3fenue UM yCTPOMUCTBO NMPUMEHEHUS U
KONU4eCTBO YNAKOBOK ANS Liener KMMHNYEeCKoro UccneaoBaHus).

4.1.4 NoHaTUA, Heo6xoauMbIe AN YHUKaNbHOW uaeHTUdMKauum nekapcTBeHHOTo CpeAcTBa U
ero cBA3U ¢ uaeHTUdUKaTopaMu nekapcTeeHHbIX npenapatos PhPID

B HacTosAwwem cTaHaapTe onpeaeneHbl NOHATUA, HeobxoauMble Ansi ONMCaHUA CBSI3U 3aperucTpupoBaH-
HOro UK UCCNeayeMoro JiIekapCTBEHHOrO CPeACTBa C COOTBETCTBYIOLLMM UAEHTUMDUKATOPOM NEeKapCTBEHHOMo
npenapara (NnpenapartoB), onucaHHbIM B cTaHgapTe ISO 11616. OnucaHue Takon CBA3M AOSPKHO BKOYaTb B
ceba BCce HUKenepeuncrneHHoe:

a) CBA3b fleKapCTBEHHOIO cpeAcTBa C OA4HUM WM HECKOSNbKUMU JNlekapCTBEHHBIMU NpenapaTtaMu Kak
KOMMNoHeHTaMun cnocoba NpuMeHeHUst (Hanpumep, KOMMEKT U3 BarnHasbHbIX Tabnetok 500 mMr u BaruHanb-
Horo kpema 10%);

b) xapakTepucTuky nekapctseHHoro npenaparta (nNpenaparos), ONUCHIBAOLLYI aKTUBHYHO cybcTaHumo
(cy6eTaHummn) unu KoHTponupyemyto cybectaHumio (cybetaHumm), ux (pedepeHTHY0) akTUBHOCTb, (NMPUMEHS-
emyio) chopMy NnekapcTBEHHOro npenapara, foboe MeauUMHCKOe usgenue, ABNAIOWErocs HeoTbeMIeMon
4acTbio NeKapCTBEHHOro cpecTBa (Hanpumep, NoANOXKa AN KNETOYHOro NeKapCcTBEHHOMO CpeacTBa);

C) onucaHue nekapcTBeHHOro npenapara (npenaparos) B 403MPOBaHHOW flekapcTBeHHOW dopme, pas-
peLeHHOn ANA NpUMEHeHUs!, ecnn HeobxoanMo, NocNe BOCCTaHOBMEHUA, B COOTBETCTBUM C ONUCaHNEM Npu-
MEHeHWUA B perncTpauuoHHOM 0ChE;

d) cBAAsb Mexay 3aperucTpMpoBaHHbLIM (UccreayeMbIM) NeKapCcTBEHHBIM CPEACTBOM U NTEKAPCTBEHHBIM
npenapatom (NpenapaTtamu) B chopme 0HOM0 UK Heckonbkux naeHtTudukatopos PhPID.

4.1.5 MNoHsTna, Heo6xoauMbIE ANA YHUKaNbHOW UaeHTUdUKaLUMU NeKkapcTBEHHOro cpeacTea U
€ro CBA3U € perucTpaLMoHHbLIM HOMepoM

PernctpauuoHHblii HoMep, NpUcBanBaeMblii NEKapCTBEHHOMY CPeACTBY YNOMHOMOYEHHBIM OpraHoM,
MOXeT HasHa4YaTbcsl B COOTBETCTBUM CO CMeayWMMN OCHOBHBIMU NPUHLMNAMMU.

OH MoXeT HazHa4aTbCs fleKkapcTBEHHOMY cpeacTBy 6e3 yueTa pasnuuHbIX pasMepoB yNakoBKU (Hanpu-
Mep, nekapcTBy b — ypcogesokcuxonesas kucnota' 50 TabneTok ¢ NRNEHOYHBIM NOKPbITUEM 250 M — npu-
CBOEH perncTpaunoHHeii Homep 15.2YZ; nekapctso 6. 3ToMy e nekapctey B ynakoske 100 Tabnetok ¢
NeHOYHbIM MOKpbITUEM chopme 250 Mr MPUCBOEH TOT Ke camblil Homep 15.2YZ).

PeructpaloHHBIn HOMep MOXeT HasHadyaTbCsl OTAENbHO NieKapCTBEHHOMY CPEACTBY M OQHOW UNW He-
CKOMNbKUM ero ynakoskam, 4YTobbl pasnuyaTb ypoBeHb NEKApCTBEHHOTO CPEACTBA U YPOBEHb YMNAKOBOK (Ha-
npumep, NekapcTay B — aMOKCUMLMNNMH B KancynaxZ, B cOOTBETCTBUM ¢ hapMakoneeil, Ans npuema BHyTpb,
cogepxxaHune 250 Mr — nNpuUCBoeH perncTpaunoHHbli Homep 0XYZ1-20Z0 (Ha ypoBHe nekapcTBea); ny3blpbKy
no 100 kancyn — peructpaunoHHbll Homep 0XYZ1-20Z0-01 (Ha ypoBHe ynakoBKu), @ ny3blpbky no 500
Kancyn — perucrpauuoHHbln Homep 0XYZ1-20Z0-05. JlekapctBsy B — amokcuuunnivMH B Kancynax, B COOT-
BETCTBUW C hapmakoneei, 4ns npuema BHYTpb, cogepkaHne 500 Mr — NpUCBOEH perncTpaLMoHHbIN HOMep
0XYZ1-20KO0 (Ha ypoBHe nekapcTsa); nysbipbky no 100 kancyn — peructpaumorHblin Homep 0XYZ1-20K0-01
(Ha ypoBHe ynakoBku), a nysblpbKy no 500 kancyn — perucTpaunoHHbli Homep 0XYZ1-20K0-05.

PervctpaunoHHbIn HOMep MOXeT HasHavaTbCsl MpeacTaBMeHno NieKapcTBEHHOro cpeacTsa, TO ecTb
KaxkQoMy NnpefcTaBfeHuno NekapcTsa HazHavyaeTcs OTAeNbHbI HoMep (HanpuMep, nekapctsy A — cycneH-
31 ANs NOAKOXHBIX MHbekuuin 40 EJ/mn B cteknsaHHom donakorne 10 mn (1,4 mr/mn), 1 donakoH — npuceoeH
peructpauuoHHblin Homep V/00/1YX/001; nekapctBy A — cycneHsusa Ans NoaKOXHbIX UHBbekumid 100 EQ/mn
B CTeknsAHHOM driakoHe 10 mn (3,5 mr/mn), 1 dbnakoH — NpUcBOeH perncTpaunoHHbIi Homep V/00/1YX/003).

MpumMeyaHune — HeKkoTOpble NEKAPCTBEHHbIE CPEACTBA MOTYT PaCNpOCTPaHATLCA 683 perncTpaumumy Ha AaHHoM
TeppuTopuM (Hanpumep, NekapcTea, BBeAeHHbIe B obpalueHre 4o co3aaHus yNorHOMOYEHHOro opraHa). Takum nekap-
CTBam MNpuCBanBaeTCs NMULEH3NOHHBIM HOMEpP, pasmellaeMblil Ha yNakoBKe, Ha KOPOBKe UMK nevaTtaembli Ha BKNagbilue
B YNAKOBKY.

B HacTosillem cTaHdapTe onpefensioTcs NOHATUS, HeobxoduMble OISl YCTAHOBIEHUSI CBA3W Mexay
naeHtndukatopamm MPID n PCID ¢ peneBaHTHbIMU perncTpauvoHHbIMA HOMepamu, NMPUCBOEHHBIMU YNOs-
HOMOYEHHO opraHusaLunei. Takas cBaA3b AOMKHA YAOBNETBOPSATL CeAYHLWMM ABYM NPUHLMIAM:

T 370 noaxoaswmii NpUMep KOMMepHECKM AOCTYTHOTO NekapcTea. Ero Ha3BaHue NpuBeaeHo Ans yao6eTBa YTeHus
HaCTOALWEro cTaHaapTa U He 03Ha4aeT Kakyo-nnbo NoaaepXKKy SToro nekapcrasa co cTopoHsl CO.

370 NoAXOAAWMIA MPUMEP KOMMepPHeCKu 4OCTYNHOTo nekapcTea. Ero HazsaHwne npvBeaeHo ans yao6eTea YteHus
HaCTOALWEro CTaHAapTa M He 03Ha4aeT kakyo-Nnbo nogaepXky 3TOro nekapcTea co cTopoHbl UCO.
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- naeHTndpukatop MPID Bcerga aomkeH 6bITb CBSI3aH C COOTBETCTBYIOLLMM PErMCTPaLUOHHBIM HOMEPOM
nekapcTBeHHoro cpeactea (Hanpumep, uaeHtudukatop MPID «CtpaHa-055-0957» nekapctea b —tabnetku
C NNEHOYHbIM NOKPLITUEM 250 Mr, KoTopoe noctaBnseTca B ynakoskax rno 50 n 100 Tabnetok, aomkeH ObITb
CBfI3aH C perncTpaunoHHbIM HomepoM «CTtpaHa 15.2YZ»;

- naeHTndukatop PCID Bcerga gomkeH 6biTb CBSA3aH C COOTBETCTBYHOLLMM PErMcTpaLMoHHbIM HOMEPOM
cneundmrYHON ynakoBKu Unu nNpeacTasreHus nekapcTBeHHoOro cpeacTaa (Hanpumep, nageHtudukartop PCID
«CTpaHa-0787-2550-05» pgomkeH ObITb CBA3aH C perMcTpaumoHHbIM HoMepoM — TabrneTkn ¢ NNeHoYHbIM
nokpbiTem 250 Mr, KoTopoe noctaensieTcs B yrnakoskax no 50 u 100 tabnetok, AomkeH 6bITb CBA3aH C pe-
rmcTpaunoHHbiM HomepoM «0XYZ1-20Z20-05», npUCBOEHHBIM aMOKCULMIIMHY B Karncyrax, B COOTBETCTBUM C
capmakoneein, Ana Npuema BHYTpb, coaepxaHue 250 mr.

4.1.6 NoHaTuA, Heo6xoauMbIe AN YHUKaNbHOW UAeHTUUKALUM NNeKapCTBEHHbIX CPeACTB U
CBA3U ¢ uaeHTUdUKaTopamMm B HOCUTENAX AAHHbIX

UaeHTudunkatopbl B HOCUTENSAX AAHHBIX OAHO3HAYHO UAEHTUULMPYIOT NpeaMeThl, noanexalume npo-
naxe (HanpuMep, nekapcTBeHHble MpenapaTtbl UM MeauUMHCKUE usgenusa), B Lenu noctaBok. Hanpumep,
rnobanbHbI Homep npeagmeta Toprosnu (GTIN) ucnonbayetcsa ana uaeHTudukauum nio6oro npeameta Top-
roBMu, AnNs KOTOPOro HeobxoAMMO MONYYnTb MO 3anpocy 3apaHee onpeferieHHyo Ansa Hero uHdopmMaumio,
N KOTOPbLIN MOXeT OblTb OLeHeH, 3aKkasaH UM Ha Hero MoXeT GbiTb BbICTABMNEH cyeT B MoGoi Touke noboii
uenu noctasok. Homepa GTIN moryT coctostb U3 8, 12, 13 unu 14 undp. MobanbHas rpynna nonb3osarenen
GS1 B obnacTu 3gpaBooxpaHeHus (GS1 Healthcare User Group) cnocobcTByeT npuMeHeHuo rnoGanbHoM
CTaHJapTu3aLumm B Liensix obecnevyeHns CoBMeCTUMOCTN HOPMaTUBHBIX TpeboBaHuWI Bcex cTpaH. CneayeT 3a-
METUTb, YTO HaLMoHanbHble, dheaeparnbHble UMM MECTHbIE HOpMaTUBHbIe TpeboBaHWUSA MOTYT NPUMEHATLCA U
UMeTb NPeuMyLLIeCTBEHHOE 3Ha4YeHWe Mo OTHOLEeHUO K NtoboMy ctaHaapty GS1.

BasoBbiMK 3apaHee onpedeneHHbIMU XapakTepuctTukammn naeHTudukaTtopoB Ansg NaeHTUUKaTopos B
HOCUTENSIX AaHHbIX MOTYT ObITb!

- HaMMeHOoBaHMWe, TOProBbIA 3HaK 1 onUcaHWe NPOAYKLMN,

- peLienTypa (aKTUBHbIE HrPeaANEHTHI),

- aKTUBHOCTb,

- O3UPOBKa (UMW MPUMEHEHNe),

- KONM4ecTBO HETTO (Bec, 06LeM UNK Apyrne BenUYMHBI, UCMONbayemble B cdhepe TOproBnu),

- KOHdUrypaLms ynakosku,

- bopMa, NpUrogHoOCTb UK pyHKUNS,

- ANSA rpynn, YUCno dneMeHTapHbIX NpegMeToB TOProBAW B COCTaBe rpynnbl, NoapasaeneHne B equHu-
Liax MpoMEXXyTOYHOW ynakoBkK, cnocob rpynnuposaHus (Kopobka, 6nuctep, suelika 6nnctepa).

NameHeHMne nioBoro 13 aTMx 6a30BLIX 311EMEHTOB, XapaKTepUayoLW X NpeaMeT TOProBnn, 0GbIYHO Bre-
yeT 3a coboll U3MeHeHWe naeHTUdmkaTopa B HocuTene AaHHblX. K naeHTudmkaTopy B Hocutene AaHHbIX
MOryT ObITb 406aBMNeHbl 4OMONHUTENbHbBIE AaHHbIE, HAaNpPUMep, HOMeP Cepun N CPOK rOAHOCTH.

5 OnucaHue NPMHLUNOB U MeTOAO0B UH(HOPMALIMOHHOrO MOAENUPOBaHUS

5.1 O6LWue nonoxeHus

[Ons nocTpoeHusi MHopMaLMoOHHON Moaenu, NpeacTaBneHHoN B HACTOSILLEM CTaHAapTe, UCMOoMb3oBaH
YHuUuumposaHHsbIii f3blk Mogenuposarus UML (Unified Modelling Language), passuBaemblii [pynnoi Moge-
nuposaHuna ob6bektoB OMG (Object Modelling Group).

Kak 1 Bo Bcex fA3blkax, ¢ nomoulbo UML ogHo 1 To e cogepXaHne MOXHO NpeacTaBuTb HECKOMbKUMM
pasHbIMU cnocobamu, NpuaepXKMBasCh pasHbix CTUMEN U WAaBNOHOB NpeacTaBneHnsa. B HacToswemM ctaHagap-
Te BbIBpaH o4eHb NpocTon crnocob npedcTaBneHus], UCNOb3YIOLMIA TOMNBKO Kracckl, aTpubyThl U accoumaLmm
6a30BbIX TUMOB. B Liensix NpocToTbl HEKOTOPbIE KOHCTPYKLMM Ai3biKa (HanpUMep, CTepeoTUmbl U CNOXHbIE ac-
coupaLmm) He NpUMeHsATCA. B criegyowmx pasgenax onucaH CTuilb MOAENUPOBaHUS, MPUHATLIA B HACTOS-
Lem ctaHgapTe.

Kpome Toro, B AnarpamMmMax UCronb3yeTcs LIBETOBOE KOQNPOBaHME, MOMOratoLLee BU3yanibHOMY BOCMpU-
ATUIO TPYMN CYLLHOCTEN, CBA3AHHBIX Mexay coboi.
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dass MonHas MoAenk NeKapcTBEHHOT0 cpe/CcTBa / dass MonHas Mogenb NCCneyemMoro NekapcTBeHHOro cpesicTBa

YcnoBHble 0603HavYeHNs YC/I0BHbIE 0603HAYEHNS

I:' JlexapcTeeHHoe cpeAcTBo I:' VccrieyeMoe nekapCTBeHHOE CPE/CTBO

|:| MpoussopuTens/mpeanpusive (opraHusaLyts) I:' Mpov3BOAMTENL/NPEANpUSTUE (OpraHU3aLys)

|:| FocynapcTeaHHan pervcrpaLy I:‘ PervCTpaLst KIMHUECKOTO VICCE0BaHMS

I:' YNaKoBaHHOE NleKapCTBEHHOE CPEAICTBO YraKoBaHHOE VCCIEflyeMOe NlekapCTBEHHOE
cpeacTso

I:' JlekapcTBeHHbI npenapar JleKapCTBeHHb I Mperiapar

|:| apmaKonorvHeckve CeovicTea |:| PapMaKonorvHecKVe CBoiicTBa

PurcyHok 1— YCrnoBHble LIBETOBbIE 0603HAYEHWS KNACCOB MOAE/ M

5.2 KoHuenTtyanbHble 0630pHbIE AnarpaMmmel

B cTtaHfapTe npuBefeHbl ABe KOHLENTyasbHble AguarpaMmmbl (Mo OAHOI ANS NekapCcTBEHHOrO cpeAcTsa
M 1uccneayemoro neKkapcTBeHHOro cpefctea), gawuwue obuime npeacTaBneHuws, KoTopblie ganee 6yayTt pac-
KpbITbl 60nee geTanbHo.

3Tn gmarpaMmmbl NokasbiBalT N0 OLHOMY NpeAcTaBUTENbHOMY Knaccy U3 Kaxgoro MHgopmaunoHHOro
pasgena, cBA3aHHOMY C 6a30BbIM MOHATMEM (C /IeKAPCTBEHHLIM CPEACTBOM WN C UCCNIeAYEeMbIM IeKaPCTBEH-
HbIM CpPeaCcTBOM).

Ha Hux nokasaHbl 6a30Bble KpaTHOCTU CBA3el Mexay (MccnefyembiM) eKapCTBEHHbIM CPeACcTBOM U
3TUMU NpeacTaBUTENbHBIMU Klaccamu, HO He MokasaHbl HW Apyrve CYLWHOCTU, HW Apyrve accouunaumun, Hu
aTpuobyThI.

class O630pHas AgnarpaMmma noHATUiA

PurcyHok 2 — Mprivep KOHUEMTyasibHOV 0630pHON Anarpavmbl

5.3 BbicOoKOypOBHeEBbIE gnarpammMmbl pa3fesnos

B Hauane Kaxpgoro WHOPMaLMOHHOTO pasfesnia NpUBOAATCS BbiCOKOYPOBHEBbLIE AMarpaMMbl, Ha KOTO-
pbIX MoKa3aHbl BCE KMacChl, ONUCAaHHbIE B 3TOM pasfesie, U BCe KOHLENTyasibHble OTHOLUEHUS MeXAy 3TUMU
knaccamu. McxogHoii Toukoli Bcerga cnyxuT (MccnefyemMoe) nekapcTBeHHOe CPeacTBo.
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Ha aTux KoHUenTyasbHbIX guarpaMmax He nokasaHbl HU KPATHOCTU, HU aTPUBYTbl, MOCKOSbLKY WUX OC-
HOBHOW Lenblo SIBNsSieTCA onucaHue o6uieil kKapTuHbl, KoTopas ganee 6yAeT packpbiTa B 6o0/ee AeTaNbHbIX
avarpammax.

Class BblcOKOypOBHeBas gnarpamMmma pasgena

PucyHok 3 — lMpumep BbICOKOYPOBHEBOW Aviarpammbl paszena

5.4 [eTanbHble gnarpaMmmbl

5.4.1 O6uwme NosIoXeHus

Ha geTanbHbiX AuarpamMmmMax, NpuBefeHHbIX B KaXA0M pasfenie, nokasaHbl BCe Knaccbl U Bce aTpubyThl,
Heob6XxoauMmble A1 NpefcTaB/ieHUs CoAepXaHusa 3TOro pasfena, a Takxe geTan KOHUenTyaslbHbIX OTHOLWe-
HUA Mexay 3TUMKM Knaccamu.

5.4.2 OTHOWeEHMA MexAay Knaccamu

B uensax coxpaHeHus NpocToTbl MOAE/IN OTHOLWEHUSA MeXAy KnaccaMu onucaHbl B KOHTEKCTe (uccnepy-
€eMOro) ieKkapCcTBEHHOrO cpeAcTBa NPOCTO Kak accouualnm, He YTOUHASA HU KX posib, HU Tun. (B To Xxe Bpewms,
K npumepy, B mogenu BRIDG paetcsa siBHOe OMMCaHWe CEeMaHTUKN CBA3EW, CKaXeM, «MMeeT PYHKLUI0» Un
«BbIMOMTHAETCA C NOMOLbIO»).

KpaTHOCTW OTHOLWEHWI OnMcaHbl TO/IbKO B OAHOM HanpasfeHWu, a UMEHHO, OT (MccnefyemMoro) nekap-
CTBEHHOrO cpejcTBa Kak NMpAMOro WaM KOCBEHHOro UCTOYHMKA. 3TO BbI3BAHO TEM, YTO LESIbI0 HACTOALLErO
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cTaHgapTa fBfAseTca onucaHne (Uccnefyemoro) 1ekapcTBeHHOro cpefcTBa v ConyTCTBYOLWER eMy nHgopma-
1K1, No3TOMYy MCNoNb30oBaHue (Mccnefyemoro) nNekapCTBEHHOro cpefcTBa B Ka4eCTBe MCTOYHMKA OTHOLWIEHWUN
BHOCUT 60O/blUe ACHOCTU W NO3BONASAET u3bexaTb CMOXHbIX CBA3ENW MHOrMe-KO-MHOTMM, KOTOpble MOrau 6bl
BO3HUKHYTb, €C/i1 6bl OTHOLWEHMA 6bl/IM HanpaB/ieHbl OT BCMNOMOraTesibHOro knacca K (uccnegyemMmomy) nekap-
CTBEHHOMY Cpe/CTBY.

0O603HauYeHna kpaTtHoCTU “1" 1 “1..1" ABNAIOTCA CUHOHUMAMM.

Class BblCOKOypOBHeBasi guarpammMa pasgena

PucyHok 4 — Tpumep geTanbHOW guarpamMmmbl

KpaTHOoCTb cyuiHOCTU “1”, 03HAa4aeT, 4YTO 3Ta CYWHOCTb AO/DKHA ObiTb YKaszaHa 1 4TO AO/DKEH CyLLeCcTBO-
BaTb POBHO OAMH 3K3eMNAApP MHGOpPMaLMK, ONUCbIBaOLWER 3TY CYLLHOCTb.

KpaTHOCTb cywHocTn “1..*", 03Ha4yaeT, YTO 3Ta CYWHOCTb AOJ/IKHA OblTb yKa3aHa W 4YTO AOJDKEH cylie-
CTBOBaTb OAWMH 3K3eMNMSApP MHopMauumn, onucbiBallieil 3Ty CYLWHOCTb, M MOXET CyllecTBOBaTb elle He-
CKOJIbKO TaKMX 3K3eMMasapoB.

KpaTtHocTb cyuwHocTh “0.. 1", 03Ha4yaeT, YTO 3Ta CYLWHOCTb MOXET ObITb YyKa3aHa M YTO MOXEeT CyLLecTBO-
BaTb OAMH 3K3eMnAsAp nHopMaynn, onucbiBatoLLein 3Ty CYLWHOCTb.

KpaTHocTb cywHocTmn “0..*”, 03Ha4yaeT, YTO 3Ta CYLLHOCTb MOXET ObiTb ykazaHa MU YTO MOXET CyLL,ecTBO-
BaTb HECKOJIbKO 3K3eMN/ISPOB MHChOpMaL MK, ONuUCbiBalOLWEeR 3Ty CYyLLHOCTb.
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5.4.3 ATpubyThl KNaccoB

ATpubyThl KNacca onvcaHbl B MOAeNu ¢ nomolLblo umeH. OnpegeneHue atpubyTa, ero onucaHue u npu-
Mepbl 3Ha4YeHWiA NPUBOAATCS B TEKCTe BCreq 3a AuarpaMMoin KrnaccoB.

Ecnu kpaTHOCTb aTpubyTa IBHO He 3aJaHa, nogpasyMeBaeTcsl, 4To 3ToT aTpubyT ob6asateneH n gomkeH
UMETb OAHO 3Ha4YeHUe (4TO aKBUBAreHTHO KpaTHocTu [1..1]).

KpaTHocTb atpmbyTa [1..*] o3HauaerT, uTo oH obazateneH U MOXeT UMETb OAHO UMW HECKOMbKO 3HAYEHWUNA.

KpaTtHocTb atpubyTa [0..1] 03Ha4aeT, YTO OH MOXEeT He MMETb 3Ha4YeHUs1 UNN UMeeT OAHO 3HaYeHue.

KpaTHocTb aTpunbyTta [0..*] 03Ha4aeT, YTO OH MOXET HE UMETb 3HAYEHUA UNN UMEET OAHO UMM HECKOSBbKO
3Ha4YeHuN.

Tunbl gaHHBIX, KOTOPbIE OOMMKHBI UMETb 3HaYeHUs1 aTpubyToB, B MOAENN ABHO He ykasaHbl. OgHako B
TEKCTe onucaHunsa Kaxaoro atpubyTa ykaszaHa hopma, B KOTOPOWN AOMKHO GbiTb ykasaHo ero sHaveHue.

B npunoxeHun E npueaeHbl HeKOTOpble YKasaHWUA, kakum o6pa3om aTu pasHble chopmbl nnu obpasupl
3HaYeHWi, onncaHHble B TeKCTe, MOryT BbiTb NpeAcTaBneHbl, UCMNOMb3YA TUMbLI AaHHLIX B 34paBOOXpaHEHWUH,
cneunguunposaHHele B ctaHgapte UCO 21090.

5.4.4 O6006LeHHbIe Knacchbl U LLAONOHBI

Mpy nocTpoeHnn gnarpaMMam Ucrosnb3osaH oanH 0BOGLLEHHBIA KNacc, ¢ MOMOLLbIO KOTOPOro O4HO-
KpaTHO onpegeneHHbln WabnoH nHpopMaLm UCNoNb3yeTca B HECKONbKUX AovepHUX Kraccax. MpocToThl
paau dopmarnbHOe OTHOLLEHWE reHepanusauun, NnpuHaTtoe B Asbike UML, He ucnonbayetcs. BmecTo atoro B
Kayxaol cneupnanmsaunm Ncnonb3yeTcs MMS 3TOro knacca.

JetancHoe onucaHue knaccoB «OpraHusauua», «KoHTakTHoe nuuo» u «[pyrve MecToHaxoXOaeHUs»
AaeTcsa o4HOKPaTHO B COOTBETCTRYOLWEM nogpasaene. Mae 6bl Aanee He ucnonb3oBanack UHdopMaumsa Tuna
«OpraHusauus», «KoHTakTHoe nuuo» unu «[pyrne mecToHaxoxaeHusa», Hanpumep, B knaccax «lMpousso-
avTtens/npeanpuaTie (OpraHnusauns)» Unnm «YnonHomMmoveHHasa opraHusauus (OpraHusaums)», ckobku «(Op-
raHusauums)» GygyT ykasblBaTb, YTO COOTBETCTBYOWAA MHopMauma Hacnegyetcst oT 0606LeHHOro knacca
«OpraHusaums».

B auvarpammax HeckonbKo pa3s ucrnonbsyeTca elle oauH 0606LEHHbIA LWabMnoH, a UMEHHO, Tam,
rae B 4ocTaToqHO obLmx knaccax Tpebyetcs onucatb CyWHOCTb, MCNOMb3YHoLWYo (He cneunduLmMpoBaHHyio)
Knaccudukaumio, U HOMEHKNaTypy, unu cuctemy naeHtudukaumm. Ytobbl cgenatb 3T0 Ha KOHUeNTyanb-
HOM YpPOBHe, B MOAENM NokasaH krnacc ¢ AByMsl aTpubyTaMu: nepBblil uaeHTUdULMpyeT cuctemy (knaccudu-
Kauus, HoMeHKnaTypa unu cuctema mgeHtudukaummn), a BTOpo — UCMONb3yeMblil TEPMUH UMW 3HaYeHe n3
3TON CUCTEMEI.

5.4.5 NepeBoAa U A3bIK

3a wucknoyeHMem ocoboro ykasaHusl, Kacalowerocsi HaMMeHOBaHUA NeKapCTBEHHOro cpeacTea
(cM. 7.2.2.5), ppyrux onucaHnin nepesoaa UHgopMaLuu, oNnMcaHHOW B HacToAWeM cTtaHgapTe, Hert. lMpea-
nonaraeTcs, 4to nNpu rmobanbHOM NpUMeHeHWU cTaHaapTa nepesof nNoTpebyerca u GyaeT BLINOMHEH Npu
peanusalum ero nosioXeHui.

6 UaeHTudMuMpyoWMe XapaKTePUCTUKN 3aperMcTPUPOBaHHbIX NEKapCTBEHHbIX
cpeacTts

6.1 NMepBUYHLIe aeHTUUKaTOPLI

6.1.1 O6LWuKe nonoxeHun

Ina cootBeTcTBUSI TPEOOBAHMSAM, YkasaHHbIM B 4.1, QOMKHBI ObITb YKasaHbl cneayoLwme YeTbipe uaeH-
Tudukartopa:

a) MPID — naeHTuUduUKaTop nekapcTBEHHOro CPeAcTBa;

b) PCID — uaeHTuduKatop yrnakoBKku feKapCTBEHHOro CpeacTsa;

c) BAID_1 — yHuKanbHbIA UAeHTUUKATOP Cepyun NeKapCcTBEHHOro CpeacTBa, HAHECEHHBLIA Ha ero
BHELLHIO YNaKOBKY;

d) BAID_2 — yHuKkanbHbli uaeHTUucukaTop cepmmu nekapcTBEHHOro cpeacTsa, HaHECEHHbI Ha ero nep-
BUYHYIO YNAKOBKY, He SIBNSIOLLYIOCS BHELUHEN YNakoBKOW.

Kpome Toro, ucnosnb3ayertcst CBsisb ¢ uaoeHTUMKaTopamn nekapcteeHHbIX Npenaparos (PhPID), onucak-
Has B cTaHgapTte ISO 11616.

B pykoBoacTBe No NpUMeHeHWUo ctaHgapTa MoryT 6biTb NpuBeaeHbl AONONHUTENbHBIE AeTanu NpuMe-
HEHMWA 3TUX MAeHTUdMKaTOPOB.
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6.2 UpneHTudukarop nekapcreeHHoro cpegcrtea (MPID)

6.2.1 O6wWwue nonoxeHun

Kaxxgomy sapermcTpupoBaHHOMY feKapCTBEHHOMY cpeAcTBY AOKeH ObiTb NPUCBOEH YHUKanNbHLINA
naenTudpukatop MPID B gononHeHue k nobomy cyulecTsyoWeMy perncTpaumoHHOMY HOMepY, MPUCBOEH-
HOMY YNOMHOMOYEHHBIM OpraHoM. JTOT uaeHTUdUKaTop NpeaHasHayveH AN uenen yyera u Ans nosbIeHns
6e30MacHOCTU NaumMeHTa, NOCKONbKY C €ro MOMOLLBbI MOXHO OAHO3HAaYHO UAEHTUMULMPOBATL feKapCcTBEeH-
Hble CpeacTBa BO BCEM MUpe.

CtpykTtypa uaeHtudukatopa MPID gormkHa cnegosath o6wemy wabnoHy cerMeHToB AaHHbIX O nekap-
CTBEHHOM CpefCcTBe, B KOTOPOM KaXAbIA 3aMOfIHEeHHbIN CerMeHT JOMKeH onpeaensTb cneLluduyHbIii KoMMo-
HEHT naeHTudukaTopa. IToT WabNoH CoaepXUT:

a) KOAUPOBaHHbIA CETMEHT CTPaHbl (ABYXOYKBEHHBIN Ko, CTpaHbl B COOTBETCTBUM co cTaHaapTom MCO 3166);

b) KoaMpoBaHHbLIN CErMeHT Bnagenblia perucTpaunoHHOro yaocToBepeHus (MaeHTUdmKaTop opraHusaumnm);

C) KOOUPOBAaHHLIA CErMEHT NeKapCTBEHHOro cpeAcTBa (YHUKaNbHbIA naeHTUdUKaTop nekapcTBeHHOro
cpeacTea).

JTio6ble M3MEeHEeHUs 3HaYEHWIA 3TUX KOAUPOBAHHBIX CETMEHTOB AOMMKHbI MPUBOAUTL K MPUCBAUBaHUIO HO-
Boro ngeHtucpukaropa MPID.

6.2.2 KoaupoBaHHble cermeHTbl uaeHTUpukatopa MPID

KogupoBaHHble cermeHTbl ugeHTudukaropa MPID gomkHbl hopMUpoBaTLCS MO OMUCaHHBIM HUXE NpaBunam.

6.2.2.1 KoanpoBaHHbINA CErMeHT CTpaHbl

KoaupoBaHHbIM cerMeHT CTpaHbl A0SMKEeH codepaTb Kog CTpaHbl TOW TEPPUTOPUU, Ha KOTOPYIO pacrnpo-
CTPaHSIOTCA MOMHOMOYMA YNOMHOMOYEHHOTO OpraHa no perncrpauumn nekapcteeHHbIX cpeact. Kog ctpaHbl
BbIGUpaeTcs U3 Tabnuubl ABYX6yKBEHHbIX KOAOB, onpedeneHHbIX B cTaHaapTe MCO 3166.

6.2.2.2 KogupoBaHHbI cerMeHT Brnagensla perucTpaumnoHHoro yaoctosepeHust (uaeHtudukarop opra-
HU3aLmMK)

OTOT CerMeHT OOMKeH cogepXkaTb YHUKaNbHbIN naeHTUdUKaTop BnagenbLa perucTpauyoHHOro yaocTo-
BepeHus, BblAaHHOro 4aHHOMY nekapCcTBEHHOMY CpeacTBy (MaeHTudukaTop opraHnsaumm). AToT ugeHtTudn-
KaTop MOXHO B3SiTb 13 MEXAYHapOoAHOW CUCTEMbI YHUKanNbHOW naeHTudukauumn snagensues perucTpaumoH-
HOro yAoCTOBepeHUs (opraHusaLnin), ecnu Takosasa UMEeTCA.

6.2.2.3 KogupoBaHHbIi cerMeHT fieKapCTBEHHOro cpecTea

OTOT KOAMPOBaHHbIM CEerMeHT AOIMKeH coaepXaTb YHUKalbHbIA uaeHTudukaTop, NnpucBaMBaeMbli ne-
KapcTBeHHoMY cpefcTBy. C aTUM uaeHTUdUKaTopoM AoskeH BbiTb CBA3aH criegyowmin Habop aTpubyToB
NEeKapCTBEHHOTO CPEACTBa, KOTOPOMY OH MPUCBOEH:

a) perncTpaunoHHbIn HoMep, MPUCBOEHHbIA YNOMHOMOYEHHBIM OpraHoM;

b) ropuanyecknin ctatyc otTnycka (Hanpumep, no peLenTy unu 6es peuenTa);

C) HaMeHOBaHWe eKapcTBEHHOro CPeacTBa;

d) oosnpoBaHHas nekapcreeHHasa opma;

€) UHrpeaneHTbl N NX aKTUBHOCTb;

f) MegnuMHcKMe n3genus B cryyae, ecnv NekapcTBeHHOe CPefCTBO KOMOMHMPYeTCs ¢ TakuM u3genvem v
AoCTUraemblii apMakonormiyeckuin, MUMMyHornormyeckuii 1 metabonuueckuin acbcekT paccmaTpuBaeTcsl Kak oc-
HOBHOW Cocob NPUMEHEHWS; TAKOE MEQULIMHCKOE M3AENNE CHUTAETCS KOMMOHEHTOM JIeKapCTBEHHOMO CPEACTBa;

g) TepaneBTUYECKME MOKa3aHUs, yKasaHHbIe B perncTpauyoHHOM yA0CTOBEPEHUN.

JTiobble n3MeHeHMs1 3Ha4YeHUN 3TUX aTpubyTOoB, YUMThEIBAaEMbIE B NMPOLIECCE perucTpaumm yrnosHOMOYeH-
HbIM OpraHoM, AOSMKHbI MPUBOAUTL K NPUCBaNBaHUIO HOBOTO YHUKanbHOro naeHtTudukatopa MPID.

Mpumep: Npy N3roTOBMEHUA CE30HHOW BaKUMHbI OT rpuUnna WraMM BUpyca MOXET 3aBUCETb OT Ce30Ha.
Mpn ka>xa4oOM M3SMEHEeHUM LUTaMMa BaKUMHe JOMMKEeH rnpucBanBaTbcsl HOBbIN naeHTudukarop MPID.

BbinonHeHve aToro npasuna MoXeT NPUBOAUTL K U3MeHeHuo uaeHTudukatopa MPID, aaxe ecnu cyue-
CTBYIOLME tOpuAMYECcKMe MOEHTUUKATOPLI (HAaNpUMep, PermcTpPaUMOHHbIN HOMepP) He usmeHsiiloTesl. Hactosawmin
cTaHgapT He TpebyeT, uTobbl Takue lopuagUdeckUe MAEHTUUKATOPbI MEHANUCH BMecTe ¢ uaeHTudukaropom MPID.
Kaxxgas cTpaHa MOXeT NpuaepKUBaTbCs CNOXMBLUEACS NPaKTUKA NPUCBOSHUA PErucTpauoHHbLIX HOMEPOB.

6.3 UgeHTUdnkaTop ynakoBaHHOro nekapcreeHHoro cpeacrea (PCID)

6.3.1 OGLee onucaHue

Kaxxgomy ynakoBaHHOMY NeKkapcTBEHHOMY CpeAcTBY AO/MKEH OblTb NPUCBOEH YHUKANbHBIN MAeHTUdK-
katop PCID B gononHeHue K nioboMy cywecTsylollemMy perucTpaumoHHOMY HOMepY YPOBHS YMakoBKW, Npu-
CBOEHHOMY YMOMMHOMOYEHHbLIM OpraHoMm.
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CTpykTypa ngeHTudunkatopa PCID gomkHa cnefosaTb obLiemy wabnoHy cerMeHToB AaHHbIX 06 yna-
KOBaHHOM reKapCTBEHHOM CPeACTBe, B KOTOPOM KaKAbl 3aMOfIHEeHHbIN CerMeHT AOSMKeH onpeaensts crne-
LUMDUYHBIA KOMMOHEHT naeHTudukaTopa. 3TOT WabnoH COAePXKAT:

a) ngeHTuUdmMKaTop nekapcrTeeHHoro cpeactea MPID,

b) KOAMPOBAHHbIA CErMEHT ONMcaHUs YNakoBKW, KOTOPbLIA 3aAaeT YHUKanbHbIN naeHTUdUKaTop Kaxao-
My TUMY YMaKoBKU.

JTioBble M3MeHeHNA 3Ha4YeHUIn 3TUX KOAMPOBaHHBIX CErMEHTOB AOMKHbI MPUBOAUTL K MPUCBAUBAHUIO HO-
Boro ngeHtudunkatopa PCID.

6.3.2 KogupoBaHHbIe cerMeHTbl uaeHTUdMkatopa PCID

KoampoBsaHHbI cermeHT naeHTtudmkatopa PCID gormkeH popmMUpoBaTLCSA N0 ONUCAHHBLIM HUXKE MpasBunam.

6.3.2.1 KogupoBaHHbI cerMeHT onucaHusi ynakoBKn

OTOT KOONPOBAHHBIN CerMeHT JOMKEH coaepaTb YHUKamNbHbIA UAeHTUUKaTOP, NpUcBauBaeMblid KOH-
KPETHOMY TUMy YNaKoBKW NekapcTBeHHoro cpeactsa. C 9TUM MaeHTUUKATOPOM A0MkKeH BbiTh cBsi3aH cre-
aytowuii Habop aTpubyToB:

- eAVHNLA YaKOBKN (KOHTENHEP U KOHTEeMHepbl) — TWM, KOAIMYECTBO (€AUHUL, B YNakoBke), maTepua-
bl U ankTepHaTMBHbIE MaTepuansl;

- KOMMOHEHT UM KOMMOHEHTbI YNakoBKW — Tur, MaTtepuarsl U ansTepHaTUBHbIE MaTepuans;

- Npoun3BedeHHbIN NPoAyKT (MPOAYKTbI) — NpousBedeHHas Ao3npoBaHHas dopma, eauHULbl NpeacTas-
NeHNs, KONMMYECTBO (eAnHWUL, NPOdYKTa B YNaKoBKe).

JTioBble M3MeHeHNs 3Ha4YeHni 3TUX aTpubyToB, yUMTLIBaeMbIE B NpoLecce peructpaumn ynonHoMoUeH-
HbIM OpraHoM, 4OSKHbI NPMBOAWTE K NPUCBaMBaHWUIO HOBOTO YHWUKalbHOrO MaeHTudmMKaTopa ynakoBaHHOMo
nekapcTeHHoro cpegctasa PCID.

BbinonHeHWe aToro npasuia MOXeT NPUBOAUTL K U3MeHeHuo naeHTudukatopa PCID, paxe ecnu cylue-
CTBYHOLLME topuandeckne naeHTMduKaTopsl (HanpuMep, permcTpaumMoHHbI HoMep) He uameHsoTes. Hactos-
LKA cTaHdapT He TpebyeT, UTobbl Takue topuanyeckne naeHTUUKaTopbl MEHSINMACL BMeCTe ¢ uaeHTudukaTo-
poMm PCID. Kaxxgas cTpaHa MOXET npuaepXuBaTbCa CNOXMBLUENCH NPaKTUKN NPUCBOEHUA PerncTpauuoHHbIX
HOMepOoB.

6.4 UgeHTudukaTop cepun nekapcTBeHHoro cpeactsa (BAID_1)

Kaxaoi cepumn 3apernctprpoBaHHOMO NeKapcTBEHHOro cpecTBa AOMKEH OblTb NPUCBOEH UAEHTUdU-
katop BAID_1. 3T0T naeHtndukatop gormkeH 6biTb 06pasoBaH U3 HOMepa cepun, Cpoka roaHOCTU U UaeH-
Tucpukatopa PCID. B ugentudmkatop BAID_1 gomkeH 6bITb BKIIOYEH TOT HOMEpP Cepun, KOTOPLIN yKkasaH Ha
BHELLUHEeRN ynakoBKe KOHKPETHOM cepum nekapcTBEHHOro cpeacTsa.

NaeHTudmkatop BAID _1 gomkeH nmeTb obLwmin Habop aTtpubyToB, OTHOCALMXCA K YNakoBaHHOMY ne-
KapcTBeHHoMy cpeacTBy. Ecrnv Bce aTu aTpnbyThbl UMEIOT 3HAYEHUs!, TO UX couYeTaHue onpeaenseT cneundmny-
Hoe NoHATUe, oTNnYaemoe ¢ NoMoLbLIo uaeHTUdnkatopa BAID_1:

- naeHtndukatop PCID;

- HOMep cepum (yKasaHHbIA Ha BHELUHEN YNakoBKe);

- CPOK roHOCTU (MecsaL/roa) B hopmaTte Aathl, COOTBETCTBYHOLLUEM cTanaapTy MCO 8601.

6.5 UpeHTudmnkatop cepumn nekapcrTeeHHoro cpeactea (BAID_2)

Kaxxgon cepun 3aperucTprpoBaHHOIO nekapcTBEHHOro cpeacTBa AO0MKeH ObiTb NPUCBOEH UAEHTUK-
katop BAID_2. 31oT ngeHTudukatop gomkeH beiTb obpazoBaH 13 HoMepa Cepun, Cpoka rogHOCTU U UaeH-
Tucbnkatopa PCID. B ngeHtndmkatop BAID_2 gomkeH GbITb BKNOYEH TOT HOMEpP Cepuu, KOTOPbIA yKkasaH Ha
MepBUYHON ynakoBKe KOHKPETHOW cepumn nekapcTBeHHOro cpeacTsa, He ABMSOLLECS BHELLHEN YNakoBKONM.

WaeHTudpukatop BAID_2 gomkeH nmeTb obLuin Habop aTpubyToB, OTHOCSILLMXCA K YMakoBaHHOMY Jle-
KapcTBeHHOMY cpefcTBY. Ecnuv Bce 3Ty aTpubyThl UMEIOT 3HAaYEHWSA, TO UX COYeTaHWe onpeaenseT cnelnduy-
Hoe NoHATUE, OTNInYaeMoe ¢ NoMoLLbI naeHTUdkatopa BAID_2:

- uaeHTtudpmkartop PCID;

- HoMep cepun (YKasaHHbIA Ha NepBUYHO YNakoBKe, He SBMSIOLENCS BHELUHeR YNakoBKo);

- CPOK rogHocTy (MecsiL/roa) B dopmarte Aatkl, COOTBETCTBYoLLEM cTaHAapTy MCO 8601.
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7 WHdopmauus o 3apernctpmMpoBaHHOM NiekapCTBEHHOM cpefcTBe

7.1 O630p MH(hOpMALUN O 3apPerucTpUpPOBaAHHOM NIEKAPCTBEHHOM cpefcTBe

7.1.1 Obuwee onucaHune

[Ona onncaHnsa xapakTepucTuK 3aperncTpupoBaHHOro N1IeKapCTBEHHONO CPeACcTBa, MMEKLWero NaeHTu-
mkaTop MPHO, B AOMOSIHEHME K OMUCAHHLIM BbIlle naeHTUurkaTtopam AO/MHKHbI UCNOb30BaTbCA OCHOBHbIE
NOHATUA, MOAE/b KOTOPbIX NpefcTaB/ieHa Ha PUCYHKe 5 1 onmncaHa HUXe B TEeKCTe.

class O6LLas M3aeNb IEKAPCTBEHHOrO CpeacTea 7

PucyHok 5— O6Las mMofenb MHopMauumn O eKapCTBEHHOM CpeacTBe

7.1.2 lexapcTBeHHOE CpeaCcTBO

B atom paspgene onucaH maeHtudukatop MPHO BmecTe ¢ mHhbopMauyen, KoTopas yHUKabHO WAEH-
TUhnumpyeT nekapcTBEHHOE CPEeACTBO M ONUCLIBAET €ro CBOWCTBA, BHECEHHbIE B PErMCTPALMOHHOE AOChe.

7.1.3 HanmeHoOBaHMe /ieKkapCTBEHHOTO cpejcTBa

B atom pasgen onvcaHo HavMeHOBaHWe /1IeKapCTBEHHOro CpefcTsa, NPUCBOEHHOE YMNO/IHOMOYEHHbIM
OpraHom, KOTOpOe BHECEHO B pernctpauyMoHHOEe [0Cbe, a Takke pa3bueHue 3TOro HaMMEeHOBaHWs Ha pas-
JINYHbIE YacTu.

7.1.4 Bepcusa

B aTom pasgene onucaHa BEPCUOHHOCTb OCHOBHbIX MAEHTUGINKATOPOB, OTHOCALLUXCS K /IEKapCTBEHHO-
My CpPeACTBY B JAHHOWN HOPUCAMKLMM, a Takke CBOWCTB, acCOUMMPOBAHHbLIX C JIEKAPCTBEHHLIM CPEeACTBOM, U
OOKyMeHTauuu.

7.1.5 Perncrtpauuma nekapCTBeHHOro cpeacresa

JTOT pasgen cofepXuT MHGopMaLMio 0 perucTpaumm ynosiHOMOYEHHbIM OpraHoM, No3BosistoLLein dap-
MaLleBTMYECKOI opraHM3aLmmn BBECTU NIEKAPCTBEHHOE CPEACTBO B 060POT Ha TEPPUTOPUN HOPUCAUKLMN YIOoN-
HOMOY€EeHHOro opraHa.

7.1.6 Mpoussoautens/npeanpuatue

B aTom pasgene ykasaHbl XapakTepuUCTUKU MPOM3BOACTBEHHOrO npouecca U Apyrux ConyTCTBYHOLLUX
NPOLIECCOB U VX NNLEH3NPOBaHMe YNo/IHOMOYEHHbIM OpraHoM, BblAaloWwyM MPON3BOAUTE/IO WK Npeanpu-
ATUIO paspeLleHne Ha NPou3BOACTBO W BbIMNO/IHEHWE COMYTCTBYHOLLMX MPOLLECCOB Ha TEPPUTOPUN HOPUCANKLUN
YyNO/IHOMOYEHHOro opraHa.
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7.1.7 YnakoBaHHOe /iekapCTBeHHOe CpeACTBO

DTOT pa3gen onncbiBaeT MHGOPMaLMIO 06 yNakoBKe U KOHTeHepe (KOHTelHepax), B KOTOpble NOMeLLe-
HO NleKapCTBEHHOE CPeACTBO, a TakkKe 0 JIObIX MEANLMHCKNX U3LENVSX, KOTOPbIE ABNSIOTCA HEOTHEMIEMONA
4acTblo JIeKapCTBEHHOrO CpPefCcTBa WM NPOJATCsa /MO0 MOCTaB/ATCA NPOU3BOAUTENIEM B KOMM/IEKTE C
HUM. B Hem Takxe ykazaHa UHdopMauns 06 MHrpeaMeHTax Npom3BeAEeHHOro Npoaykra.

7.1.8 NekapCTBEHHbIV nNpenapart

JTOT pas3gen CoaepXnT MHAOpPMaUMo O JIeKapCTBEHHOM CpeACcTBe B AO3MPOBaHHON dhopme, npegHa-
3HAYEHHOIN ANA NpMeMa NauyeHToOM Y yKasaHHOl B perncTpaumnoHHoe gocbe. OH Takke COAEPXMT CCbIIKY Ha
COOTBETCTBYOLWMIA Habop (Habopbl) ngeHTgukaTopoB PhPID n nHrpegneHTtbl. OH Takke COAepXUT UHop-
Maumio 0 MeAULMHCKOM W3AeNnun, eCiM OHO SIBAISIETCS HeoTbeM/IeMOl YacTbio JIeKapCTBEHHOTO cpeacTBa
(HanpumMep, NoAN0XKa WM ceTka A1 KNEeTOUYHOr0 JIEKAPCTBEHHOMO CPEACTBa).

7.1.9 dapmakosiornyeckme cBomncrea

JTOT pasgen onucbiBaeT MHAOpPMaLMo 0 dapMakosIorMYeckmx CBOMCTBaX NIEKAPCTBEHHOTO CPeLCTBa,
BK/IIOYEHHBIX B PErMCTPaLMOHHOE AOCHE.

7.2 JlekapCcTBEHHOE CPeACcTBO

7.2.1 O6uwee onncaHne
B atom pasgene onvcaH uaeHtudmkatop MPID BMecTe C NPUCBOEHHOW YNOSHOMOYEHHbIM OpraHoM
nHcpopMaumeld, koTopas yHUKa/IbHO MAEHTUMLMPYET NeKapCTBEHHOE CPELCTBO U ONMUCLIBAET €ro CBOMCTBA.

PucyHOK 6 — BbiCOKOypOBHeEBas MHG)OpMaLuns O NekapCTBEHHOM cpeacTBe

JlekapcTBeHHOE CpPeACcTBO MMEET HaMMEHOBaHWE, KOTOPOe MOXET MMETb pasHble BapuaHTbl 415 pasHbIX
CTPaH/A3bIKOB. B TeueHve XM3HEHHOIo UWKIa NekapcTBEHHOE cpeAcTBo (C naeHtTudmnkatopom MPHO) nmeet
OfHY WM HECKOJIbKO BEPCUA COOTBETCTBYHOLLEN MHhOpMaLun 1 CBOWMCTB, KOTOPbIE MOrYT MEHSITbCS C Teue-
HVWEM BpeMeHW. JlekapCTBEHHOE CPeACTBO MOXET ObITb BK/IHOYEHO B OAWH WM HECKOJIbKO K1acCUOMKaTOpOB.

7.2.2 [eTanbHoe onucaHve unHgopmaunm o NekapCcTBEHHOM cpefcTBe

7.2.2.1 JlekapCTBEHHOE CPEACTBO

3TOT Knacc npeacTas/ifeT 3aperncTpupoBaHHoe YNosIHOMOYEHHbIM OpraHoM NIeKapCTBEHHOE CPeACTBO
U MEET ONUCaHHbIE HWkKE aTpubyThl.

7.2.2.1.1 NpeHtudukatop MPHO

JTOT aTpMbyT COAEPXKMT TEKCTOBOE NpecTaBneHve naeHtngmnkaropa MPHO nekapCcTBEHHOIO CpefcTBa.
OH 0653aTe/IbHO J0/MKEH ObITb YKa3aH.

7.2.2.1.2 KombrHMpoBaHHasi ekapcTBEHHas 403MpoBaHHas dopma

Kom6uHupoBaHHas nekapcTBeHHan A03MpoBaHHasa hopmMa ABseTcs obwyM TEPMUHOM A5 OnncaHns
ABYX unm 6onee nNponsBefeHHbIX NMPOAYKTOB, KOTOpbIE AO/MKHbI CheLuaibHbiM 06pa3oM covetaTbes Af1s no-
Jly4YEHUS e[MHOr0 SIEKApPCTBEHHOrO npenaparta. JTOT aTtpubyT BKIYaeT B cebsl MHhopMauuo o0 npov3se-
[JEHHOW [,03MpOBaHHON hopMe KaxAoro Npou3BeAEeHHOro MPOAyKTa WU NPUMEHSIEMOI [03MPOBaHHON dhopme
NleKapCTBEHHOro npenaparta. Ecnu pns nekapcTBeHHOro cpefctsa TpebyeTcs onucaHne KOMOGUHMPOBAaHHOM
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NleKapCTBEHHON [03MPOBaHHON (hOPMbl, TO OHO MOXET 6bITb YKa3aHO B 3TOM aTpubyTe, UCNONb3ys TEPMUH U
naeHTugurKaTop TepMmnHa B COOTBETCTBMM CO cTaHgapToM VICO 11239 v pe3ynibTupytoLeii TepMUHONOTHEA.

class [leTasibHOe onucaHNe 1eKapCTBEHHOTO Cpe,D,CTBa/

PucyHok 7 — [leTa/ibHasl Agnarpamma onvcaHvsi pasgesna fiekapCTBEHHOro cpeacTea

MprvmMep — MOPOLIOK M €ro pacTBOPUTENb NPU M3FOTOB/IEHUM pacTBOpa AN UHBEKUUIA. Nle-
KapCTBEHHOE CPeACcTBO NpeacTasnseT co60i ABa MPOM3BEAEHHbIX MPOAYKTA: pacTBOpPSAEMbIi
NMOPOLIOK M ero pacTBOpPUTefb. JlekapcTBEHHbIV NpenapaT, N3roTOB/IEHHbI U3 3 TUX ABYX KOMMO-
HEHTOB, NpeAcTasnsaeT co60i NHBEKLNOHHbLIA pacTBOpP; 4030/ N (POPMO NPUMEHAEMOTO KOM6U-
HUPOBAHHOTO IEKAPCTBEHHOMO CpeAcTBa sIBNSETCA «MNOPOLIOK M pacTBOPUTENb AN UHbEKLWUOH-
HOro pacTBOpa».

7.2.2.1.3 MNepekpecTHas ccblfika Ha naeHTudukatop IMPID

OTOT aTpMbyT MOXET cofepxaTb NepeKpPecTHYH CCbIIKYy Mexay ugeHtudmkaropom MPID 3apeructpu-
POBaHHOTO SIEKAPCTBEHHOIO CPEACTBA M OAHUM UM HECKONbKUMU naeHTugukatopamu IMPID, NpuCBOEHHbI-
MV 3TOMY JIEKAPCTBEHHOMY CPEACTBY Ha aTanax pa3paboTku U KTMHUYECKOTo nccnenoBaHnsi. COOTBETCTBYHO-
wye naeHTndmkatopbl IMPID moryT 6bITb Yka3aHbl B TEKCTOBOW hopMme.

7.2.2.1.4 Mpn3HaK 4ONO/THATENBHOIO MOHUTOPUHIa

Ecnv nekapcTBeHHOE CpeAcTBO ABASETCA NPeaMeTOM AOMNOHUTENBHOTO MOHUTOPUHIA, TO 3TO MOXET
6bITb Yka3aHO B JaHHOM aTpmbyTe, UCMOb3ys TEPMUH M3 COOTBETCTBYHOLLLETO HOPMaTUBHOIO croBaps. Josx-
Hbl ObITb yKa3aHbl CaM TEPMUH 1 ero AeHTUdMKaTop B 3TOM C/i0Bape.

MprvMep — MOHUTOPUHT N1IeKapCTB CO 3HAKOM YepHOro TpeyronbHuka B EBponeiickom Coto3se.

7.2.2.1.5 CneuunasbHble Mepbl

Ecrm nekapcTBeHHOE CPefCcTBO ABAETCA NPeAMETOM CneunasibHbIX Mep, TO 3TO MOXET ObITb yka3aHo B
[aHHOM aTpunbyTe, UCNosb3ys TEPMUH U3 COOTBETCTBYIOLLETO HOPMATUBHOTO cioBaps. [o/mkKHbl ObITb YKka3aHbl
cam TepMUH U ero naeHTUrKaTop B 3TOM crioBape.

Mpumep — HeO6XO,EI,VIMOCTb npoeegeHnNA NOCTperncTpaynoHHOro KIMHNYeCKoro nccnengoBaHuA.
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7.2.2.2 Bepeunsa

OnpegeneHHble B HacTosIlLEM cTaHAapTe XapaKTepUCTUKU 3aperucTpupoBaHHOMC feKapCTBEHHOro
cpeacTea AomkHbl 06rnagaTh BEPCMOHHOCTLIO. MiMeeTcs B BUAY TOT hakT, YTo HauuMHasa ¢ onpeaeneHHon aathl
BEPCUN HEKOTOPLIE XapaKTePUCTUKN NeKapCTBEHHOTO CPeACTBa MOMUN NSMEHUTLCS, HO HE HACTOMbKO, YTOBLI
noTpeboBanock NPUCBOUTL NTEKAPCTBEHHOMY CPEACTBY HOBLIN NEPBUYHBIA NOEHTUDUKATOP B COOTBETCTBUM C
npasunamu, UsnoxeHHelMU B nogpasgene «MepeuiHble naeHTUdUKaTopel». TeM He MeHee TpebyeTca peru-
CTPUPOBATL U OTCMEXNBATL 3TU U3MEHEHUS B NMpuBs3ke K uaeHTudpukatopy MPID.

7.2.2.2.1 NaTa Bepcuu

B aTom atpubyTte gomkHa GbiTb ykasaHa aaTta perucTpauum Uiv nocnegHero usMeHeHust nHdpopmavmm
O perncTpupyemMom npogdykre (Hanpumep, N3MEHEHUSA 3rIEMEHTOB, OTHOCALLUXCA K MHCTPYKLMK, KOTopble 1c-
Nonb3yTCA MO CCbINKe ANA YHUKanNbHOW MaeHTUUKALUN NeKapCTBEHHBIX CPEACTB U UX XapaKTepUCTUK).
[ata gomrkHa ObITb yKasaHa ¢ TOYHOCTbIO A0 AHA (rod, Mecsil, AeHb) B COOTBETCTBMMU C hOopMaToM, onucaH-
HbIM B cTaHaapTe MCO 8601.

7.2.2.2.2 \neHTndukatop Bepcum

3T0T aTpMbyT MOXeT coaepXKaTb TEKCTOBOE NpeAcTaBneHne naeHTudukaTopa unm Homepa Bepcum.

7.2.2.3 [10KyMEHT perncTpaunoHHoro gocke

B aTom pasgene gomkeH GblTb onucaH OKYMEHT, BKIOYEHHBIA YNONHOMOYEHHBIM OpraHoM B pernctpa-
LOHHOE J0Chbe 1 OTHOCSILMIACS K AaHHOW BepCUM ONUCaHNs NeKapCTBEHHOrO CPeACcTBa, CBA3AHHOMO C MAeH-
Tudpmkatopom MPID.

MpuMeyaHuwe — HOPMATUBHbIE AOKYMEHTbI B 4AHHOM IOPUCAMKLMM MOTYT YTOUHATL TPEBGOBaHNS, OTHOCALWMECH
K peanuaauuu cTaHgapTa B 4acTu JOKYMEHTa PerMcTpaumnoHHOro 4oCke, Hanpumep, TpeGosartb, 4To6bl aTa Hdopmaums
NPeACcTaBANach TOSLKO MO 3arnpocy.

7.2.2.3.1 Tun gokymeHTa

B aTom atpnbyTte gomkeH BbITb ykasaH TUM AOKYMEHTa, NoAAepKMBaoLLero BepCMOHHOCTb. Tn AormkeH
6bITb B3SIT U3 COOTBETCTBYIOLLIErO HOPMaTUBHOrO crioBaps. [omkHel BbITb ykasaHbl caM TEPMUH U ero UAeHTU-
dumkaTop B 3TOM criosape.

MNMpumepsl — UHCmpyKyusi No NPUMeHeHUro JIeKkapcmeeHHo20 cpedcmea, JIUCINOoeKa YNaKoeKuU,
peuieHue o peaucmpauyuu JekapcmeeHHo20 cpedcmea, pesucmpalyuoHHoe ydocmoeepeHue, eKia-
OblW 8 ynaKoeKy, onucaHue nNpUMeHeHUsl.

7.2.2.3.2 V\geHTuduKatop goKyMmeHTa

B atom atpubyTe gomkHa BbiTb ykasaHa TEKCTOBas ccblfika Ha AOKYMEHT YMOSIHOMOYEHHOrO OpraHa,
paspeluatoLero nsMeHeHue JOKYMeHTa permcTpaLoHHOro 4ocbe, UMM TEKCTOBast CCbIfIKa Ha nocnegHee us-
MeHeHWe 3Toro JoKyMeHTa.

7.2.2.3.3 JokymeHT

OTOT aTpubyT AOMKEH coaepXXaTb AOKYMEHT PErMcTpaLMOHHOTO A0Chbe, MOAAEPXKUBAIOLLIMA BEPCUOH-
HocTb. dopmaT cogepkaHusi aTpubyTa AomKeH ObITb onpeaeneH Npyu peanusaumy ctaHgapra.

7.2.2.3.4 Cpok BBOA2 AOKYMEHTa B AelcTBME

OTOT aTpnbyT AOMKEH CoaepXaTh AaTy, yKasaHHYo B JOKYMEHTE YNOMIHOMOYEHHOIo opraHa, paspeluato-
LLero USMeHeHWe JOKYMEHTa perncTpaLmnoHHoro 4ocke, U cpok BBoAa B AIENCTBUE NMOCeaHero UsMeHeHns
OOKyMeHTa perncrpaunoHHoro gocee. fata gomkHa 6bITh yKasaHa ¢ TOYHOCTbIO A0 AHA (rod, Mecsil, AeHb) B
COOTBETCTBUU C popmaToMm, onncaHHbIM B ctaHaapte MCO 8601.

7.2.2.4 Knaccudukaums nekapcTBEHHOro cpeacTea

JlekapcTBeHHOE cpedcTBO MOXeET BbITb BK/OUYEHO B pasnnyHble knaccudukaTopbl, Kak MECTHbBIE, TaK U
MexayHapoaHele. B aTom pasgene MoXeT ObITb yKasaHbl 04Ha UM HECKOMNbKO Takux Knaccudukauuni.

7.2.2.4.1 Knaccudukatop

Q70T aTpUbyT AOMKeH cogepxaTb 0603HaYeHne knaccudukaTopa, B3ATOE U3 COOTBETCTBYHOLEN CUCTe-
Mbl aeHTUMKauum KnaccnkaTopos.

7.2.2.4.2 3HaveHne u3 knaccudmkatopa

3OTOT aTpMbyT AOMKEH coAepXaTb KOHKPETHOE 3HAYeHWe 13 KnaccudukaTopa, OTHOCSLLEECS K AAHHOMY Ne-
KapCTBEHHOMY cpefcTBY. [omkHbI BbiTh YKazaHb! caM TEPMUH U M0 UOEHTUGUKATOP B KOHTPONUPYEMOM cnoBape.

lpumepsi:

- knaccucukamop: AHamomuyeckass meparneemuyeckasl U Xumuyeckasl KnaccugukayuoHHasi
cucmema (ATX knaccucpukayusi) BO3; 3Ha4eHue u3 knaccugpukamopa: A10BA02 — memOopMUH;

- knaccugpuxkamop: VHA National Drug File Reference Terminology (NDF-RT); 3Ha4eHue u3 knac-
cucpukamopa: N0000000072 — 14-alpha Demethylase inhibitors.
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7.2.2.5 HanmeHoBaHWe nekapCcTBEHHOro cpeAcTsa

HanmeHoBaHWe nekapcTBeHHOro CpPeacTBa, NpeAcTaBleHHOe Ha OOHOM UMW HECKOMbKUX A3blKaX, AB-
nsaeTca oQHOM U3 onpeaernsiowmux XapakTepUCTUK fekapcTBEHHOro cpeacTsa U ero uaeHtudgukatopa MPID.

CornatueHus 06 UMeHOBaHUM NeKapcTBEHHOMo CpefiCTBa MOTYT OTIIMYATLCA Y YMNONHOMOYEHHBIX OPraHoB C
pasHbIMU TEpPUTOPUAMM lopUcanKLMKN. Kak Nnpasuno, peructTpauyoHHoe yaoCToBepeHue NeKapcTBEHHOO cpeacTea
BblaaeTcs ofHOMY BrnajenbLy, OTBETCTBEHHOMY 33 BBOJ JleKapCTBeHHOro cpeacTea B 06opoT. PernctpauuoHHoe
YAOCTOBEPEHUE COAEPXKUT HAUMEHOBaHUE NEKAapPCTBEHHOIO CPEACTBA, B KOTOPOE MOXET BXOAUTL, Hanpumep, oaHO
NaTeHTORaHHOE WM Hay4yHoe HauMeHoBaHWe (Mo BO3MOXHOCTU, MeXOAyHapoaHOe HenaTeHTOBaHHOe HaUMeHOoBa-
HWe aKTUBHON cyBcTaHLmn unu cy6GeTaHuuin), AONONHeHHOE TOProBbIM 3HAKOM UK APYMUMU XapakTepUCTUKaMU.

Apyrve xapakTepucTMku HaumeHoOBaHUA MOTYT OTHOCUTBLCSI K aKTUBHOCTW, NeKapCcTBEHHOW copme, no-
KasaHWUAM UNW YCTPOUCTBY NPUMEHEHUA U T. A.

B aononHeHue K NonHOMY 1 3aBeplUeHHOMY HaMMEHOBaHUIO NIeKapCTBEHHOTO CPEACTBa, YKasaHHOMY B
perncTpauuoHHOM yAOCTOBEPEHUN, OHO AOMKHO BbITh pasbuTo Ha YacTu 4nNA NpeacTaBneHus B CTPYKTYpU-
poBaHHOM Buae. B 3aBUCUMOCTU OT HOPMATUBHLIX TpebOBaHUI HaUMeHOBaHWE NEKapCTBEHHOrO cpeacTBa
OOMKHO BbITb NpeAcTaBneHo Ha BceX ohuLmarnbHbIX S3bIKax.

MpumedvaHuns

1 MNpeacTaBneHne HaMMeHOBaHNA NEKaPCTBEHHOIO CPEACTBA B CTPYKTYPUPOBaHHOMU hopme obner4aer noctpoexHune
MHOEKCOB HaMMEHOBaHWI 1 KOAMPOBAHUE HAMMEHOBAHWUI, KOTOPOE YacTo BbIBAeT HENOMHLIM B CNOHTAHHBIX COOGLEHNAX
0 HeXenaTenbHbIX PeaKLUysX.

2 B cBsi3u ¢ AenoBbIMK TpeBGoBaHMS K yNOMSIHYTHIM Bblle UHAEKCAM, 3TO EAUHCTBEHHANA YacTb HACTOAWEroO CTaH-
JapTa, KoTopas fBHO OMUCLIBAET U MOAENUPYeT nepeBod HdOPMaumuK, YKasbiBasi A3blK €e NPeACTAaBNEeHUs (M TeppuTo-
puto, ecnu 3To Heobxoanmo).

7.2.2.5.1 HanmeHoBaHue

B aTom aTpubyTe gomkHo 6bITh NpedcTaBneHo B hopMe TeKcTa NorHoe 1 3aBeplleHHOe HauMeHoBaHWe
neKapcTBEHHOro cpeAcTBa, YTBepXKAEeHHOe YNONHOMOYEHHBIM OpraHoM.

7.2.2.5.2 YacTb NaTeHTOBaAHHOIO HaMMeHOBaHus

OTOT aTpubyT AOMKEH codepXaTb NaTeHTOBaHHOE HauMeHoBaHWE (HanpuMep, TOProBoe HauMeHoBa-
HVe) NeKkapCcTBEHHOro cpeacTBa B TEKCTOBOW dhopMe, ecniv TakoBoe HaumeHoBaHWe NpucyTeTeyeT. OHO A0MK-
HO ObITb yKa3aHo 6e3 TOProBoro 3Haka 1M aHanorMyHoro 06o3HauYeHus.

lpumep — B HauMeHog8aHUU JleKapcmeeHHo20 cpedcmea «Jlekapcmeo XYZ® Precisehaler
200 me2 Ons e3pocnbIX» Yacmb NameHmosaHHO20 (Mop208020) HauMeHo8aHUsT uMeem 3HaqyeHue «lle-
kapcmeo XYZ».

7.2.2.5.3 YacTb Hay4yHOro HaMmMeHoBaHNA
OTOT aTpubyT AOMKeH coaepXaTb Hay4yHoe WNW HenmaTeHTOBaHHOE HavMEeHOBaHWe J1eKapCTBEHHOro
cpe[cTBa B TEKCTOBOMW (popMe, eciiv TakoBOe HavMeHOBaHWe NpUCyTCTBYET.

lpumep — B HaumMeHOBaHUU nekapcmeeHHo20 cpedcmea «ludpoxnopomuasud/Upbecapman
®apma KK» yacme HayyHo20 (HermameHmoeaHHO20) HauMeHo8aHUs1 uMeem 3HavyeHue «ludpoxsiopo-
muasud/Upbecapmar».

7.2.2.5.4 YacTb akTUBHOCTU

AKTUBHOCTb, €Crni OHa rnpusefeHa B HanMeHOBaHUN NeKapCTBEHHOMo cpeAcTBa, AoMkHa BbITh ykasaHa
B 9ToM aTpubyTe B hopMe TekcTa. Kak onncaHo B nogpasgene 7.7, a3Ta YyacTb HAMMEHOBaHUSA MOXET OT/U-
YyaTbCs OT NOHATUA «AKTUBHOCTbY.

TMpumepbi

1 B HauMeHO8aHUU fekapcmeeHHo20 cpedcmea «Jlekapcmeo K ®opme, mabnemku» 4acme
UMeHU, 03HaYarowas akmuesHocme, umMeem 3HavyeHue «Popme».

2 B HauMeHoOe8aHUU nekapcmeeHHo20 cpedcmea «SoothingMed 2,5%, kpem» Yyacmb UMEHU, 03-
Havyarowjast aKmueHoOCmMb, UMeem 3Ha4dyeHue «2,5%».

7.2.2.5.5 YacTb NekapcTBEHHOM 403NPOBaHHON hopMbl

INekapcTBeHHas fo3MpoBaHHan dopma, ecnn oHa NpuBedeHa B HaUMEHOBaHMMN NEKapCTBEHHOIO cpea-
CTBa, AokHa BbITb YKasaHa B 3ToM aTpubyTe B dpopMe TekcTa. Kak onucaHo coOTBETCTBEHHO B NoApasaenax
7.8.21.117.6.2.10.2, yacTb NekapcTBEHHOM A03UPOBaAHHOW OPMbl MOXET OTNINYATLCA OT MOHATUIA NpUMe-
HAEeMON JO3NPOBaHHOW POPMEI U NPON3BEOEHHON A03MPOBAaHHON (DOPMbI.
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lIpumep — B HauMeHOB8aHUU NeKapciM8eHHO20 cpedcmea «Hoeo-nexkapcmeo X, nezko anoma-
eMble Kansnembil» 4Yacmb neKapcmeeHHoﬁ dosupoeam-:oﬁ d)Oprl umMeem 3HayeHUe «J/1e2Ko 2r1omae-
Mbie Kannembi».

7.2.2.5.6 YacTb cbopMynbl
dopmyna, ecny oHa npuBefeHa B HAUMEHOBaHUM NeKapCTBEHHOIO CpefcTBa, AOMPKHA ObiTh ykasaHa B
aToM aTpubyTe B hopme TekcTa.

lMpumep — B HauMeHOBaHUU /leKapcmeeHHo20 cpedcmea «Cupon om kawns CneyMeod 6e3 ca-
Xapa» Yacmb ¢hopMysibl UMeem 3HadeHUue «6e3 caxapa».

7.2.2.5.7 YacTtb HasHaYeHus
HasHaveHue, ecnu oHO NpuBeAEHO B HAMMEHOBaHWUN NeKapCTBEHHOTO CPeACTBa, AOIMKHO BbITh ykasaHo
B 3TOM aTpubyTe B hopme TekcTa.

lpumep — B HauMeHOBaHUU JleKapcmeeHHo20 cpedcmea «Jlekapcmeo-BU om u3xozu, kanne-
mbi» YacMmb Ha3Ha4yeHUs UMeem 3Ha4YeHue «om U3Xo2u».

7.2.2.5.8 YacTb uenesoi nonynsiuum
Lienesas nonynsiuus, ecnu oHa npusegeHa B HAMMEHOBaHUW NEKapCTBEHHOro cpeacTBa, A0MmMKHA ObITb
ykasaHa B 3ToM aTpubyte B hopme TekcTa.

NMpumep — B HaumeHoB8aHUU nekapcmeeHHoO20 cpedcmea «BpoHxo-nekapcmeo kancynei 3,5 M2
ansa demeli» yacmb yeneeol Nonynsyuu umeem 3HavyeHue «0nsa demeii».

7.2.2.5.9 YacTb KOHTEeNHepa Unx ynakosku
KoHTeitHep unu ynakoska, ecrnv oHWU NpuBeeHbl B HAUMEHOBaHUU NEeKapcTBEHHOro cpeacTBa, AOMKHbI
6bITb YKasaHbl B 9ToM aTpubyTte B hopMe TekcTa.

lpumepsi

1 B HauMeHo8aHuu nekapcmeeHHo20 cpedcmea «LXA 10 m2/mn pacmeop Onsi NOOKOXHBLIX UHB-
ekyuili 4 mn 1 pnakoH» yacme KOHmMelHepa uMeem 3HavyeHue «P1aKoH (cmeksno)».

2 B HaumeHosaHUU nekapcmeeHHo20 cpedcmea «CepdeyHoe nekapcmeo, ynakoeka Onss mu-
mposaHusi» Yacmb KOHmMeliHepa UMeem 3Ha4YeHUe «ynakoeka O/1s1 mumpoeaHusI».

3 B HaumeHOeaHuUU nekapcmeeHHo20 cpedcmea «bakmepuanbHasa eakyuHa MysIbMUOO3HbIU
¢hnakoH» Yacmb KOHMelHepa uMeem 3Ha4yeHUe «MyNbMUOGO3HbIl PrIaKOH».

7.2.2.5.10 YacTb nsgenus
MeauLmMHCKoe U3aenune, ecni oHo NpUBEAeHO B HAUMEHOBAHWUM NEeKapCTBEHHOro CpeacTBa, AOMMKHO
GbIThb ykasaHo B aToM aTpubyTe B hopme TekcTa.

lpumep — B HaumeHosaHuU NekapcmeeHHo20 cpedcmea «Jlekapcmeo XYZ® Precisehaler
200 me O 83pocbiX» HYacmb u3denust umeem 3HavyeHue «Precisehaler».

7.2.2.5.11 YacTb TOpProeoro 3Haka unm HaumMeHoBaHUs NpeanpuaTust
ToproBblil 3HaK, €cnv OH NprBedeH B HAMMEHOBaHWUU NIeKapCTBEHHOMO cpefcTBa, AOMKeH BbbiTh ykasaH
B aTOM aTpnbyTe B hopme TekcTa.

Mpumep — B HauMeHo8aHUU NlekapcmeeHHo20 cpedcmea «Clopidrogel Pharma®» yacmb mop-
208020 3HaKa Unu HauMeHo8aHUs1 npednpusmusi umeem 3Ha4eHue «Pharma®y.

7.2.2.5.12 YacTb BpemeHu unm nepuoaa
Bpems unu nepuod, ecnu oHy NnpuBegeHbl B HAaUMeHOBaHUW NeKapCTBEHHOro cpeAcTBa, AOMKHbLI 6bITh
ykasaHbl B aToM aTpubyTe B hopme TekcTa.

lpumep — B HauMeHO8aHUU NMPOMUEO2PUNNO3HOU eaKyuHb! «[lpomueo2punno3Has eaKyuHa
ce30Ha 2008—2009» yacme epeMeHU unu nepuoda umeem 3HayeHue «2008—2009».

7.2.2.5.13 YacTb 3anaxa
3anax, ecriv oH NpuBedeH B HAMMEHOBaHUN JIeKapCTBEHHOrO CpeacTBa, AOIKeH BbiTb ykazaH B 9TOM
atpubyTe B hopme TekcTa.

lpumep — B HaumeHoeaHuUu JIeKapCmeeHHo20 cpedcmea «Muxcmypa om Kauwiis ¢ 3anaxom
anenbCcuHa» 4Yacmeb 3alaxa uMmeem 3HaYeHuUe «anesibCuUH».
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7.2.2.6 CrtpaHa / A3bIK

Mpy HEeo6X0AMMOCTM AO0/MKHbI BbITb YKa3aHbl Ha OULMASIBHOM S3blKe CTpaHa U Heobsi3aTesbHas Tep-
pvuTOpWKSA, TAe 3aperncTpupoBaHO HaVMEHOBaHWE NIEKaPCTBEHHOIO CPeacTBa.

7.2.2.6.1 CtpaHa

CTpaHa, B KOTOPOIi MCNOMb3yeTcs AaHHOE HavMEHOBaHVe NeKapCTBEHHOrO CPeACTBa, AO/MKHA ObIThb
yKazaHa C MOMOLLbI0 ABYX- WM TPEXOYKBEHHbLIX KO4OB B COOTBETCTBUM CO cTaHgapTom SO 3166-1.

7.2.2.6.2 HOpucaukumsa

Mpn HeOGXOAMMOCTU B 3TOM aTpnbyTe MOXET ObITh YKazaHa TEPPUTOPMM CTpaHbl, Ha KOTOPOIA MCMOosb-
3yeTcs JaHHOe HauMeHOBaHMWe JIekapCTBEHHOro cpeactsa. [o/mkHbl ObiTb ykasaHbl UAEHTUMKATOP W Hau-
MEHOBaHWe TeppPUTOPUN, B3ATblE U3 HOPMATMBHOMO C/IOBapsi.

Mpumep — Ana KaHagbl B 3TOM aTpubyTe MOXeT OblThb yKkazaHa NPoBMHLNA KBebek.

7.2.2.6.3 AA3bIK
Mpn HeobxoaMMOCTH B 3TOM aTpubyTe MOXET ObITb YKa3aH Kof, A3blka HauMeHOBaHWS /IeKapCTBEHHOMO
cpeacTBa, B3SThIA M3 cTaHgapTa ISO 639-2.

7.3 Perncrpauuvs nekapcTBeHHOro cpeacrsaa

7.3.1 O6wee onucaHune

B aTom pasgene onvcaHa MHopmaums 0 perncTpaummn nekapcTBeHHOro CpescTsa.

Pa3peLueHne Ha BBOA IeKapCTBEHHOIO CPeACcTBa B OGOPOT Ha AaHHOW TeppuUTopun BblAaeTcst YNoSHOMO-
YeHHbIM OpraHoM. B COOTBETCTBUM C 3aKOHOAATE/IbCTBOM U iPYrMMN HOPMATUBHBIMY akTamu, [eiCTBYoLWUMn
Ha 3TOW TeppuTOpMU, paspeLleHne 06bIYHO BbigaeTcs A0 TOro, Kak /IekapcTBO nocTtynaet B 060poT. K Heko-
TOpPbIM KaTeropusiM NIeKapCTBEHHbIX CPEACTB MOryT NMPUMEHATLCSH UCKIOUYEHUSA (Hanpumep, O/ J1eKapcTs,
BbINyLLEHHbIX B 06palleHne A0 Havana yHKLMOHMPOBAHUS YMOSIHOMOYEHHOro opraHa). K aTum kareropnam
NEeKapCTBEHHbIX CPEACTB NMPUMEHSOTCA Te Xe NPUHLMMbLI NpeaocTasnieHns nHdopmaummn (onncaHHble B Ha-
CTOsILLLEeM pasfenie), YTo M K 3aperncTpupoBaHHbIM /IeKapCTBEHHbIM cpefcTBaM. Eciv aHHoe nekapcTBeHHoe
CPeACTBO He MoAJIeXaso perncTpaummn, To BMeCTo hopMasibHOro BiafesbLa perncTpaumoHHoro yaoctosepe-
HUA OO/MKEH ObITb YKa3aH NOCTaBLUVK.

class BbicokoypoeHeBoe onmcatve pervcrpauym /

PUCYHOK 8 — BbICOKOypOBHeBasi MoAe/lb UHpopMaummn o peructTpaumm
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Ha nekapcTBeHHOe CpefCcTBO BblgaeTcs perncrpaunoHHoe yaoctoBepeHme (y HEKOTOPbIX 1IeKapcTB, Ha-
npumep, BbINYLEHHbIX B 0bpalleHne A0 Havyana (PYyHKLUOHUMPOBAHUSA YNOSIHOMOYEHHOro opraHa, dopMasb-
HOe y[l0CTOBEPEHME OTCYTCTBYET, HO COOTBETCTBYHLWMI NHPOPMALMOHHbI 06bEKT AO/IKEH ObITb ONMUCAH).

OTO perucTpaurMoHHOe yAO0CTOBEPEHUE BbIAAETCA YMNOSIHOMOYEHHbIM OPraHoM OpraHm3auuv, UMEeHyeMmoi
BNajenbuem peructTpaLmMoHHOro yaoctoBepeHus. Brnagenew peructpalMoHHOro ya4oCTOBEPEHUA MOXET Ha3HauUTb
KOHKpEeTHOe L0 OTBETCTBEHHbLIM 3a AeATeNbHOCTb N0 06ecneyeHnto hapMmakoHaa3opa faHHOro S1IeKapCTBEHHOTO
cpencTea (Hanpumep, B cTpaHax EC Takoe MU0 MMEHYETCA «YMOSTHOMOYEHHbIM MO hapMakoHaA30py»).

MepBnyHasa perncTpauuns, BO306HOBNEHUE perncTpauumn, U3MeHeHne perncTpauvoHHbIX AaHHbIX U OT-
MeHa perucrpayuy OCyLLeCcTB/IAITCA B COOTBETCTBUM C ONpPeAesIeHHbIMU pPerncTpanMoHHbIMK NpoLeaypamu,
WHULMNPYEMBIMU 3aABNEHUAMM O PErucTpaymm uam N3MeHeHun peructpaymn.

B TeueHmne cpoka XM3HU NeKapCTBEHHOIO CpeacTBa ero perncTpaymss MOXeT npetepneBatb pasnyHbie
n3meHeHus. MoaTomy cTaTyc perucrpaymm MOXeT C TeHEHUNEM BPEMEHU U3MEHATLCHA U AO/HKEH COOTBETCTBY-
owrm obpasom permcTpupoBaThCs.

Crartyc perncrpaumum ykasbiBaeT, 4EACTBUTENIbHO N NIeKapCTBEHHOE CPeACTBO BbIMyLLEHO B 060POT WK
60/51€€ HEOCTYMNHO B CTpaHe unu Ha Tepputopun. OH Takxe ONucbiBaeT IPUAUYECKUIA cTaTyc oTrnycka (Hanpu-
Mep, PeuenTypHbIil OTAYCK).

Pasgen npepoctaBneHus nepnoguyeckoro otyeTa no 6€30nacHoOCTV ONMcbiBaeT UHOPMAaLMI0 O CpOKax
npeacTaB/ieHNa Nepnoamyeckoro otTyeTa no 6e30nacHOCTN AAaHHOro N1IeKapCTBEHHOrO cpeAcTBa Uan nepuoaun-
yeckoro oT4yeta 06 OLEHKe COOTHOLIEHMA ero nosb3bl U pucka.

MprvuMeuvyaHune — MoryT 6biTb C/lydyan, Korga AONOMHUTENIbHASA MHGOPMALMA O cTaTyce perucrpauuv se-
KapCTBEHHOrO CpeacTBa MOXeT onpeAesiaTbCA MECTHbIMU NpaBuiamMmu TePPUTOPUN PUCAUKLMN (HanpuMep, npasBuiaMm
WTaTOB, NMPOBUHLMIA NN TEPPUTOPUIA). B 0COGEHHOCTU 3TO OTHOCUTCS K IOPUAMYECKOMY CTaTyCy OTMNycKa Wu K permcrpa-
LUOHHOMY HOMEpY.

7.3.2 [etanbHoe onncaHne nHopmMmauumn o perncrpaymu

class [igransHoe ovicave pervcTpaumm

PucyHok 9 — [leTasibHas Mogesib MH(OPMaLUM O peructpanmum
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[nsa kaxagoro nekapcTBEHHOro cpeAcTBa AoMkHa BbITb ykazaHa cOOTBETCTRYloLast MHopMaLUUa O ero
peructpauuu.

Mpu HeobxoguMocTn uHdOPMaLIMsl O perncTpauun aorpkHa BbiTh ykasaHa Takke Ansi ynakoBaHHOro
nekapcTBEHHOro cpeacTea (CM. Hke). B aTux cnydaax AorpkHa UCMOMb30BaTLCS ONMUCaHHAs HWKE CTPYKTypa
nHcpopMaLMn 3a TeM UCKIIOYEHNEM, YTO UHOPMaLMa 06 yNorNHOMOYEHHOM opraHe 1 BnagensLe peructpa-
LUMOHHOTO yAOCTOBEPEeHUA He obsa3aTenbHo AomkHa ObITb yKasaHa 3aHOBO, MOCKOMbKY OHa HacneayeTcst oT
nHcpopMaumn 0 perncTpaLmmn JaHHOro NekapCcTBEHHOro CpeacTBa.

7.3.2.1 PeructpaunoHHoe yaoctoBepeHune

NekapcTBeHHOe cpencTBO BhiMycKaeTca B 060pOT, Koraa yNnonHOMOYEHHBIA opraH BelAaeT Ha Hero pern-
CTPaUUOHHOE YAOCTOBEPEHNE UMW ero 3KBUBANEHT.

7.3.2.1.1 PeructpauvoHHbIA Homep

B aToM aTpubyTe AormkeH BbITh ykasaH perucTpaunoHHbIl HOMEp, MPUCBOEHHbLIA YNOMHOMOYEHHBLIM Op-
raHoM CTpaHbl UNN TEPPUTOPUN JAaHHOMY fleKapCcTBEHHOMY cpeacTBy. dopmar npeacTaBneHus — TekcT. Ans
neKapCcTBEHHBIX CPEACTB, KOTOPble B COOTBETCTBUM C 3aKOHOAaTeNbCTBOM MoryT obpallatbes 6e3 peructpa-
uumn (Hanpumep, B CLLA — nekapcTea, BbifyleHHbIe B obpalleHue Ao Hayana hyHKUMOHUPOBAHWUS YMONHO-
MOYEHHOro opraHa) U y KoTopbix hopMarbHbI perucTpaLMoHHbIN HOMep OTCYTCTBYET, BMECTO HEro JoIhkKeH
6bITb YKa3aH HOMep NULEH3UU, HAHECEHHBI Ha YNaKOBKY UMW KOHTENHep NGO HanevYaTaHHbIA Ha BKaabille
B YMaKOBKY.

7.3.2.1.2 CtpaHa

CtpaHa, B KOTOpPOW AEeACTBYET perucTpaunoHHoe yaoCcToBepeHue, AoMkKHa BbiTb ykasaHa ¢ NOMOLLbIo
OBYX- UNU TpexBykBeHHbIX KOAOB B cooTBeTCTBUM ¢ ISO 3166-1.

Ecnu peficTBue perucTpaumMoHHOro yAoCTOBEPEHUA pacnpoCTpaHAETCA Ha HECKOMbKO CTpaH, TO AOMK-
Hbl BbITb YKa3aHbl BCe 3TU CTpaHbl (TEpPUTOPUMN OPUCOUKLNNY).

7.3.2.1.3 KOpuaundeckuia ctatyc oTnycka

B aTom aTpunbyTe AormkeH BbITb YKasaH OPUANYECKUIA CTaTyc OTNYCKa NekapCTBEHHOTO CpeAcTBa B COOT-
BETCTBWW C KraccudpukaLmen, NPUHATON YNONMHOMOYEHHBIM OpraHoM (Hanpumep, OTMyCK No peuenTy unu 6es
petenTa). KOpuagunyeckuin ctatyc oTrycka AomkeH BbiTb B3AT U3 COOTBETCTBYIOLWETO HOPMaTUBHOMO CMOBaps.
[ormkHbl BbITb yKasaHbl cam TEpMUH U ero uaeHTudukaTop B 9ToM criosape.

Mpumepsbi
1 Jlekapcmeo omnyckaemcs no peyenmy.
2 Jlekapcmeo omnyckaemcsi 6e3 peyenma.

7.3.2.1.4 CraTyc perucTtpaLmm

B TeueHme cpoka XU3HW NnekapcTBEHHOro CPeacTBa ero permcTpaums MoXeT npeteprneBaTb pasnuyHbie
WU3MEHEHUs B 3aBNCUMOCTU OT NpoLeayp perucTpaumu, NpUHATBLIX Ha AaHHOW TeppUTOPUN IOPUCOUKLMAN. DTU
N3MeHeHUA OOMKHbI BbiTb yKasaHbl C MOMOLLBIO 3HAYEHWA U3 COOTBETCTBYIOLLEIO HOPMAaTUBHOIO CroBaps.
[omkHbl BbITb YKasaHbl cam TePMUH U ero uaeHTudukaTop B 3TOM crioBape.

lpumepbl — AkmueHas (QelicmeumenbHasi), CPOK Oelicmeusi 3agepuieH, 80306Ho8/IeHa, He 0-
306H08/1EHa, OMMEHeHa.

7.3.2.1.5 laTa ctartyca peructpauuu
OT0T aTpubyT AOMKEH coAepXaTb AaTy Hauyana AencTeusa gaHHoro ctatyca. OHa gorkHa 6biTb ykasaHa
€ TOMHOCTbIO A0 AHA (roa, MecsL, AeHb) B COOTBETCTBUM ¢ hopmaTom, onucaHHbIM B MCO 8601.

TMpumep — Cpok delicmeust pecucmpayuu ucmek 2011-01-01.

7.3.2.1.6 MNepuoa penctaus

OToT aTpubyT AOMKEeH copepXaTb Nepuod AeACTBUSA AaHHOrO cTaTyca, BbIPaXEHHbI B TepMUHax aat
Havana u cpoka AeucTBuA perucTpaumun. ATu AaTbl AOMKHBI BbITb YKasaHbl ¢ TOMHOCTbIO A0 AHA (rod, Mecsl,
AeHb) B cooTBEeTCTBUMU ¢ hopMaTom, onucaHHeivM B UCO 8601.

lpumep — Pe2ucmpayus delicmeumensHa e nepuode ¢ 2011-01-01 no 2015-01-01.

7.3.2.2 Bnapenew, perncTpauuoHHOro yaoctTosepeHus

CrpykTypa uHcbopmauum o BnagenbLe perucTpaunoHHOro yAoCTOBePeHUs!, BbIAAaHHOTO YNONHOMOYEH-
HbIM OpraHom, AOMKHa COOTBETCTBOBATL CTPYKTYpe Knacca «OpraHusauusi», onucaHHoun B 7.4.

[na nekapcTBeHHbIX CPEACTB, KOTOpble B COOTBETCTBUW C ASUCTBYIOLLMM 3aKOHOAATENLCTBOM He Noa-
nexar peructpauum, BMeCTo AeTarnbHbiX cBegeHuin 6 hopManbHOM Briagernblie perucTpaLMoHHOro yaocTose-
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peHWst 4OMKHBI ObITb yKas3aHbl AeTalbHble CBEAEHWS O MOCTaBLUMKe, HaHeCeHHbIe Ha YMaKoBKY UM KOHTe-
Hep Nbo HanevaTaHHblE Ha BKNaAbllLe B yNaKkoBKy.

7.3.2.3 YNONMHOMOYEHHbIN opraH

CtpykTypa nHdopmaumm o6 ynonHOMoOYeHHOM opraHe, BblaaBLUeM pernctpalnoHHoe yaocToBepeHue
Ha AaHHoe NnekapcTBeHHOEe CPEeAcTBO, AOMKHA COOTBETCTBOBATL CTPYKTYpe Knacca «OpraHusauusay», onucaH-
Hol B 7.4.

7.3.2.4 MNpoueaypa peructpauum

B atom atpubyTe gomkHa 6biTb ykaszaHa MHdopMaUma o npoueaype peructpauun, NPUMeHeHHon ans
NepBUYHON perncTpaumnm NekapcTBeHHOro CpeacTsa v Ansi U3MeHeHUs perucTpauuu.

MpumeyaHune — HopmaTvBHble JOKYMEHTbI HA 4aHHON TEPPUTOPUM IOPUCANKLIMKM MOTYT YTOUHSITL TpeGoBaHus,
OTHOCAILLMECH K peanu3auum craHgapra B 4acTy 4OKYMEHTa perncTpaumoHHOro 4ocbe, Hanpumep, tpebosarb, 4Tobbl aTa
MHbopMaLus npegcTaBnsnack TONbKO MO 3anpocy.

7.3.2.4.1 VigeHTudukatop unm Homep npoueaypsl

B atom aTpubyTe gormkeH BbiTb yKasaH YHUKaNbHbI aeHTUMKaTOp KOHKpeTHOro dakta npuMeHeHns
npouedypbl. PopmaT NpeacTaBneHNs — TEKCT.

7.3.2.4.2 Tun npoueaypsbl

B sTom atpunbyTte gormkeH BbITb ykasaH Tvn npoueaypbl, NPUMEHEHHOW NpU perucTpauumn UM usme-
HeHWK perucTpauun. Tun aomkeH 6biTb B3AT M3 COOTBETCTBYIOLLEro HOpMaTuBHOro crnosapsl. JJOrKkHbl BbiTb
yKasaHbl caMm TepMUH U ero naeHTudukaTop B 3ToM cnosape.

lpumepsbi — LjeHmpanu3oeaHHas, deueHmpanusoeaHHaﬂ, HayuoHalbHasd, e3auUMHOe NPpu3HaHue.

7.3.4.2.3 JaTta npoueaypbl

B sTom aTpubyTe AomkHbl 6bITh ykaszaHbl AaThl HaYana 1 3aseplieHns npouedypbl. OTU AaTbl AODKHbI
6bITb YKa3aHbl C TOYHOCTLIO 40 AHSA (rof, MecsU, AeHb) B COOTBETCTBUM ¢ dhopmaTtom, onucaHHbiM B UCO 8601.

7.3.2.5 3agaBneHne o peructpauun uim N3MeHeHun peructpaumm

MepBUYHas pernctpaums, a Takke U3MEHeHWe CyLeCTBYIOLWWEN perucTpaumu (HanpumMep, Bo3o6HoBMe-
HVe, Bapuauus niv oTMeHa) OcyLLeCTBNATCA Mo 3asBNeHUAM.

Jetanu sassneHusa o peructpauumn Unu U3MeHeHUU perucTpaum 4omkHbl BbiTb OnUMcaHbl, UCNOMNbL3YA
CTPYKTYpY 3TOro Kracca.

7.3.2.5.1 \geHTUpukatop N Homep 3asiBfeHUs

B aTom aTpubyTe fomkeH BbiTb YkaszaH YHUKanNbHbI AEHTUMKATOP KOHKpEeTHOro 3aasneHns. O6bIMHO
naeHTuuKaTopsl UM Homepa 3asBNeHUi NpucBanBaeT YNoONIHOMOYEHHbIA OpraH.

7.3.2.5.2 Tun 3asiBneHus

3TOT aTpUBYT QOMMKeH coaepXXaTb TUN 3asiBNEHUA, B3ATBIA U3 COOTBETCTBYOLLIEr0 HOPMaTUBHOrO CNOBa-
ps. JomkHbI BbITb YKasaHbl cam TEPMUH U ero uaeHTUdUKaTop B 3TOM cnosape.

Mpumepsbl — lNepeuyHasa pezucmpayusi, 60306HO6NEHUe peaucmpayuu, eapuayus, pacuupe-
Hue.

7.3.2.5.3 [aTa 3assneHuns

OTOT aTpubyT OOMKeH codepXaTb AaTy 3asaBNeHUA O perucTpaumun Unu nsmeHeHun peructpaunn. OHa
OomkHa GbiTb YKasaHa ¢ TOUHOCTLIO A0 AHSA (rod, Mecsl, AeHb) B COOTBETCTBUU ¢ hOPMaTOM, ONUCAHHLIM B
MCO 8601.

7.3.2.6 CtaTyc peructpauum

OTOT KNacc onucbIBaeT cTaTyc perncrpaunn Ha gaty, korga nekapcTBeHHOe CpeaAcTBO AeNCTBUTENbHO
6bIn10 BhINYLEHO B 0GOPOT, UM Ha AaTy, korga oHo nepecTtano 6biTb 4OCTYMHBIM. OH Takke coaepXuT uHdop-
MaLMio O lopUanMYeckom craTtyce oTnycka (Hanpumep, no peuenTy unn 6es peuenta).

M pumMmeyvyaHune — MOI'yT ObITb cny4vaun, Korga gonofiHuTenbHas VIHCbOpMaLI,MH O NeKapCTBEHHOM cpeacree
(cTaTyc peryctpauun unm puauHeckuii ctatyc OTrycKa) MOXET perynmpoBaTbCsi MECTHbIMW NpaBunaMmu TeppuTopun

lopucavkumMmn (Hanpymep, npasunaMu WTaTos, NPOBUHUMI N Tepputopwit). CTPyKTypa Knacca cratyca peructpaumm
MO3BOMAET yKasaTh Hanuume Takoro 0coboro perynmpoBaHusi.

7.3.2.6.1 CTtpaHna
CTpaHa, B KOTOPOI AeiCTBYeT AaHHOEe perncTpaLnoHHoe yaocToBepeHmne, JomkHa bblTb ykasaHa ¢ no-
MOLLbIO ABYX- UK TpexByKkBeHHbIX KOAoB B cooTBeTCTBUM ¢ 1ISO 3166-1.

MpumeyvaHune — [1na o603HaqeHns EBponeickoro cowsa MOXHO MCNonb30BaTh kog EU, He siensiowmiics odpvum-
anbHbIM KogoM cTpaHbl u3 MICO 3166-1. EBponeiickuii COolo3 SIBMSIETCA He roCy4,apCTBOM, & OpraHu3aumen, YneHamm KoTopon
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SIBNSIOTCA CyBepeHHble rocyaapcTaa. o atou npuumne kog EU He moxeT 6biTh ochuumanbHo BrtodeH B MICO 3166-1. Yuu-
TbiBasi, OAHAKO, YTO Y MHOMX nonb3osartenen NCO 3166-1 ectb peanbHasi noTpebHOCTL B npuMeHeHun koga EU, AreHTcTBO
no BegeHuio CO 316 3apesepsBupoBano 31oT kog ans naeHtmdmkauum EBponelickoro coto3za BHe pamok ICO 3166-1.

7.3.2.6.2 Tepputopusi

Koraa ynonHomo4eHHbI opraH BblgaeT perucTpauuoHHoe yaocToBepeH1e, B KOTOPOM MpeayCcMOTPEHb!
0COBEHHOCTU ero TeppuTopuanbHOro NPUMEHEHUs, TO COOTBETCTBYIOLLAs TEpPUTOPUS MOXET BbITb yKasaHa
C MOMOLLbIO 3HAYEHUA U3 COOTBETCTBYIOWErO HOPMaTUBHOTO crnoBapsi. [1omkHbl 6bITb yKasaHbl cam TepMUH U
ero uaeHTudukaTop B 3TOM criosape.

lMpumep — B pa3Hbix npoeuHyusix KaHadbl iopududeckuli cmamyc omnycka 1ekapcmeeHHo-
20 cpedcmea Moxem omnuYyambscsl. B mo epeMsi kak cmpaHol peaucmpayuu ocmaemcsi Kanada, e
amom ampu6byme Mo2ym 6bimb yka3aHbl Ha3eaHUsi NPOBUHUUL U ropuduyYyeckull cmamyc onilycka e
Kaydol npoeuHYUU.

7.3.2.6.3 TeppuTopuanbHbiil pErMcTpaLMoHHBIA HOMEpP

3TOT aTpubyT AOMKEH codepaTb PErncTPaLMOHHbIA HOMEP, MPUCBOEHHDLIN YNONTHOMOYEHHBLIM OpraHoM
Ha AaHHomn TeppuTopun. dopmat npeacTaBneHUs — TEKCT.

7.3.2.6.4 laTa BbINyCKa (NpeKpaLleHns)

3T10T atpubyT AoMKeH coaepXaTb AaTy, Ha KOTOPYIO BnazeneL, perucTpaLMoHHOro YA0CToBEpeHUs (Mnu,
€CNY TaKoBOTO HeT, Npou3soauTens Nbo NoCTaBLLUMK) BBES NleKapcTBEHHOE CpeCTBO B obpalleHue B JaHHO
CcTpaHe uWunu Ha AaHHON TeppUTOPUK, a Takke AaTy, Korga 310 NekapcTBeHHoe CPpeAcTBO «nepecTtano 6biTb
OOCTYNHBIM Ha AaHHOM pbiHKe». [laTa AomkHa 6biTh yKasaHa ¢ TOMHOCTLIO A0 AHS (rod, Mecsil, AeHb) B COOT-
BETCTBUM C popMaToM, onnucaHHbIM B cTaHgapTe MCO 8601.

Mpumevaunne — «Been B obpaweHne» 03Ha4aeT MHULMMPOBaHUE LieNW NOCTABOK NIEKAPCTBEHHOIO CPEACTBA.
«Mepectano 66T AOCTYNHBIMY» O3HAYAET, YTO BrajeneL permcTpaumMoHHOrO yA0CTOBEPEHUSI NPUHSN peleHne Gonee He
npoaaeaTtb AaHHOE NEKapCTBEHHOE CPEACTBO UMW YTO AEUCTBME PErMCTPaLIMOHHONO YAOCTOBEPEHUS NPEKPALLEHO.

7.3.2.6.5 lOpuanyeckun ctatyc otnycka

B aTom aTpubyTe AOMmKeH BbITh yKkasaH IpuaMYECKUiA CTaTyc OTNycKa NekapCcTBEHHOTo CpeacTBa B COOT-
BETCTBUM € KnaccuduKaLnen, NpuHATON ynonHoMoYeHHbIM opraHom. Kopuanieckuii cratyc oTrycka AomkeH
6bITb B3AT M3 COOTBETCTBYIOLLErO HOPMAaTUBHOTO CroBapsl. [JomkHbI GbIThb yKasaHbl camMm TePMUH U ero UAEeHTU-
chukaTop B aTOM crosape.

lpumepnbi

1 POM — monbko no peyenmy (Prescription only medicine).

2 P— omnyck monbko Yepe3 anmeky (Pharmacy only medicine).
3 GSL — obuwjas npodaxa (General sales list medicine).

7.3.2.7 MNpepgocTasneHne nepnoanyeckoro ot4eTa no 6esonacHocTu

Mepuoanyeckue oT4eThl no 6esonacHocTu NekapcTeeHHoro cpeacTea (MOBJIC) n nepnoguyeckue otye-
Tbl 06 OLleHKe COOTHOLLEHUS ero Momb3bl U puUcka NPeaocTaBnaTCs BnafenbLeM perucTpaLmoHHoro yaocTo-
BepeHus Yepes onpeaerieHHble NHTepBanbl BpeMeHU, 3agaHHble Npy perucTpaunmn fiekapcTBEHHOro cpeacTea
Unu onpeaerneHHsle eNCTBYIOWUM 3aKOHOAATENbCTBOM. TN OTYETHI coAepKaT CBOAHY UHOpMaLuo o
npocomnne CooTHOLIEHNS MNOMb3bl U pUCcKa NekapCTBEHHOIo cpeacTaa.

MpumeyaHune —HopmaTUBHbIE 4OKYMEHTbLI HA AaHHON TEPPUTOPUM PUCANKLMM MOTYT YTOUHSITb TpeBoBaHus,
OTHOCSILLMECH K MH(DOPpMaUMK, BKITIOYAEMON B Nepruoanyeckue otyeTbl No 6e30nacHOCT NieKapCTBEHHOIO CpeAcTBa, Ha-
npumep, TpeGoBatb, 4ToGbI OnpegeneHHas nHgopmaums NPeacTasnAnach ToNbKO Mo 3anpocy.

7.3.2.7.1 HacroTa npegocTaBneHusa otyeTa no 6esonacHocTn

YacToTa npeaocTaBneHns ot4eToB no 6e3o0nacHOCTN UM OTYETOB 06 OLeHKE COOTHOLLEHWUA NOSb3bl 1
pucKa nekapcTBEHHOro cpefcTBa MOXET 3ajaBaThCsl 3aKoHOAATENbCTBOM UMU YNOMHOMOYEHHBIM OpraHoM,
perucTpupyoLmMM nNekapcTBeHHoe CpeCTBO Ha JaHHOW Tepputopun. JTOT aTpubyT AOMKEH yKasbliBaTb UH-
TepBan NOBTOPEHWUA KaK YMCMOBOE 3Ha4YeHUe C eAuHULIEA u3MepeHus BpeMeHU. EanHMLbI nsmepeHusa Aomk-
Hbl BbITb YKa3aHbl B cooTBeTCTBUM ¢ UICO 11240 1 pesynsTupytoLleid TepMuHonoruei. [JlomkHbl ucnonb3oBaTb-
CSl CUMBOIN eaVHM1LbI U3MEePeHUst U uaeHTUdUKaTop aToro cUMBoIa.

lpumep — Yacmoma npedocmaeneHus [MOBJIC 3adaemcsi kak Yepe3 Kaxdbie wecmbs Mecsyes
8 meyeHue nepebix dsyx jlem om Havyana o6paujeHusi fekapcmeeHHO20 cpedcmea U pa3 e 200 8 me-
YeHue credyroujux dsyx nem.
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7.3.2.7.2 fata npefocTtasfieHns

JTO0T aTpubyT JOMKEH cofepxaTb AaTbl npegoctasneHus MOBJIC nav oTyeToB 06 OLEHKE COOTHOLLE-
HWS1 MO/b3bl U pUCKa BMECTE C 3afjaHHOM YacToTOlN npefocTaBneHus. [arta fo/mkHa ObiTb yKasaHa C TOYHO-
CTbt0 A0 AHA (roA, Mecsil, AeHb) B COOTBETCTBUM C hopMaToM, onucaHHbIM B MICO 8601.

7.3.2.7.3 MexpgyHapoaHasa gata poxgeHus

MexayHapoaHas gata poxaenua (MAP) gata nepsoi pernctpauum npoaykra B Myupe, eanHas anis Bcex
cTpaH. [lata fo/mkHa ObITb YkazaHa C TOYHOCTbIO A0 AHA (rof, Mecsl, OeHb) B COOTBETCTBMM C chopmatom,
onucaHHbIM B ICO 8601.

7.3.2.7.4 aTa oTcyeTa

Ecnn nekapcTBeHHble CpeACcTBa 3aperncTpupoBaHbl B pasHoe Bpems, HO CoAepXar OAHYy U Ty )Xe akTuB-
HYI0 CyOCTaHLMIO MM KOMOMHAUMIO aKTUBHBLIX CyOCTaHUMiA, TO YNO/THOMOYEHHbIV OpraH AaHHOW TeppuTopun
MOXeT U3MEHUTb U rapMOHU3NPOBATb YacTOTy U AaTbl npeactaBneHusa NOBJIC n nepuognyecknx oTyeTos 06
OLUEHKe COOTHOLLEHMS NOMb3bl U PUCKa, HaNpUuMep, MHULMUPOBaTb NpeAcTaB/ieHne obLero otyeta no 3Tum
NeKapCTBEHHbLIM CpefcTBaM W yCTaHOBWUTL HOBYIO AaTy OTcyeTa NepuofoB npefocTasrieHuns. [arta fomkHa
ObITb yKa3aHa C TOYHOCTbIO 10 AHA (fo4, Mecsl, [eHb) B COOTBETCTBUM € hopMaToM, onucaHHbiM B ICO 8601,

7.3.2.7.5 lata 6/10KMPOBaHUS fAHHbIX

[Jata 6n10kMpoBaHMA AaHHbIX O3HA4YaeT AaTy npekpawieHns nprvema HoBbIX JaHHbIX 415 BKIOYEHUS B
MOBJIC v NepuoanYecKknin oTyeT 06 OLEHKE COOTHOLLEHNS NOMb3bl U pucka. [aTta fo/mKHa ObiTb ykasaHa ¢
TOYHOCTBIO 10 AHA (rof, MecAl, AeHb) B COOTBETCTBMMU C hopmaTtom, onucaHHsiM B ICO 8601.

7.4 OpraHusayms

7.4.1 Ob6uee onvucaHne

Te Knacchl, B MIMEHM KOTOPbIX yKa3zaHo «OpraHusaums», 0O/DKHbI UMETb 0OLLYH0 CTPYKTYPY, OMUCbIBalo-
LLIYIO OpraHn3aumio KOHKPETHOro Tuna.

7.4.2 fleTanibHOe onucaHne NHgopmMaumm 06 opraHmsaunm

class [letanbHoe onucaHue opraHmaau,mm/

PucyHok 10 — [eTasnibHaa mogenb nHopmauum o6 opraHmsaummn

7.4.2.1 OpraHusauus

7.4.2.1.1 NpeHtudmkatop

OTOT atpubyT JO/MKEH COfEpPXaTb YHUKaUIbHbIA UAEHTUdMKATOP opraHnsauum. MOXHO MCrosb3oBaTb
MeXAyHapOAHY CUCTEMY YHUKASIbHON MAEHTUMKALMN OpraHn3aLmii.

7.4.2.1.2 HavnmeHoBaHue

3TOT atpubyT [O/MKEH cofepxaTb HaVMeHOBaHUe opraHu3auumy B TEKCTOBOM dhopMare.
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7.4.2.1.3 Agpec

OToT atpubyT OormKeH codepxaTb agpec opraHv3auuvM B CTaHAapTM30BaHHOM CTPYKTYPUpOBaHHOM
dopmaTe agpeca.

7.4.2.1.4 TpnsHak koHpmaeHUMansLHoOCTH

JTOT aTpuUbyT MOXKET codepkaTb KaTeroputo kKoHbuaeHUMansHOCTU UHpopMaLmn 06 opraHusaumn. Ka-
Teropus gomkHa GbiTb B3siTa M3 COOTBETCTBYIOLLEro HOpMaTUBHOrO crnosaps. [JomkHbl OblTb yKasaHbl cam
TEPMUWH 1 ero ugeHTUdMKaTop B 3TOM CrioBape.

Mpumepbli — KongpuderyuanbHasi, 6€3 o2paHuYyeHul.

7.4.2.2 KoHTakTHOE Nnuo
OTOT Kracc UCnonb3yeTcs AN YKasaHUa KOHTaKTHOro fnuLa B opraHnsauum 1 ero ponu.

MpumMmeyaHne — HopmaTBHble JOKYMEHTHI Ha 4AHHOW TEPPUTOPUM KOPUCAMKLMM MOTYT YTOUHATL TpeboBa-
HWS1, OTHOCSLMECS K MHDOPMALIMKM O KOHTaKTHOM Nue, Hanpumep, TpeboBaTh, 4To6bl 3Ta HGOPMaUUs NpeacTaensnach
TOJBKO MO 3anpocy.

7.4.2.2.1 damumnusa, umsi, oT4eCTBO

OToT atpnbyT gonmkeH cogepXaTb haMUnIo, UMS, OTYECTBO KOHTaKTHOrO nnla B CTaH4apTU30BaHHOM
dopmaTe, onMcbIBaloLWEM CTPYKTYPUPOBaHHOE NpeacTaBneHne haMmnnmm, UMeHu, oT4yecTsa.

7.4.2.2.2 TeneKOMMYHVKaLMOHHBINA agpec

OT0T aTpnbyT AOIMKEH codepXaTb TEeNeKOMMYHUKALMOHHBIA aapec KOHTakTHoro nuua (TenedoH, anek-
TPOHHas rnovTta 1 T.4.) B CTaHA4apTU30BaHHOM hopMaTe, OnucbiBaoLLeM CTPYKTYpUPOBaHHOE NpeacTaBneHe
TenekoMMyHUKaLNOHHOIo agpeca.

7.4.2.2.3 Ponb

B atom atpubyTte gomkHa GbiTb yKasaHa ponb KOHTAKTHOrO fvua B opraHu3auum, cBsi3aHHasi C KOHTeK-
CTOM JaHHOrO fiekapCcTBEHHOro cpeacTsa. Ponb gomkHa BbiTh B3ATa M3 NoaxoasiLiero HopMaTUBHOTO CrioBa-
ps. JomkHbl 6bITb YKa3aHbl cam TEPMUH 1 ero MaeHTUdMKaTop B 3TOM crioBape.

lpumepsbi

1 YnonHomoyeHHbIl no ghapmakoHad3opy (opaaHu3ayUoHHbIl KOHmMeKem: enadesney, pecucmpa-
YUOHHO20 ydocmoeepeHus).

2 YnonHoMoYeHHbill 10 8bINYCKy cepuu (op2aHu3alUoHHbIU KOHMeKcm: npouszeodumerns).

3 OgpuyuaneHbIl Npedcmasumens CNOHCOPa (Op2aHu3ayUuOHHbI KOHMeKcMm: CroHcop).

7.4.2.2.4 MNpusHak KoHuaeHUManLHOCTU

OTO0T aTpubyT MOXET coaepaTb KaTeropuio KoHUaeHUUansHOCTU MHOPMaLUM O KOHTaKTHOM NuLe.
KaTeropus gomkHa 6biTb B3siTa U3 COOTBETCTBYIOLLErO HOPMATUBHOIO crnoBaps. JJofmkHbl BbiTb yKasaHbl caM
TEPMUH U ero uaeHTUdUKaTop B 3TOM crioBape.

lpumepbl — KoHgudeHyuanbHas, 6e3 o2paHuUYeHu .

7.4.2.3 ipyroe mecTtoHaxoxaeHue
OTOT Knacc Ucnonb3ayercs A yKasaHUsi O4HOMO UMW HECKOMNbKUX 3HAaYUMBbIX MECTOHAX0XAEHWUI opraHu-
3aLUN U PO 3TOMO MECTOHAXOXAEHUS.

MpumeyaHune —HopmaTUBHbIE JOKYMEHTHI HA AAHHON TEPPUTOPUM OPUCAUKLMM MOTYT YTOUHSITL TpeGoBaHus,
OTHOCSIWMECH K MHDOPMaLIMK O APYIMX MECTOHAXOXAEHUsIX, Hanpumep, TpeboBaTb, YToObl 3Ta MHopMaumsa NpeacTas-
nsinack TONbKO NO 3anpocy.

7.4.2.3.1 Agpec MecToHaxoxaeHus

3T0T aTpUbyYT AoIMKeH coaepXkaTb aapec MecToHaXOXKAeHUs! opraH13aLMmM B CTaHAApTU30BAHHOM CTPYK-
TypupoBaHHOM cdopmaTte agpeca.

7.4.2.3.2 Ponb MecToHaxoXaeHusa

B aToM aTpubyTe gomkHa ObITb YKasaHa porib MECTOHAxX0XAEeHUs OpraHn3aLnn B KOHTEKCTE A4aHHOTO fe-
KapCTBEHHOro cpeactsa. Ponb AomkHa 6biTh B3ATa U3 NoAxoAsALero HopMaTMBHOro crioeaps. [omkHbl 6bITh
yKasaHbl caMm TepMWH 1 ero naeHTUuduKaTop B 3TOM crosape.

lpumepbl — MecmoHaxoxdeHue HOPMamueHO-CrIPasoYHOU UHOpMayuu cucmeMbl hapMako-
Had3opa (opaaHuU3ayUoHHbIU KOHMeKcm: enadesney peaucmpayuoHHO20 yO0Cmo8epeHuUst).

7.4.2.3.3 NpeHTudmkarop
OTOT aTpubyT [OMKEH CoAepXaTb YHUKAmNbHbIA MOEHTUMDUKATOP MECTOHAxXoXAeHWU opraHnsaLm. Mox-
HO MCNOMb30BaTb MeXAyHAPOAHYI0 CUCTEMY YHUKATbHOW MAEHTUMDUKALMN MECTOHAXOXAEHWUIA OpraHn3aLIniA.

33



FOCT PNCO 11615—2014

7.5 Mpoussogutens/npeanpuaTme

7.5.1 O6Lwee onncaHve

B aToM pasgene onucaHa MHopMaumMsi 0 NPOU3BOAMTENe UK NPEeANpPUSTUN Mo NPOV3BOACTBY JSieKap-
CTBEHHOTO Cpe/cTBa.

PucyHOK 11 — BbICOKOYpOBHEBasi MOAE b MHPOPMaLUK O Npou3BoAuTeNe Win NPeanpuUaTAn

JNlekapcTBEHHOE CPEefCTBO accoLMMPOBaHO C MHGOpMaLMeid 06 0fHOM WM HECKOSIbKMX MpOV3BOAUTE-
NSX WAW NPEANPUATUSIX, BbINOHSIOWMX Pa3/INyHble NPOU3BOACTBEHHbLIE OMepauyy No NPOU3BOACTBY 3TOMO

NeKapCTBEHHOTO cpefcTBa. Haas3op 3a 3Toli AeATeNbHOCTbI0 OCYLLECTBIAET COOTBETCTBYHOLWIA YNOSHOMO-
UEHHbI opraH.

7.5.2 [eTasibHOe onucaHMe MHoPMaLMK O NPon3BoANTENE NN NPeanpPUATAn

PucyHok 12 — [leTtasibHaa Mogesib MHopMaumm o NponssoauTesie Wan npeanpusatun

JlekapCTBEHHOE CPEeACTBO A0/HKHO ObiTh ACCOLMMPOBAHO C OAHUM WM HECKO/TbKUMY NPOU3BOAUTENSIMU
Wy NpeanpUATUSIMM.

MpumeyaHne — HopmaTUBHbIE AOKYMEHTbI Ha JAHHOW TEPPUTOPUM HOPUCAMKLUUN MOTYT YTOUHATL TpeGOBaHWSA,
OTHOCSALWMECS K MHOpMaLUM O MPOU3BOAUTENAX UM NPeanpuaTuax, Hanpumep, TpeboBaTb, YTOObI aTa MHOpMaums
npeacrtaBnanacb TO/IbLKO MO 3arnpocy.

7.5.2.1 Mpoussogutens/npeanpuatue (OpraHn3auus)

WNHbopmaums o nponssoautene/npeanpusaTui, BbIMOMHAOLWEM KOHKPETHYIO NMPOV3BOACTBEHHYIO onepa-
Lm0, Ao/mKHa 6bITb ykasaHa, crefys WwabnoHy nHdopmaumm 06 opraHusalum, onncaHHomy B 7.4.

Mpumepsl

1 Onepaumsa «BbINYCK Cepun» BbINONHAET CA nponssoanTenem «dupma ABB».

2 Onepaumsa «nepemapkmpoeka» BbiNoaHAe T ca npegnpuaTuem «dupma NOE».

7.5.2.2 NMpounsBoacTBeHHas onepaums

DTOT KNacc AO/MKEH coAepXaTb MHhopMaLmMio 0 NPOU3BOACTBEHHOW onepawuum, BbINOHAEMO KOHKPET-
HOW opraHusauuei npoussoguTens/npegnpuaTms.
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7.5.2.2.1 Tun onepauuu
OT0T aTpubyT OOMKeH cogepaTb TUM NPOW3BOACTBEHHON onepauun, B3ATbIA U3 COOTBETCTBYIOLLEro
HopMaTuUBHOro cnosapsi. JomkHbl 6bITb ykasaHbl caMm TEPMUH U ero UaeHTUUKaTop B 3TOM criosape.

MNMpumepsi — Mepemapkupoeka, nepeynakoeka, 8bINycK cepuu.

7.5.2.2.2 Homep nuueHsnu Ha hapMaLeBTUYECKYo AeATeNbHOCTb

B atom aTpnbyTe gormkeH 6bITb ykazaH HOMep NULEeH3UM Ha dhapMaLeBTUYECKYI0 AEATENLHOCTL UN ero
akBuBaneHT. dopmat npeacTaBneHus — TeKCT.

7.5.2.2.3 JaTa Ha4yana gencrTausi

B aTom atpubyTe gormkHa ObiTb ykasaHa gata Hadana AeACTBUA NULEeH3UMn Ha dhapMaueBTUYeckyto ae-
ATENbHOCTb, MASHTUMNLMPOBaHHON B NpeabiaylleM atpubyTe. [lata gorkHa 6biTb yKasaHa ¢ TOMHOCTbIO A0
OHs (rod, Mecsl, AeHb) B COOTBETCTBUN ¢ hopmaTtom, onucaHHbim B UCO 8601.

7.5.2.2.4 TpnsHak koHuageHUMansHoCT1

OTOT aTpUbyT MOXET coAepX)aTb KaTteropuio KoHuaeHuUanbHOCTU MHopMaLMn o NPOU3BOACTBEHHOM
onepauun. Kateropus gomkHa ObiTb B3siTa U3 COOTBETCTBYHOLLEIrO HOpMaTUBHOrO crioBapsi. [omkHbl ObiTb
yKasaHbl caMm TepMUH 1 ero naeHTudukaTop B 3TOM crioBape.

Mpumepbi — KoHgpudenyuanbHasi, 6e3 o2paHuYyeHul.

7.5.2.3 YnonHoMmo4eHHsbln opraH (OpraHusauus)
MHpopmaLmsi 06 ynonHOMOYEHHOM opraHe, OCyLLeCTBAsSIIoLLEeM Had30p 3a KOHKPETHOW Npou3BOACTBEH-
HOM onepaumvel, JormkHa BbITb ykasaHa, cnenys WwabnoHy nHdopmaumn 06 opraHusalmm, onucaHHomy B 7.4.

7.6 YnakoBaHHOe nekapcTBeHHOe CpeACTBO, BKIIoYasi NPpoM3BeAeHHbIA NPOAYKT U
MeauLMHCcKoe usgenue

7.6.1 OGwme nonoxeHun

B aTom pasgene npuBedeHO ONMMcaHWE NeKapCTBEHHOro CPefCcTBa B TEPMUHAX yMaKoBaHHOMO fiekap-
CTBEHHOro cpeacTBa, npegHasHa4YeHHoro Ans NocTaBKu UMK Npoaaxy.

OnuncaHne ynakoBaHHOMO NIeKapCTBEHHOIO CpeACTBa AOIMKHO OXBaTbiBaTb BCE CMOW YMaKOBKN OT BHELL-
Hel 0O NepPBUYHON, OAHY UM HECKONBbKO eAnHUL, BNOXEHHBbIX B YNaKOBKY, U COBCTBEHHO OonucaHue oTAenb-
HbIX eAVHULL.

Knacc «YnakoBaHHOe nekapCTBEHHOe CpeaAcTBO» AENCTBYET Kak Komnnektop ans 6onee geranbHbIX
knaccoB. B YacTHocTu, kKaxxaon oTAenbHON ynakoBaHHOW eAuHULE COOTBETCTBYET OWMH 3K3EeMIUIsIp Kracca
«YnakoBaHHasi eauHuLa.

Knacc «YnakoBaHHas eguHULIa» UMEET peKypCUBHOE OTHOLWEHUE ¢ camumM coboit; aTa CroXHOCTb Heo6-
XoAuma AN onucaHns ynakoBOK BHYTPU YNAKOBOK, HanpuMep, KapTpumku B 6rimctepHoM pykaee B kopobke.
YnakoBaHHasi eguHMLa MOXET GbiTb AeHTUUUMPOBaHa C NOMOLLLIO OQHOTC UM HECKONbKUX MaeHTudnKa-
TOPOB B HOCUTEMNSIX AaHHbIX.

YnakoBaHHaa eavHULa MOXET MMeTb COCTaBHble YacTWu, HanpuMmep, KONnadku; Ansi onucaHusa 3Toro
dakTa ncnonbayercs kracc «Ynakoska (KOMMOHEHT)».

CaMbIM HWXHUM YPOBHEM YNakoBaHHON eQunHNLBI (KOHTEWHepa), Ha KOTOPOM 3aKkaHUMBaETCs pekypcus,
SIBMSIETCA TOT, KOTOPLIN MMEET HeNnocpeACTBEHHBIN KOHTaKT € (hU3U4ecKUM NiekapcTBEHHBIM CpeACTBOM, Npea-
cTaBneHHbIA Krnaccom «lpounssedeHHbI NpodykT». [NponssedeHHble NPOAYKTHI OMUCLIBAOTCA B TePMUHAX
CBOMX MHIpeaneHToB, uTo 6onee AeTanbHo obcyxaaeTca B 7.7.

YnakoBaHHoOe fekapCTBeHHOEe cpeCTBO MOXET ACNOMHATLCA MeaULMHCKUM naenuem. UM moxet GbiTb
YCTPOWCTBO ASIA NPUMEHEeHUs NeKkapCTBeHHOro CpeacTsa, Harnpumep, oparnbHbli Wnpul,. Takoe yCTPONCTBO
onucelBaeTcs Knaccom «MeauumHckoe nagenune» (MMelLMM Tun «YCTPOWCTBO AN NpuMeHeHus»). Ecnu
nsaenue AIBMSETCS HeOTbEMIEMON YacTb YMaKoBaHHOMO fieKkapCTBEHHOrO cpeacTsa, Hanpumep, npeasapu-
TenbHO 3amnofHEeHHbIN WNpWL, TO OHO TaKkKe onucbiBaeTcs kraccoMm «MeguuuHckoe nsgenue» (MMeroLwmmM
1N «UHTerpupoBaHHoe ycTpoicTeo»). [N knaccudukaumm nogobHeIX N3aennin MCNonb3ytoTesl pasnuyHble
cUCTEMbI KOANPOBaHUS, KoTopble MOryT BbITb NpeAcTaBneHbl knaccoM «HoMeHknaTypa nsaenuin», a uHdgop-
Maums 0 cepun MoxeT BbiTb ykasaHa ¢ nomoLplo knacca «MaeHTudukatop cepumy. MNMponsBoaCTBEHHbIE
onepauun, CBA3aHHbIe C MEAULMHCKAM U3dennem, MoryT 6biTb yKasaHbl C MOMOLLbIO CTPYKTYP AaHHbIX «[po-
n3soguTens/npeanpuate (OpraHnsaums)», onMcaHHbIX B 7.5.

[Mpu HeobxogumMocTy MOXeT BbITb ONMCAHO TakKe NpebbiBaHMe Ha NOSKe UM XpaHeHne NeKapCTBEHHO-
ro cpefcrsa UM MeauLMHCKOro nsgenus.
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class BbICokoypoBHEBOE OMICaHVIE YTaKOBaHHOTO /IEKAPCTBEHHOIO CPeCTBa

PucyHoOK 13 — BbICOKOYpPOBHEBOE OMUCaHWe pasfena ynakoBaHHOIO JIEKapCTBEHHOro cpeacTsa

YnakoBaHHas efnHuua (B 0COGEHHOCTU BHELLHAS YNakoBKa), UM COCTaBHas 4acTb YMNakoBKW, a Takke
MeJULMHCKOE M3fenne 1 NPon3BeAeHHbI NPOAYKT MOryT UMEeTb IM3NYECcKne XapaKTepUCTUKN, BKIOYas npu
Heo6X0AUMOCTU N306paKeHre ynakoBaHHON eavHNLbI.

Kpome Toro, ynakoBaHHOE /IeKapCTBEHHOE CPELCTBO, MEAMUMHCKOE M3AeNne U Npou3BefEeHHbIN Mpo-
OYKT MOTYT UMETb PS, APYTMX XapakTepucTyK.

Mpn HEO6XOAMMOCTU C YNakoBaHHbIM /1EKAPCTBEHHbIM CPELACTBOM MOXHO CBSi3aTb MAEHTUGUKATOPSI
cepuu, 1o ectb BAID 1 v BAIKO_2.

B psge cnyyaeB mHbopMaums 0 permctpaumm cneuudmyHa o8 ynakoBaHHOrO JIeKapCTBEHHOTO cpes-
CTBa, Hanpumep, Korja lopuanyeckuii Ctatyc OTrycka OTAE/bHbIX TUMOB YNaKoOBOK SIeKapCTBEHHOIO CpeacTBa
oTnnyaetcsa (Hanpvmep, ynakoBka M3 MATKM Tab/eTok He MOXET ObITb ykasaHa B peuente, a 13 30 MoxeT). B
3TUX C/yyasx MHopMauma O perucTpaumm MOXeT ObITb CBA3aHa HemnocpefCcTBEHHO C YNakoBaHHbLIM flekap-
CTBEHHbIM CPeLCTBOM, UCNOMb3ysA CTPYKTYpPbl, ONMCaHHble B 7.3.

7.6.2 [eTanbHoe onuvcaHne nHdopmaumm o6 ynakoBaHHOM J1IEKapCTBEHHOM CpPeACcTBe

7.6.2.1 YnakoBaHHOe /iekapCTBEHHOE CpencTBO

7.6.2.1.1 NpeHTtndpukarop PCID

JTOT aTpubyT JOMKEH codepXaTb UAEHTUMKATOP YNakoBaHHOIO /IeKapCTBEHHOIO CPeACTBa, KOHCTPY-
UpyeMmblii B COOTBETCTBUM C NpasuiaMun, N3/I0KEHHbIMY Bbille B nogpasaerne 6.3.

7.6.2.1.2 OnuncaHmne ynakoBku

B 3TOM aTpmbyTe AO/MKHO ObITb YKa3aHo TEKCTOBOE OMnycaHye ynakoBaHHOrO SIekapCTBEHHOIO CpeacTBa.
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class [letanbHoe OrvicaHie YTakoBaHHOO IEKAPCTBEHHOTO CPEeACTBA 7

PucyHok 14 — [leTasibHOE onvcaHve nHdopmMaummn 06 ynakoBaHHOM JIEKAPCTBEHHOM CpefCcTBe

7.6.2.2 YnakoBaHHas eanHuua (KOHTENHep)

YnakoBaHHas egvHMua MOXET OblTb HeAe/IMMON K NpeacTaBisaTb CO60M YyNakoBKy, COAEpPXaLlyo He-
CKOJIbKO APYIrMX eguHuY,. 3TW eaAnHULbl MOryT ObiTb OAHOTUMHBLIMU UM PA3HOTUMHBIMU.

[na Kaxgoro suaa ynakoBaHHbIX eAuHUL, BXOAALMX B COCTaB ynakoBaHHOrO JSIeKAPCTBEHHOrO cpep-
CTBa, AO/MKHA ObITb onucaHa xoTa Obl ogHa ynakoBaHHas eaumHuua. Eciv B ynakoBaHHOE JieKapCTBEHHOEe
CPeACTBO BXOAUT HECKOSIbKO UAEHTUYHbIX YNaKOBaHHbIX eaUHUL, LO/DKHO ObITb YKa3aHO KX KOJIMYeCTBO.

Mocnepytolee 6onee aetasibHOE ONMCaHNe acCoUUMPOBAHHbBIX K1AcCOB AO/HKHO ObITb CBA3AHO TOMBKO
C OTAENbHOW eauHMLEN.

Ecnun ynakoBaHHasa efnHuLA COAEPXUT APYTyH0 YNakoBKy, TO A1 NOMYyYEeHUS NpasBubHOro npeacrasne-
HUA 4O/HKHO ObITb OMMCAHO B/IOXKEHME YNAaKOBOK.

Mpumepsobl

1 ¥YnakoBaHHOe siekapCTBEHHOEe CpeACTBO, 3aK/l0UeHHOe B eAMHCTBEHHYIO YrnakoBKy (Hanpu-
Mep, Ny3blpekK C opasibHbIM pacTBOPOM, BHELWHASA KOPpOoOKa OTCyTCTBYeT), OyaeT CBA3aHO C O4HON
ynakoBaHHON egnHMLeEN (KOTopas B CBOKO o4vepeab CBA3aHa C O4HUM NPOU3BELEHHBIM MPOAYKT OM).

2 YnakoBaHHOe NNeKkapCTBEHHOE CPeACTBO, MMEIOL,ee BHELWHIOK YNakKOBKY, B KOTOPYH BJIOXe-
Hbl BHY TPEHHME YNakKoBKM (AWMK, cogepxauinini gsa 6/1iMcTepHbIX pykaBa no 20 kancya nan Kopoobka
Cc 4 chbnakoHaMmn pacTBOpa ANA UHBEKUMNIA), ByaeT CBA3aHO C ABYMSA PEKYPCUBHbLIMU yNakOBaHHbIMU
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eduHuyaMu: podumenbckKasi ynakoeaHHasi eQUHUYa, onucbiearoujast AWUK Uu KOPOOKY, U GovepHsis
ynakoeaHHasi eQUHUYa, onucbiearowjasi 6aucmepHbIl pykas unu hrakoH (nocnedHsisi 8 ce0k oye-
pedb cesizaHa ¢ npou3eedeHHbIM MPodyKMom).

3 YnakoeaHHoOe nekapcmeeHHoe cpedcmeao, npedcmasnsioujee coboli KOMIIeKM U3 HeCKOJb-
Kux @HympeHHuUx eQUHUl, pa3HO20 MUnNa, 6JIOXeHHbIX 8 O6W Y0 8HEWHIO YNaKo8KY (Hanpumep,
AWK, codepxaujuli mo6UK ¢ KpeMoM U 6nucmepHbil pykas ¢ mabnemkamu), 6ydem cesizaHo ¢ dey-
MS1 PeKypCUBHbLIMU ynakoeaHHbIMU eOQUHUUamMu: podumenbckasl ynakogaHHast eOUHUYa, onucblealo-
wias AWUK unu kopobky, u dee doyepHUX yrnakoeaHHbIX eQUHUUbI, onucbigaloujue coomeemcmeeHHoO
mro6uk u 6nucmepHsbil pykae (kaxdas us doyepHuUx eQUHUY e c80r0 oYyepedb cesi3aHa C npouseedeH-
HbIM Ipodykmom).

7.6.2.2.1 Tun ynakoBaHHON eQunHNLbI (KOHTelHepa)

B aTom aTpubyTe gormkeH ObITb yKasaH TWUM yrnakoBaHHOW eanHNLbl (KOHTENHepa), onuckiBatownii dou-
3MYECKUiA TUN KoHTenHepa Anst nekapcTs B cooTBeTcTBUMU ¢ UCO 11239 1 pesynsTupyoLen TepMuHonoruei.
LornxHbl BbITb YKazaHbl caM TEPMUH U ero uaeHTUdmKaTop B 3TOM criosape.

Mpumepbl — SAwuk, pnakoH, 6nucmepHbill pykas, npedeapumenbHO 3anofHeHHbIU Wnpuy.

7.6.2.2.2 KonnyecTso ynakoBaHHbIX eAuHUL, (KOHTeiHepoB)
B aToM aTpunbyTe AOMKHO BbITh YKa3aHO KONMYECTBO (MU YUCTIO LITYK) YNakoBaHHBIX eauHNL,.

MpumeyaHune —ockonbky Knacc «YnakoBaHHasa eauHmLa» MMeeT PeKYPCUBHYIO CBS3b, MO3BOMAIOLLY0 OMu-
CblBaTb KOHTENHEPbI BHYTPW KOHTENHEpPa, TO NepBbIf (CaMblii BHELLHWIT) KOHTENHEp 06s3aTernbHO AOMKEH UMETb Konnye-
CTBO «1», YTO O3Ha4aeT UHULUMPOBaHWE Liernu NocTaBOK NeKapCTBEHHOTO CpeacTBa.

7.6.2.2.3 Matepuan

B atom aTpubyTe AormkeH 6bITh onucaH matepuan (Matepuarnbl) YNakoBKX rlekapcTBEHHOro cpeacTsa B
cootBetcTBUN ¢ CO 11239 1 pesynbTupytowen TepmuHonornein. JomkHbl BbiTb ykazaHbl cam TEPMUH U ero
naeHTUdnKaTop B 3TOM crioBape.

7.6.2.2.4 AnsTepHaTUBHbLIA MaTepuan

B atom atpubyTe gomkeH GbiTb ONMcaH anbTepHaTUBHBLIA MaTepuan (Matepuanbl) ynakoBku nekap-
CTBEHHOro cpeacTea B cooTBeTcTBUM ¢ MCO 11239 1 pesynbTupytoweit TepmMuHonornei. JomkHol 6biTb yka-
3aHbl caM TEPMUH W ero ngeHTndukaTop B 3TOM criosape.

MpumedyaHune — YkasaHue anbTEPHATMBHOIO Marepuara UCrosib3yeTcsl, KOrga npy npov3BoOACTBE YNAKOBKM
pa3peLlLeHo UCNOmb3oBaTh ansTepHaTVBHbIE MaTepuarbl (HanpuMep, pasHble TUMbI NNacTvka Ans 6rnmMcTepHoro pykaea).

7.6.2.3 NoeHTudmkaTop B HOCUTENSAX AaHHbIX
MaeHTUdMKaTopbl B HOCUTENAX AaHHBIX, HANPUMeEp, LUTPUX-KOAbI, MOMYT NMPUCYTCTBOBATb Ha KaXAoM
YpOBHe ynakoBku. MNpu HeobxoaumocTu naeHTUduKkaTop B HOCUTENSX AaHHBIX AOIMKEH BbITb yKkasaH.

lpumepsbi

1 Udenmudchukamop e Hocumensix daHHbIX 0N mabnemku e 6nucmepHol s4elike (MepeuYyHas
ynakoeka).

2 NdeHmucpukamop e Hocumensx OaHHbIX O KOPO6ku ¢ deyMsi GnuUcmMepHLIMU pyKasaMu
(emopuyHas yrnakoeka).

3 Udernmudpukamop e Hocumensix OaHHbIX Ofis1 2pynnoeoll ynakoeku Yyembipex KOpo6ok (mpe-
mud4Hasi yraKoeka).

7.6.2.3.1 Cnctema kogupoBaHUa UAEHTUMUKATOPOB B HOCUTENSIX JaHHbIX

B aTom atpubyTe gormkHa BbiTb yKkasaHa cuctemMa koaMpoBaHUS MAeHTUDUKATOPOB B HOCUTENSAX AaH-
HbIX, UCTIOMNb3Ysl MOAXOASALLYI0 CUCTEMY MASHTUdMKALUN CUCTEM KOAUPOBaHUSI.

7.6.2.3.2 3HaveHne nageHTuduKaTopa B HOCUTENAX AaHHbIX

OToT atpnbyT gonmkeH coaepxaTb OTAeNbHOE 3HaYeHue, B3STOe U3 CUCTEMbI KOANPOBaHUS UaeHTUdU-
KaTopoB 1 NPUMEHUMOE K yNakoBaHHOMY NeKkapCTBEHHOMY CPEACTBY.

Mpumep — Cucmema kKodupoeaHust udeHmughukamopoe 8 Hocumensx aHHbix: GTIN; 3HayeHue
udenmudpukamopa: 123459876511.

NHdbopmaums o npebbiBaHWM Ha NOMNKE U XpaHEHUU YMaKOBaHHOW eAuHULLI (KOHTelHepa) MOXeT 6biTb
onvcaHa ¢ nomoLLpeto knacca «MNpebbiBaHue Ha nonke / xpaHeHue» (cM. Huxe 7.6.2.6).
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dusnyeckme xapakTepuctuku (BbicoTa, LUMpuHa, rmybuHa, Bec, hopma U T.4.) ynakoBaHHON eauHU-
ubl (KOHTelHepa) MoryT 6bITb onMMcaHbl C NOMOLLLIO Kiacca «Pusnmyeckue xapaktepucTukm» (cM. 7.6.2.11).
Mpu Heo6XOAUMOCTU OHM MOTYT BKIOYaTb B ce651 0AHO MW HECKOMbKO N306paXXeHWn ynakoBaHHON eauHULbI
(koHTelHepa).

Opyrue xapakTepucTuk ynakoBaHHON eauHULbI (KOHTEMHepa) MOryT 6bITb onucaHbl ¢ MOMOLLBIO Knacca
«[pyrve xapakrepuctuku» (cm. 7.6.2.12).

7.6.2.4 UneHTndukarop cepum

7.6.2.4.1 NpeHTtudpmkatop BAID_1

B atom atpubyTte moxeT 6biTb ykazaH ugeHtudmkarop BAID_1, KOTOPLIA HAHOCWUTCSA HAa BHELLHIOO yna-
KOBKY KOHKPETHOW cepun nekapcTBeHHoro cpeacTsa (cM. 6.4). B ogHoM yrnakoBaHHOM nekapcTBEHHOM CpeACTBe
MOXET OblTb HECKOMbKO pasHbIX Cepuii U ykasaHue uaeHTudukatopa cepum MoxeT TpeboBaTbcs He Ans Bcex
TUMOB YyMNaKoBaHHLIX NIEKAapCTBEHHbLIX cpefcTB. [103TOMy OTHOLLEHUE MeXOy KIaccoM «YnakoBaHHOe rekap-
CTBeHHoe cpeacTsox» U «aeHTudmkaTop cepum» umeet kpatHocTb 0...*. B cny4dasix, korga ynakoBaHHoe rekap-
CTBEHHOE CcpefCTBO coaepXuT bonee ogHOro NPOU3BEeAEHHOrO NPoAYKTa U/Unu coaepXvuT MeavUMHCKoe naae-
nue, B kavecTBe naeHTudukatopa BAID_1 ucnonb3yeTcsa TOT HOMEp, UTO YKasaH Ha camol BHELLHEW ynakoBKe.

7.6.2.4.2 NneHTudpukatop BAID 2

B aTom aTpubyTte MoxeT 6biTb ykasaH ugeHtudukatop BAID_2, KOTOPLIA HAHOCUTCA HA MEPBUYHYHO
YyMaKkoBKy, He SBNSIIOLLYIOCS BHeLHen (M. 6.5).

7.6.2.5 YnakoBka (KOMMOHEHT)

JTiobas yacTb ynakoBKWA ynakoBaHHOTO MeKapCTBEHHOro cpefAcTBa MOXeT 6biTb onucaHa ¢ NOMOLLbID
Knacca «YnakoBka (KOMMOHEHT)». OTO ONUcaHne MOXET OTHOCUTLCS K KOHTEAHEPY B LIEMOM WUIU K ero 4acTu,
Hanpumep, K Konmauky.

7.6.2.5.1 Tun KomMnoHeHTa

B aTom aTpnbyTe gomkeH BbiTb yKasaH TN KOMMOHEHTa, Yeld matepuarn noanexuT onucaxuo. Tun gon-
XeH ObITb B3SIT 13 COOTBETCTBYOLIEro HopMaTuBHoro crosapsl. [IormkHbl BbiTb ykasaHbl caM TEPMUH U ero
naeHTUurkaTop B 3TOM crioBape.

Mpumepbi — Kpbiwka 0nsa 3aujumsi om demel, ¢hnakoH, NPo6ka.

7.6.2.5.2 MaTtepuan KOMMoHeHTa

B aToM atpubyTe MoxeT GbITb ykasaH MaTepuan (Matepuanel) koMmnoHeHTa. MaTtepuanbl OMKHbI GbITb
onwucaxbl B cooteTcTBUN ¢ UCO 11238 U pesynsTupytowen TepmuHonoruen. JomkHbl 6biTb ykasaHbl cam Tep-
MWH 1 ero naeHTUMKaTop B KOHTPONUPYEMOM crnoBape.

7.6.2.5.3 AnbTepHaTUBHBIA MaTepuan KOMNOHeHTa

B atom aTpubyTe MOryT BbiTb YKa3aHbl anbTepHaTUBHbIE MaTepuanbl KoMroHeHTa. MaTtepuanbl AoMKHbI
6bITb onucaHbl B cooTBeTCTBUM ¢ MCO11238 1 pesynstupyiollein TepMmuHonorveir. [omkHbl 6biTb yKasaHbl
cam TEPMUH U ero uaeHTUUKaTop B KOHTPONTMPYEMOM CroBape.

MpumeyaHue — YkaszaHue ansTepHaTUBHOIO MaTepuara UCnorb3yeTcs, Korga npy NPou3BoACTBE YNAKOBKM
pa3peLIeHO UCNONb30BaTh anbTepHaATUBHLIE MaTepuansl (HanpUMep, pasHble TUMbl Pe3uHbI AnsA NPoGkK).

Pusmyeckme xapakrepucTuku (BbiCcoTa, WKUpUHa, mybuHa, Macca, hopmMa U T. 4.) ynakoBkU (KOMMNOHEH-
Ta) MoryT 6bITb onMcaHbl C NOMOLLbIO Knacca «Pusuyeckue xapakrepucTukuy» (cm. 7.6.2.11). Mpu Heobxoau-
MOCTU OHU MOTYT BKItouaTb B ce651 0AHO UMM HECKOMBbKO U306paXKeHUIA YakoBKM (KOMMNOHEHTA).

7.6.2.6 NpebbiBaHune Ha nonke / xpaHeHWe

UHdbopmauus o npebbiBaHUn Ha NOMKe U XpaHEeHUM MOXeT ObiTb onucaHa ¢ NoMoLblo knacca «[Mpe-
6bIBaHNEe Ha norke / XxpaHeHue».

7.6.2.6.1 Tun npebbiBaHWA Ha Nonke

3O10T atpubyT onuckiBaeT UHopMauuio 0 TUnNe NpebbiBaHUA Ha Morke, NPUHUMaA BO BHUMaHWe pas-
NMYHbIEe cLueHapuu, HanpuMep, NpebbiBaHue Ha NOMKE UCXOAHOMO YNakoBaHHOMO NeKapCTBEHHOro cpedcTBa,
npebbiBaHue nocrne npeobpasoBaHus, ecnu Takosoe bbina Heobxoaumo, nocrne NepBoro OTKPLITUSA My3bIpbka
u T. A. 3Ta uHdopmaums fomkHa BbiTe BbIGpaHa U3 COOTBETCTBRYIOLLETO KOHTPONUPYEMOro cnoBaps. [omkHbI
6bITb YKazaHbl caM TEPMUH U ero naeHTUGUKaTOP B KOHTPOMMPYEMOM CrioBape.

Mpumepwui — Mocne nepeo2o omMKpPLIMUSA, He OMKPbLI8agUWe20cs, Noce NPeobpa3oeaHusl.

Mepuoa npebbiBaHUs Ha nornke MoXeT OblTb yKasaH C MOMOLLbIO YACNOBOMO 3HaYEHUs OJIMHblI Nepu-
ofa BpeMeHW U ero eauHuL, uamepeHus. EguHuubl uamepeHusi JomxkHbl BbiTb yKasaHbl B COOTBETCTBUMN C
MCO 11240 u pesynsTupytowenn TepMuHonoruei. [JomkHbl MCNOMb30BaTbCs CUMBOS €AMHULLI U3MEPeHUs U
naeHTudMKaTop 3TOr0 CUMBONA.
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lpumepbl — Tpu 200a @ 3aKPLIMOM COCMOSAHUU, 28 OHel nocsie OMKPbLIMUS.

7.6.2.6.2 Ocobble NpeJOCTOPOXKHOCTU MPU XpaHeHU

Ocobble NpedoCTOPOXHOCTA MPU XPaHeHUW, ecfiu TakoBble UMeTCs, MOryT BbiTb BbIbpaHbl U3 cooT-
BETCTBYOLLEro HopMaTUBHOro criosaps. [JomkHbl ObITb YkazaHbl caM TEPMUH U ero naeHTUduKkaTop B Hopma-
TUBHOM crioBape.

Mpumep — He xpanume npu memnepamype ebiwe 25 °C unu Huxe 2 °C, XxpaHume 6 Opu2uHasb-
HoU ynakoeke, Ymo6bI He modeepzaame delicmeuro ceema.

7.6.2.7 MegnunHckoe nsgenve

JlekapcTBeHHbIE cpeacTBa MOryT ObITb 3aperncTpupoBaHbl B COYETaHUU C COMYTCTBYIOLMMU U3genu-
AMU, MHDOPMaLIMSA O KOTOPbIX MOXET BbITb onucaHa ¢ NoMollbio knacca «MeauuuHckoe nsgenuer». Takue
n3genuns MoryT 6bITe pasHbIX TUMOB (CM. 7.6.2.7.1), Hanpumep, MOryT 6bITb OTAENbHBIMIU YCTPOUCTBaMMU Npu-
MEHEeHUs, HeOTbeMIIEMbBIMW YCTPONCTBaMU NPUMEHEHUS U KOMIMOHEHTOM NeKkapcTBeHHOro cpeactea. Ecnu
neKapcTBeHHoOe CpeaAcTBO KOMBUHMPYETCS C TaKUM U34enveM 1 gocTUraemelin hapmakonormyeckuin, UMMyHo-
niornyecknii u Metabonuueckuii acbdeKT paccmaTpuBaeTCs Kak OCHOBHOM cnoco6 NpUMeHeHUs; MeguLUMHCKoe
nsaenue B 3TOM crlydae cHUTAeTCs KOMMOHEHTOM MeKapCTBEHHOro cpeacTaa.

7.6.2.7.1 Tun usgenus

B aToM aTpurbyTe gormkeH BbITb yKasaH TUM U3genus, B3ATbI 13 COOTBETCTBYHOLIEr0 HOPMaTUBHOIO CI10-
Bapsl. [lomkHbl BbITb yKkasaHbl caM TEPMUH 1 ero MAeHTUdUKaTop B KOHTPONMPYEMOM crioBape.

Mpumepbl — Ycmpolicmeo npumMeHeHUs (Hanpumep, sa2UHalNbHbLIU anmnaukamop, kanenbHas
nunemeka), HeombemMsieMoe ycmpolicmeo (Hanpumep, npedsapumenbHO 3anoNHeHHbIU Wnpuy, a3po-
30/1bHbIl UH2anAMop), MmeduuyuHckoe usdenue (Hanpumep, NOOI0KKa ONA KIIemoYyHo20 SIeKapCimeeH-
Ho20 cpedcmea), dpyeoe ycmpolicmeo (HanpumMep, pa3fnuyHblie MOMa3ku).

7.6.2.7.2 ToproBoe HauMeHoBaHWe U3aenus

B atom atpubyTte MoXeT OblTb ykazaHO TOProBoe HauMeHOBaHWE WU3AENUA, eCn TakoBoe UMeeTcsl, B
dopme TekcTa.

7.6.2.7.3 Konu4vecTso nsaenni

OTOT aTpubyT COOEPXKUT KONMYECTBO U3AENUA B YNaKoBKeE.

Mpumepsbi

1 ¥Ynakoeka, codepialyasi nsimb cmepusibHbiX MoMa3koe 011 06pabomKu UHbEKUUOHHO20 Nons:
Konudyecmeo = 5,

2 Ynakoeka, codepikaujasi IOXKy 5 Mn1 Onsi nekapcmea: konudecmeo = 1.

7.6.2.7.4 ApTukyn

B aTom aTpunbyTe MoxeT BbITb yKasaH apTUKyN YCTPOUCTBA, ECIIM TAKOBOW UMEETCS, B TEKCTOBOI hopme.

7.6.2.7.5 Homep mogenu

B atom aTpubyTte mMoxeT GblTb YkasaHa Modernb YCTPONCTBa UM ee HOMep, ecrniv TakoBble UMeloTcs, B
TEeKCToBOM hopme.

7.6.2.7.6 Matepuan usgenus

B aTom aTpubyTe MoXeT 6bITh YkazaH MaTepuan (Matepuans!) usgenusi. Matepuansl 4omkHbI 61T onu-
caHbl B cooTBeTcTBUU ¢ MCO11238 1 pesynsTupytowlen TepMmuHonoruei. [JorpkHbl ObiTb yKasaHbl cam TepMuH
1 ero naeHTUdMKaTop B KOHTPONMMPYEMOM CrioBape.

7.6.2.7.7 AnbTepHaTUBHbLIA MaTepunan usaenus

B atom atpubyTe MoxeT GbiTb ykasaH ansTepHaTUBHbIA MaTepuan (Matepuanbl) usgenusa. Marepuans!
OOIKHbl 6bITb onucaHbl B cooTBeTcTBUM ¢ ICO 11238 1 pesynsTupytoleid TepMuHonoruei. JomkHbl 6biTb
yKasaHbl caMm TepMUH 1 ero MaeHTUUKaTop B KOHTPOMMPYEMOM croBape.

MpumeydaHue — YkazaHne anbTepHaTUBHOIO MaTepuara Mcrornb3yercs, KOraa npuv nponsBoacTBE yNaKoBKM
paspeLleHo UCMoNb3oBaTh ankTepHaTUBHbLIE MaTepuarbl (HaNnpUMep, pasHble TUIbl NAcTUKA ANA NOXKN).

7.6.2.7.8 MNpunsHak annepreHHocTn

Mpn HeoBXxoaAMMOCTU B 3TOM aTpubyTe MOXET ObiTb yKasaHo, YTO u3fenve CoaepXuT annepreHbl Unu
mMartepuarsbl, KOTopble MOTYT BblI3blBaTb arsieprutio. Anneprexbl U/unu matepuarnbl, KOTOPble MOTYT Bbi3biBaTb
annepruio, AOMKHbI 6bITb onncaHbl B cooTBeTcTBUM ¢ MCO 11238 1 pesynstupytollen TepMUHONOrne.
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7.6.2.7.9 MNpusHak cTepunbHOCTU

Mpy HeobxoaUMOCTH B 3TOM aTpubyTe MoXeT BbITb ykazaHo, YTO U3fenve NOCTaBMSETCA CTePUNbHBIM.
3HaveHne MpusHaka CTEepPUIIbHOCTU OOMKHO ObITb B3SITO M3 COOTBETCTBYHOLLErO HOPMAaTMBHOIO CrioBapsi.
JomkHbl 6bITb yKasaHbl caMm TEPMUH U ero aeHTUgUKaTop B KOHTPONMMPYEMOM crioBape.

7.6.2.7.10 MNpu3aHak HeobxoaMMOCTUM CTepUNn3aLmm

Mpy HeoBxoaMMOCTLN B 3TOM aTpnbyTe MOXeT BbITb YkasaHo, UTo nepes NpUMMeHeHWeM nsgenue JormkHO
ObITb CTEPUNN30BaHO. 3Ha4YeHne Buaa cTepunuaaunum AomKHO ObiTb B3ATO M3 COOTBETCTRYIOLLEro HOpMaTuB-
Horo cnosapsi. [JomkHbl BbITb yKasaHbl cam TEPMUH U ero naeHTUUKaTop B KOHTPONMPYEMOM CroBape.

7.6.2.7.11 KpaTHOCTb MCnonbL3oBaHus

B aTom aTpnbyTe MOoXeT BbITb yYKkazaHa KpaTHOCTb UCMONb30BaHWS U3OENUS B COOTBETCTBUN C perucTpa-
LMOHHBIM AoCbe. 3HavyeHne KpaTHOCTU AO0MKHO ObiTb B3ATO M3 COOTBETCTBYIOLLENO HOPMaTUBHOMO CIIOBapS.
JomkHbl 6bITb YKa3aHbl caMm TEPMUH 1 ero UAeHTUUKATOP B KOHTPONMUPYEMOM CrioBape.

TMpumepbl — Pa3oeoe ucrnonb308aHue, MHO20KpamHoe Uucrnosb3oeaHue.

7.6.2.8 HomeHknatypa uagenui

Onsa knaccudukaummn N3Lenmin MoryT NPUMEHSATLCS pasHble CUCTEMbI KOAMPOBaHWS M HOMeHKNaTypbl. Knacc
«HomeHknaTypa nsgenuity obecneumsaeT onvcaHne N3gennsa B COOTBETCTBUN C BbIGPaHHOW HOMEHKNATYPOA.

7.6.2.8.1 geHTndpumkatop HOMEHKNAaTyphbl

B aTom aTpnbyTe MOXET ObITb yKkasaH naeHTudnKaTop HOMeHKNaTypbl, UCMOSb3ya NOAXOAALLYI0 cucTe-
My MaeHTUdMKaLUN HOMEHKNATYP.

lpumepnbi

1 [nob6anbHasi HOMeHKknamypbl MeduyuHckux u3denuii GMDN (Global Medical Device
Nomenclature), ocHogaHHast Ha UCO 15225.

2 Cucmema yHukanbHol udeHmucukayuu meduyuHckux usdenui UDI (Unique Device
Identification) MexxdyHapoOdHo20 ghopymMa op2aHoe peaucmpauyuu MeduyuHckux uzdenull (International
Medical Devices Regulators’ Forum).

7.6.2.8.2 HomeHkNaTypHbIN kof,

B atom atpubyTe gomkeH BbiTb ykaszaH kog vnvM HaumeHoBaHue, knaccuduumnpyollee nsgenve B aH-
HOM HOMeHKNaType.

7.6.2.9 NaeHTudmkatop cepumn nsgenus

OTOT KNacc MOXeT UCMOSb30BaTLCA A1 ONNUCaHNS HoMepa Ceprn U CpoKa roaHOCTU U3AeNns, BXoasLue-
ro B COCTaB yNakoBaHHOMO flekapCTBEHHOro cpeacTsa.

MpumedvaHune — lpu peanusauun ctaHgapTa NioboN CEPUNHBIM HOMEP M34ennsi U CPOK ero roaHOCTU MOryT
ObITb CBA3aHbI C KOHKPETHOW Cepuel NN HECKONBKVMU CEpPUSIMM J@HHOMO YNakoBaHHOIO NeKapCTBEHHOro cpeacTea (MUc-
nonbe3ys naeHTudukatopsl BAID_1). OgHako Anst ynpoweHusi KOHLENTYyarnbHOro BOCNPUSITUS: MHADOPMALMOHHOW Moaenu
OTHOLWWEHVE «MHOMMe-KO-MHOTMM», obecneunBatoLee Takyto CBsi3b, OMyLLEHO.

7.6.2.9.1 Homep cepun

Mpu HeobxoaMMOCTU B 3TOM aTpubyTe MoXeT BblTb ykazaH Homep cepun usgenusi, Popmar npeacras-
NeHns — TeKCT.

7.6.2.9.2 CpoK rogHocTu1

Mpy HeobxoQNMOCTK B 3TOM aTpubyTe MOXET BbITb yKa3aH CpOK rogHOCTU U3AENUs.

MHdopmaLms o npebbiBaHUN Ha MOSIKe 1 XpaHeHUU n3genus MoXeT ObiTb onvcaHa ¢ NoOMOLLbH Kracca
«[MpebbiBaHne Ha nonke / XpaHeHne» (CM. Hxe 7.6.2.6).

Punsnyeckme xapakTepucTuk1 (BbicoTa, LUMpUHa, rmybuHa, Bec, coopMa v T.4.) 3genusi MoryT ObiTb onu-
caHbl ¢ nomolbo knacca «dusudyeckne xapakrepuctukm» (cMm. 7.6.2.11). TNpnu HeobxogUMOCTU OHM MOTYT
BKMtoYaTh B ce6s OAHO UM HECKOMNBbKO M300paXxeHnin n3genus.

Opyrve xapakTepuUcTukin n3genust MoryT ObiTb OnMcaHbl ¢ MOMOLLbIO Kriacca «[pyrne xapakTepucTukny
(cm. 7.6.2.12).

MpoussoaguTens nsgenus MoXeT ObITb yKasaH ¢ MOMOLLLI0 CTPYKTYp AaHHbIX «[MpounssoguTens/npea-
npuatune (OpraHnsaums)», onncaHHbIX B 7.5.

7.6.2.10 MNpownsseaeHHbIN NpogyKT

7.6.2.10.1 O6uwee onucaHne

MpousBeaeHHbIN NPOAYKT UM NPOAYKThI, coAepXallMecs B yNakoBaHHOM fleKapCTBEHHOM CPEACTBE,
[OIMKHbI BbITb COOTBETCTBYIOLWMM 06pa3oM onncaHel. ATO onuncaHWe COCTaBMseTCst Ha NPoAyKT (TabneTky,
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XNOKOCTb, KpeMm, conepmaumﬁcn B yI'IaKOBKe) B TOM BUAE, KaK OH bbin npousseaeH usrotosutTenem, Ao nio-
boro npe06paaoBava, KOTOpOe MOorno noHagobuTtbea ans nNPpUMEeHEeHNA NeKapCcTBeHHOro cpeacTea Ui ero
MCNoNb30oBaHUA NMNaLUneHTOM.

MprvmeyaHune — KpaTHOCTb CBA3M MeXAY YNaKOBaHHOW eAVHULIEN (KOHTEWHEPOM) U NMPON3BEAEHHBIM NPOAYK-
TOM yKa3aHa kak 0..*, HeCMOTPS Ha TO, YTO KaXA0e YNakoBaHHOE NEeKapCTBEHHOE CPEACTBO AOMKEH CoaepXaTb Mo Kpau-
Hell Mepe oAvH NPou3BeAeHHbIN NpodykT. HyneBow HYKHUIA Npeaen KpaTHOCTK yKa3aH NOTOMY, UTO KINace «YnakoBaHHas
eavHMLa (KOHTENHEP)» MMeeT PeKYPCUBHYIO CBSA3b U B O6LLEM Crny4ae, KOrAa UMeloTCA BHELLHSIS M BHYTPEHHAS YNaKoBKa,
BHELLHAS YNaKOBKa HE MMEET NPSIMOI CBSI3U C NPOM3BEAEHHBIM NPOAYKTOM. A HEeOrpaHU4YEHHbI BEPXHWIA Npeaen Kpar-
HOCTM OTHOCWTCS K TEM PEAKMM CIyyasim, KOrja oAHa NepBUYHAs YNaKoBKa COAEPXUT HECKOMNBKO eAUHUL, NPOU3BEAEHHbIX
NpodyKTOB, KaK 3TO UMEET MECTO, K npumepy, Ans asHbiX KOMBUHMPOBaHHbIX OpanbHbIX KOHTPaLENTUBOB UMK AN He-
KOTOPbIX BUAOB rOPMOHO3aMELLAIOLLIEN Tepanun.

7.6.2.10.2 NpousBeaeHHas gosuposaHHas dopmMa

OTOT aTpubyT onucbIBaeT NeKapCTBEHHYIO A03NPOBaHHYy0 (opMy, ecnu TakoBas UMeeT MecTo, A0 ee
npeobpasoBaHns B NiekapCcTBEHHbIN Npenapar. NpoussegeHHan AosnpoBaHHaa opma AorkHa 6blTb yKasaHa
B cooTBeTcTBUN ¢ UCO 11239 1 ero pesynbsrupyiollein TepMmuHoriormeit. [JommkHbl 6bITb yKkasaHbl cam TepMUH
W ero ngeHTUgpuKarTop.

ﬂpumepbl — Ta6bnemka, Kancyna, opanbHbill pacmeop, MopolwoK ans npuaomoesieHUs1 UHbeK-
YUOHHO20 pacmeopa.

MpumeyaHue — JlekapCTBEHHOE CPEACTBO MOXET UMETH [BE YNaKOBaHHble eAVHULLI, OAHY ANs fekap-
CTBEHHOW JO3MPOBaHHON (hOPMbI MOPOLLKA ANs NPUrOTOBNEHWSA MHBEKLMOHHOIO PacTBOpa, APYIyIo Arlsi NEKapCTBEHHOM
[03UPOBaHHOW (HOPMbI paCcTBOPUTENS AN NPUFOTOBNEHUSI UHBEKUMOHHOTO pacTeopa. [epes npumeHeHneM nekapcTBeH-
HOro cpeacTBa K NauueHTy 3TU eAuHMLLI BOMKHbI GbiTb NPeobpa3oBaHbl B MHBEKUMOHHLINA pacTBOp. 3TOT pacTBOp Npes-
CTaensieT coboi «NPUMEHSIEMYIO0 AO3MPOBaHHYI0 (HOPMY», KOTOpas siBNsieTc aTpuGyTOM «IleKapCTBEHHOTO npenapara.

7.6.2.10.3 EanHuubl npeacraeneHns

OTOT aTpUbYT COAEPXKUT «peanbHbie» eAnHULbI, B KOTOPBIX OMUCAHO KOMMYECTBO MPOU3BEAEHHOIO NPo-
aykta. EguHnubl npegctaBneHnst MoryT 6biTb ykasaHbl B cooTBeTcTBUM ¢ MCO 11239 U1 ero pesynbtupyioLuei
TepMuHonornen. JomkHel 6biTb yKasaHel caMm KOHTPONUPYEMbIA TEPMUH U ero uaeHTudukaTop.

[ns NnpoayKkToB, KOMMYECTBO KOTOPbIX U3MEpPSIETCS B eanHuLIax Beca unn obbema, atpubyT «EguHuub
npeacTaBneHus» ykasblBaTb He HaZo, MOCKOMbLKY ero 3HayeHue To Xe caMoe, YTO Y eAnHUL, USMepeHUs Konu-
YyecTBa (K npumepy, Mi, Mr unn %). Ansa Teepabix 403MPOoBaHHbIX (hopM 1 ApYrnx (bopM, KOTOPLIE USMEPAIOTCA
LTYKamMK, eaMHuLen n3aMepeHnst Konmyectea AormkHa ObiTb «eguHuLa», a eguHULen npeacTaBneHns — Ta
copma, YTO NoAcHUTLIBaETCA.

lMpumepsl — Tabnemka, kancyna, neccapud.

7.6.2.10.4 KonunyecTtBo NponsBeaeHHoro npoaykra

Q70T aTpubyT JOIMKEH cogepXkaTb KONMMYECTBO (UK YMCIO LWTYK) Npoun3BedeHHoro npogykra. OHO AOMKHO
ObITb NPMBEOEHO BMECTE C eguHMLIAMM N3MEPEHMS, YKaszaHHbIMK B cooTBeTcTBUKN ¢ UCO 11240 1 pesynstupyto-
el TepMuHonornei. JomkHsl MCNonNb30BaTbCA CUMBON eAVHULBI UBMEPEHUA N UOEHTUUKATOpP 3TOro CUMBONA.

Ons TBepabIX A03NPOBaHHBLIX hopM 1 ApYTUX hOpM, KOTOPbIe USMEPSIOTCSA LUTYKaMU, eauHULen namepe-
HWA KONUYecTBa AoMKHa BbITb «eguHULa», a eauHULEeR NpeacTasneHus — Ta popma, YTo nogcyUThLIBaeTCS.

Pusmyeckme xapakTepucTukL (BbicoTa, WnpuHa, rmybuHa, macca, popMa U T. 4.) Npou3BeaeHHOro npo-
AykTa MOryT 6biTb OnMcaHbl € NOMOLLbIO Knacca «Pusmyeckne xapakrepucTukm» (cM. 7.6.2.11). Mpu Heobxo-
OVMOCTM OHWU MOTYT BKMOYaTh B ce6s1 O4HO UMM HECKOMBKO M300paKeHn NpounsBeeHHOro npoayKra.

Lpyrne xapakTepucTuki NpouU3BeAeHHOro Npogykra MoryT BbiTb onvcaHbl ¢ NOMOLLLIO Knacca «[pyrue
XapakTepucTukny» (cm. 7.6.2.12).

WHrpeaneHTbl Npon3BedeHHoro NpoaykTa AomkHbl BbITh onuvcaHbl ¢ MOMOLLLIO knacca «HrpeameHT»
(cm. 7.7).

7.6.2.11 duU3Nyeckme xapaKkrepucTukm

Mpy HeoBbxoaMMocT MOTyT BbiTb yKasaHbl usndeckme xapakTepucTUKU yYrnakoBaHHON eauHULbI (KOH-
TeliHepa), ynakoBKM (KOMMOHeHTa), Npoun3BedeHHOro NpoayKTa unmM MeauumHeKoro nsgenusi. MoxeT 6bITb Tak-
e NpeaocTaBneHO HECKOMbKO UX M30BpakeHWUA.

7.6.2.11.1 BbicoTa

B atom atpubyTte MoxeT BbITb YKasaHa BbICOTa Kak YMCMoBOe 3HaYeHUe C eauHULaMu N3MepeHus], yka-
3aHHbIMKU B cooTBeTcTBUM ¢ MCO 11240 1 pesyneTupytowwer TepMuHonioren. JomkHbl MCnonb3oBaTbCA CUM-
BOJ eAMHULLbI U3MEPEHNs 1 AEHTUMKaTOp 3TOro CMMBONA.
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7.6.2.11.2 lWupuna

B atom atpubyTe MOXeET ObiTb ykasaHa LWMPUHA KaK YUMCMIOBOE 3HaYeHWe C eMHULLaMU U3MepeHus,
ykasaHHbIMU B cootBeTcTBUM ¢ UCO 11240 1 pesynsTupyloLlein TepmuHonornein. JlomkHbl UCnonb3osarbea
CUMBON eAVHULBI U3MepPeHUst U uaeHTUdUKaTop 3Toro cUMBoONa.

7.6.2.11.3 My6buHa

B atom atpubyTte MOXeT 6blTb yKkasaHa rnybuHa Kak YucnoBoe 3HavyeHue ¢ eauvHULaMn U3MepeHus,
ykasaHHbIMK B cootBeTcTBUU ¢ ICO 11240 1 pesynsTupytoLlen TepMuHonornei. [lomkHbl UCMonb3osaTsea
CUMBON eaVHULbI U3MEPEHMS U UAEHTUDNKATOP 3TOro CMMBONA.

7.6.2.11.4 Bec

B sTom aTpubyTe MoxeT BbiTb ykasaH Bec Kak YMCIioBOe 3HaYeHUe ¢ eauHnLamMn nsMepeHus, ykasaH-
HbiMK B cooTBeTcTBUM ¢ UCO 11240 1 pesynbTupyroLlelt TepMmnHonornei. [JomkHbsl UCrnonb3oBaThess CUMBOIT
eaVHNLbI USMEPEHNs N MAEHTUMDNKATOP TOr0 CUMBOSA.

7.6.2.11.5 HoMuHanbHbI 06bem

B aTom atpunbyTte MoXeT 6bITb YKkaszaH HOMWHaNbHbIA 06beM Kak YMCIIOBOE 3HaYeHne ¢ eanHnLamm us-
MepeHus, ykazaHHbIMU B cooTBETCTBUM ¢ MCO 11240 1 pesynbTupytoLlein TepMuHonorueit. [lomkHbl ncnonb-
30BaTbCA CUMBOS e4MHULLBI USMEPEHUS N NAEHTUMMKATOP STOro CUMBOIIA.

7.6.2.11.6 BHewHWiA gnameTp

B aTom atpubyTe MoXeT 6bITb YKasaH BHELUHWA AMaMeTp Kak YMCIIoBOe 3HaqYeHne ¢ eauHuLammn usme-
peHus, ykasaHHbiMu B cooTBeTCTBUM ¢ CO 11240 1 pesynbTupyowein TepMuHonornei. [JJomkHel UCnonb3o-
BaTbCs CUMBOJT €ANHULEI U3MEpPeHUs U naeHTUduKaTop 3Toro CMMBONA.

7.6.2.11.7 ®opma

B aTom aTpubyTe MoxeT GbITb YkaszaHa opma. 3HaueHne hopMbl JOMKHO BbITb B3ATO U3 COOTBETCTBY-
foero criosaps TepM1MHOB. [omKHbI ObITb YKa3aHbl caM TePMUH U ero naeHTudukaTop.

7.6.2.11.8 Liger

B aToM aTpnbyTe MOXeT 6bITb yKazaH LiBeT. 3HavyeHe LiBeTa AOMKHO BbITb B3SITO U3 COOTBETCTRYHOLLEro
crosaps TepMUHOB. [omkHbl BbITb YKasaHbl cam TePMUH 1 ero naeHTuduKaTop.

7.6.2.11.9 Hagnevatka

Mpy HeoBxoaMMocTH B 3TOM aTpubyTe MOXET BbITb YKkasaH TEKCT HaarnedaTku.

7.6.2.11.10 UsobpaxeHne

Mpu HeobxoanmocTu 3TOT aTpubyT MOXeT codepxaTb M3obpaxeHue. PopmaT NpurokeHHoro otobpa-
XeHWs gorkeH 6blTb creundnLMpoBaH Npy peanvsauun ctaHgapra.

7.6.2.12 [ipyrve xapakTepucTumKkn

Mpn HeobxoaUMOCTK MOTYT ObiTb ykasaHbl ApYrue XapakTepucTUKA ynakoBaHHOW eAuHULbI (KOHTENr-
Hepa), ynakoBKA (KOMMNOHEHTa), NPOU3BEAEHHOrO NPoAyKTa UM MeaULIMHCKOro usgenusl. OTo NonesHo Ans
yKasaHus HeobbIYHbIX AgeTanel, ABHO He OTPaXKEHHbIX B ApYrux atpubyTax.

7.6.2.12.1 Cnctema KogUPOBaHUA APYrnMX XapakTepucTuk

B atom atpubyte gomkHa 6bITb yKkasaHa cucteMa KoaupoBaHUSA XapaKTepucTuK, UCMonb3ys noaxoas-
LLYIO cUcTeMy uaeHTudukaumm cuctem KogMPoOBaHUA.

7.6.2.12.2 3HauyeHWe Apyroin xapakTepucTukm

OTOT atpubyT AOMXKeH cogepxaTb OTAENbHOE 3HaYeHWe, B3ATOe U3 CUCTEMbl KOAUPOBAHUS XapaKTepu-
cTUK. [lorkHbI 6bITh YKasaHbl cam KOHTPONMMPYEMBI TEPMUH 1 ero naeHTudukarop.

7.7 UHrpeameHT, cy6CcTaHUMA U aKTUBHOCTL

7.7.1 O6wee onucaHue

B aTtom noapasgene onvcaHbl MHIpeaueHTbl NEKapCTBEHHOMO cpeAcTBa C MOMOLLbLI0 UX NpeAcTaBne-
HUA KaK KOMMOHEHTOB NpOM3BeAeHHbIX NPOAYKTOB U NekapcTBeHHbIX npenapartoB. OnucaHue ocHoBaHa Ha
MNCO 11238, NCO 11239, NCO 11240 u nx pesynsTUPYIOLLIE TEPMUHONOMMU.

Knacc «MHrpeaueHT» 1M accouMnpoBaHHble ¢ HUM knacckl «Cy6cTaHumsy», «KoHTponupyemas cybeTaH-
uusi», «AKTMBHOCTb» U «PedbepeHTHast akTUBHOCTb» UCMONb3YOTCA ANSA AaribHEWLero onMcaHus Kraccos
«lMpousseneHHbIN NpoaykT» U «JlekapCTBEHHbIA Npenapar».

Mpu HeoBxoanmocTu Ans Nwbon cybcTaHUMM NN KOHTPONUPYeMOo cybcTaHUmMM AorKHA ObITb YKa3aHa ak-
TUMBHOCTb B COOTBETCTBMY € MHbOpMaLMe, cofepalleiics B perMcTpaunMoHHoM gocke. B coto ouepeapb nHdop-
Mauus 06 aKTMBHOCTU MOXET BbITb LOMNONHEHa onncaHnem pedepeHTHOWN akTUBHOCTU. ONATb-TaKuU 3TO AOIHKHO
Aenatbcsa Npu HeobXoAMMOCTU U B COOTBETCTBUM C MHDOPMaLIMEN, coaepKalLencsl B perMcTpaLuoHHOM J0Che.
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class BbICOKOYpOBHEBOE OMMUCAHUE UHIPEAUEHTOB M Cy6CTaHuuii
/

PucyHok 15 — BbICOKOYpOBHEBOE OMNMCaHue pasgesna UHIpeaueHTa, cy6CcTaHumMm 1 akTUBHOCTU

Byayuun ykasaHa, peepeHTHass aKTUBHOCTb MOXET OTHOCUTbCSH WK K Cy6CTaHLMW, UM K KOHTPONNpY-
emoli cybcTaHuuu.

7.7.2 [eTanbHoe onucaHue nHdopmaunm 06 NHrpeaneHTe, CybCcTaHUnn 1 akTUBHOCTU

7.7.2.1 NurpegneHt

Mpn HEO6X0AMMOCTU B ATOM aTtpnbyTe MOXET 6bITb yka3aHa MHdopmaumsa 0 hakTUYeCKUX UHIpeaneH-
Tax NPOM3BEAEHHOrO NPOAYKTa WK NIEKapCTBEHHOro npenapara. VHhopmaums O KOHKPETHOM WHrpeaueHTe
[OMmKHa 6bITb NpefcTaBneHa OfHVM 3K3EMM/IAPOM Knacca «VIHrpeaneHT.

7.7.2.1.1 Ponb nHrpegneHTa

B atom atpubyTe fO/mKHA ObITb yKasaHa posib MHrpeueHTa Kak 4actu Npou3BeSEHHOr0 NPoAyKTa win
NIeKapCTBEHHOTO npenapara, BblbpaHHas M3 COOTBETCTBYHOLLEN0 HOPMATUBHOIO cnoBaps. [JO/mkHbI ObITb yKa-
3aHbl caM KOHTPO/IMPYEMbIi TEPMUH 1 ero ngeHTudmkaTop.

Mpumepbl — AKTUBHAA Cy6CTaHuus, agbloBaHT, HANOJHUT €lb.

MpumeyaHune — B mMogenu TpebyeTcs, YTOObI KaXAbliA UHIPEAMEHT Obl1 onucaH N6o Kak cybeTaHums, 6o
Kak KOHTponmpyemast cybcTaHums.

7.7.2.2 Cy6cTaHums

Cy6CcTaHumMss MOXeET ObITb YKasaHa A58 UHIpeAneHTa ¢ onpesesieHHol porsbio.

Cy6CTaHums gomkHa 6bITb onvMcaHa B COOTBETCTBUM €O cTaHaapTom NCO 11238 v ero pesynbTupytoLLei
TepMuUHonorvei. lomkHbl ObITb yKa3aHbl cam TEPMUH ¥ ero naeHTudukarop.

Mpumepbl — YenoBeyeckuii MHCYNNH, aMOKCULMANNHA TpUruapaT.

7.7.2.3 KoHTponupyemas cybctaHums

KoHTponunpyemas cyb6cTaHumsa MOXET ObITb YkasaHa 415 VHrpeaueHTa ¢ onpefenieHHol posibHo.

7.7.2.3.1 KoHTponupyemas cybcTaHums

KoHTponupyemas cybcTaHuust fo/mkHa 6bITb OnucaHa B COOTBETCTBMM CO cTaHzapTom VICO 11238 u ero
pesynbTupytloLein TepMuHonorneit. JomkHbl 6biTb YkasaHbl cam TEPMUH U €ro naeHTudmKaTop.
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class [letanbHoe orvcaHye VHTPEOYIEHTOB Y CyOCTaHLIA N

PucyHok 16 — [leTa/lbHoe onvcaHue pasaena MHIpeaueHTa, cy6CcTaHUmMm U akTUBHOCTU

Mpumepsl

1 KoHTponupyemasn cy6CcTaHums rpynnbl 1. CUMeTUKOH.

2 KoHTponupyemas cybcTaHuma rpynnbl 2 KpUCT aninyeckuii pekombuHaH T HbI yenoBeye-
CKWUWA UHCYNUH — Npon3BoANTENb A.

3 KoHTponupyemas cy6cTaHuma rpynnel 3: Boga ansa nHbekynin USP.

7.7.2.3.2 [pynna KOHTPONNPYEMbIX CyOGCTaHLWiA

3T0T arpubyT COAEPXUT IPynMy, K KOTOPOI NPUHAANEXUT KOHTPOonpyemas cybctaHums. pynna gonx-
Ha BbITb yka3aHa B COOTBETCTBMM CO cTaHZapTom VICO 11238 u ero pesynbTupytoLLeid TepmyHonormeid. Jomx-
Hbl ObITb YKa3aHbl caM TEPMUH 1 ero naeHTudukarop.

Mprmepbl — Ipynna KOHTPoNupyembix cy6CcTaHuuii 1, rpynna KOHTponupyemMbix cy6CcTaHuuii 2.

7.7.2.3.3 Tpu3HaK KOHPUAEHLMANBHOCTY

310T aTpubyT MOXET cofepXaTb KaTeropuio KOHMUAEHUNaNbHOCTY UHGOPMaLMN O KOHTPOIMPYeMOii
cybCcTaHuuy B onucaHun nHrpegamenta. Kareropusa fo/mkHa ObiTb B3SiTa 13 COOTBETCTBYHOLLErO HOPMATVBHOIO
cnosaps. [o/mKHbI 6bITb YKa3aHbl cam TEPMUH U ero naeHTutrKaTop B 3TOM CrioBape.

Mpumepbl — KoHduaeHunanbHas, 6e3 orpaHuyeHuii.

7.7.2.4 AKTUBHOCTb

AKTVBHOCTb CyOGCTaHUMN WM KOHTPOIMPYEMOI Cy6CTaHUMM JO/KHA ObiTb yKka3aHa Kak KOMM4ecTBO
cy6CcTaHUMU/KOHTPOIMPYEMOli CybCTaHUMKM, NPUCYTCTBYIOLLEE B JaHHOM MPOU3BEAEHHOM NPOAYKTE WM ne-
KapcTBeHHOM npenapaTe. [o/KHbl 6bITb YKa3aHbl 3HAYEHWE YUCNUTENS U ero eAVHUL, U3MEPEHUS, a Talkke
3Ha4YeHNs1 3HaMeHaTe A 1 ero eavHNL, N3MEPEHUS.
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AKTUBHOCTb MOXET 6bITb onncaHa ABYMs cnocobamn: akTUBHOCTb (NpeacTaBneHne) U akKTUBHOCTb (KOH-
LeHTpauus).
MpumeyaHue — Ecnu Hago yka3aTb akTUBHOCTb JIEKAPCTBEHHOTO Npenapara, noaseprwerocn npeobpasosa-

HUIO (HaNpUMeEp, BOCCTAHOBSIEHMIO), TO AOMKHA BbITh yka3aHa aKTMBHOCTb, NONyYeHHas B pesynerate npeobpasoeaHus B
TOYHOM COOTBETCTBUM C UHDOPMaLMEN N3 PErMCTPaLMOHHOIO A0ChE.

7.7.2.4.1 lnanasoH akTUBHOCTW (NpeAcTaBneHue)

B atom atpubyTe fomkeH 6bITb ykasaH AuanasoH akTUBHOCTU (Ha ocHoBe npeacTaeneHus). OH onpe-
AenaeTca Kak KoNnM4ecTBO MW AnanasoH Konuyectea cybctaHunu/KoHTponupyemon cybctaHumm B eauHnLe
ee npefctaeneHusa unu B obbeme (Macce) OTAENMbHOrO NMEKapCTBEHHOro npenapara UM NpousBeaeHHOro
npoaykTa.

lpumepsbi

1 20 m2/mabnemka.

2 10 m2/5 mn.

3 0m 3,1 2/5 mn do 3,7 2/5 mn.

Korga eavHuubl npeacTasneHus HeobxoaMmel A ONUCaHNUA akTUBHOCTU, TO OHU AOMKHEI BbITb YKasaHbl
B cootBeTCcTBUN ¢ MCO 11239 1 ero pesynstupytoLlein tTepmudonoruei. Mpu ykasaHun eanHuy, npeacrasene-
HWS COOTBETCTBYIOLLEro NPOM3BedeHHOro NPoayKTa Ui nekapcTBEHHOro npenapara AoMKHbI BbiTb YkasaHbl
KOHTPOMUPYEMBIA TEPMUH U ero uaeHTudukartop. [ns nponsseaeHHoOro Npoaykta ata MHopMmaLusa onucaHa
6onee getanbHo B nodpasgene 7.6.2.10.3, ana nexkapcTBeHHOro npenapara — B noapasaene 7.8.2.1.2.

[ns akTMBHOCTU, BbIPaXKEHHON B CTaHAAPTHLIX e4AUMHULAX, 3TU eanHULBI 40SMKHBI BbITb YKasaHbl ¢ no-
MOLLIbIO CUMBOSA eAUHULbLI U3MepeHnus U naeHTudurkaTopa atoro cumeona B cootsetctauu ¢ MCO 11240 un
€ro pesynsTUpyLLEen TePMUHOMNOTME.

7.7.2.4.2 JnanasoH akTUBHOCTU (KOHLEHTpaLms)

B sTom aTpubyTe gomkeH BbiTb ykasaH AnanasoH akTUBHOCTK (KoHUeHTpauuu). OH onpeaensieTcsl kak
KONMYeCTBO WU AnanasoH KonuMvecTBa cybcTaHLMU/KOHTponnpyeMoi cy6cTaHumn B eanHule obbema (Mnu
Macchl).

lpumepsbi
1 2 m2/mn.
2 Om 1,55 2/mn do 1,857 2/mn.

MpumevaHus

1 Otot atpubyT TpebyeTcsl TONbLKO B TOM Cry4ae, Korga B 3HameHaTensl 3HadeHusi atpubyte «AKTUBHOCTb (npe-
3eHTauMs)» ykasaHa HecTaHaapTHas eguHuua obbema (Mnu maccol). MpuMep: AMana3oH akTMBHOCTU (NpeseHTaums) =
=25 Mr/5 mn; gnanasoH akTMBHOCTM (KOHUEHTpauum) = 5 mr/mn.

2 insi TBepAbIX 403MPOBaHHbIX HOPM ANanasoH akTMBHOCTU (KOHLEHTPaummn) 0ObIYHO MAEHTUYEH AWana3oHy ak-
TMBHOCTM (Npe3eHTaumm). B Takom criyuae He Hago ykasbiBaTk 06a atpubyTa: 4OCTAaTOUMHO yKa3aTb TONbKO aTpubyT «Ak-
TUMBHOCTB (npe3eHTauus)». lNpeacraBneHne aton MHopmaLmm onucaHbl B HACTOSILLEM Moapasgene.

Korga eavHvubl NnpeacTaBneHns Heo6xoAMMbI AN ONMCcaHUSA aKTUBHOCTWU, TO OHWU AOMKHBbI BbiTb yKa-
3aHbl B cootBeTcTBUMM ¢ UCO 11239 1 ero pesynsrupyiowlenn TepmuHonorven. lNpu ykasaHum eguHyl, npea-
CTaBneHNsl COOTBETCTBYIOLLErO NPOU3BEeAEHHOro NPoAyKTa UMK fieKapCTBEHHOro npenapata AomMkHbl ObiTb
yKasaHbl KOHTPOIMPYEMBbIl TEPMUH U ero uaeHTudukarop. [nsa npoussegeHHoro npoaykTa ata uHcbopmaums
onucaHa 6onee getansHo B 7.6.2.10.3, Ans nekapcTBeHHOro npenaparta — B 7.8.2.1.2.

[ina aKTUBHOCTW, BblpaXX€HHOW B CTaHAAPTHLIX €AMHULIAX, 3TU eAUHMULLI AOMKHbI GbiTh YKasaHbl ¢ No-
MOLLIO CUMBOSA eQUHULLI U3MepeHNs U naeHTudukaTopa atoro cumeosia B cooTBeTcTBun ¢ MCO 11240 n
€ro pesyrnbTUpyoLLein TepMUHONOrUeN.

7.7.2.4.3 MecTo UsMepeHna

Mpu perncTpaummn HEKOTOPLIX NeKapCTBEHHBLIX CPEACTB aKTUBHOCTb U3MepsieTcsl B onpeaeneHHoOM me-
cTe (HanpuMep, B HEKOTOPLIX WHransaTopax akTUBHOCTb WHIpeAMeHTa M3MepsieTcs Ha onpedeneHHoOM pac-
CTOSIHAM OT TOYKM pacnbinexuns). Mpu HeoBxoaAMMOCTM MECTO U3MepeHUst MOXeT OblTb ykasaHo B AaHHOM
atpubyTe B TeKCTOBOM dopme.

7.7.2.4.4 CtpaHa

B atom atpubyte MoxeT GbiTb ykazaHa CTpaHa UMM CTpaHbl, A KOTOPbIX AeNCTBUTENbHBI 3HAYEHUN
OManasoHOB aKTUBHOCTW (NpeAcTaBneHusl U KOHLEHTpauuMu) U cooTBETCTBYIOLWEee MecTo uaMepeHus. Kog
cTpaHbl Bbibupaetcs U3 Tabnuubl AByX6YKBEHHbIX KOAOB, onpedeneHHbix B UCO 3166-1.
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Ecnm mMecTo u3MepeHus yka3aHo, TO Mpy HEOBXOAMMOCTU MOXET ObiTb yka3aHa OfHAa WM HEeCKOsIbKO
cTpaH.

7.7.2.5 PeepeHTHasaA akTUBHOCTb

PedepeHTHasA aKkTUBHOCTb MCMOMb3yeTCa ANA AONONHUTENbHOTO ONNCaHUS aKTUBHOCTH.

PediepeHTHasA aKTUBHOCTb BblpaxaeTCcsl B TEPMUHAX akTMBHOCTU pedhepeHTHO cybcTaHuumn nnm pede-
PEHTHOI KOHTPOMPYEMO cybCTaHL KU, Uan 1 TOl, 1 ApYroi.

Mpumep — Kap6oHaT nuTunsa umeeT pehepeHTHY aKTUBHOCTb 12,2 MMONb TNT US.

7.7.2.5.1 PechbepeHTHasa cybcTaHums

Ecnn gomkHa 6bITb yKka3aHa pedepeHTHasa cybcTaHums, MHhopMauns 0 KOTOpPOi nNpeacTaB/ieHa B peru-
CTpPaLMoOHHOM AOCbe, TO ee onucaHune JoMKHO cnegoBatb MCO 11238 v ero pesynibTUpytoLLeil TePMUHONOTNN.
[onxHbl 6bITh YKa3aHbl caM TEPMUH 1 ero naeHTudurkaTop.

7.7.2.5.2 PechepeHTHaa KOHTponmpyemas cybcTaHuus

Ecnm ponxHa 6biTb ykasaHa pedhepeHTHasi KOHTponupyemas cybcTaHuus, uMHopmauns O KOTOpOW
npeacrtaB/ieHa B perncTpaumoHHOM AOoCbe, TO ee onucaHne o/mkHO cnegosatb MCO 11238 u ero pesynbTu-
pyrowieit TepMmuHoNnornn. JomkHbl ObITh YKasaHbl cam TEPMUH 1 ero ugeHTudmkarop.

7.7.2.5.3 lnana3oH peepeHTHON aKTUBHOCTU

B aTom aTpubyTe Ao/mKeH ObiTb yKasaH guana3oH pedepeHTHONn akTMBHOCTU. [ O/MKHbI ObITb YKasaHbl
3HauYeHve YNCINTeNnsa 1 ero eAnHNL, U3MepPeHns, a Takke 3HaYeHUsa 3HameHaTena n ero eguHUL, N3MepeHus B
COOTBETCTBUN C 7.7.2.4.2.

7.7.2.5.4 MecTo usmepeHus pedepeHTHON aKTUBHOCTU

Mpy Heo6XxoAMMOCTM B 3TOM aTtpubyTe MOXET ObiTb Yka3aHO MECTO M3MepeHuss pedhepeHTHON akTuB-
HOCTV B COOTBETCTBMM C OnncaHnem, nNpuBefeHHbIM B 7.7.2.4.3.

7.7.2.5.5 CTpaHa pedepeHTHOI aKTUBHOCTU

Ecnun TpebyeTca ykasaTb cTpaHy pediepeHTHO akTUBHOCTM, TO 3TO AOJ/IKHO ObiTb CAEeaHO B COOTBET-
CTBMMW C ONWCAHWEM, NPUBEAEHHbIM B 7.7.2.4.4, NCnonb3ya ABYXOYKBEHHbIV KOA CTpaHbl, OnpeAefieHHblli B
NCO 3166-1.

7.8 JlekapCTBEHHbI NpenapaT U MeaguuMHCKoe nsgenve

7.8.1 O6lee onncaHue

class BbICOKOYPOBHEBOE OV CaHYIE IEKAPCTBEHHOTO Mpenapara 1 U3Ien st MEIMLYIHCKONO HasHaueHMs

P1CYHOK 17 — BbICOKOYpPOBHEBOE ONucaHve pasfena /iekapcTBEHHOro npenapara v MeAuLMHCKOro U3aenusi
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HacTtosawmii nogpasgen onucbiBaeT NieKapCTBEHHOE CPefCTBO B TEPMUHAX KA4YeCTBEHHOro U Kosmye-
CTBEHHOr0 cOCTaBa W /leKapCTBEHHOW A03MPOBaHHOW (hopMbl, paspeLlleHHON AN NPUMEHEeHMs B COOTBET-
CTBMM C MHpopmauuelh 13 perncTpaLuMoHHOro gocbe. Mpu HanuuMm Takux XapakTepucTuK siekapcTBEHHOEe
CpPeACTBO paccMaTpuBaeTCs Kak «/1ekapCTBEHHbIV npenapar».

B HeKoTOpbIX CAy4yasx MeguuMHCKoe usfenne MOXeT 6biTb HEOTbeM/IEMOW YacTbio SIEKAPCTBEHHOIO
cpejcTsa, Hanpumep, obecneumsatb NPUMeEHeHWe nekapcTsa. Torga uHopmMmaums o 1ekapCTBEHHOM npena-
paTe gononHaeTca nHdopmalmeii 0 MeaULMHCKOM M34eNnn Kak KOMMOHeHTa 3Toro npenapara.

Knacc «JlekapcTBeHHOE CpeaCcTBO» CBfA3@aH C KNaccoMm «JlekapCTBEHHbIV npenapar», OnucbiBalLuii
NeKkapcTBEHHOe CpefCTBO B TEPMMHAX KAYECTBEHHOIO W KO/IMYECTBEHHOIO cOCTaBa W JIeKapCTBEHHOW [03U-
poBaHHOI (hopMbl, pa3peLleHHOW A8 NMPUMEHEHNS B COOTBETCTBUU C MHChOPMAaLUUein 13 perncTpauuoHHOro
pocbe. Takum 06pa3om, nHopMaunsa o Nyt NPUMEHEHUA OTHOCUTCA K ONUCAHUI0 NPUMEHEHNS NEeKapCTBEH-
Horo npenapara.

Knacc «J/lekapCTBEHHbI MpenapaT» CBfA3aH C KNacCoM «XapaKTepuCTMKM NeKapCTBEHHOro npenapa-
Ta», MO3BOJIALWMM OnucaTb pasfiMyHble XapakTepUCTUKN fIeKapCTBEHHOrO npenapara, HanpuMmep, Havyano
ero AencTBus.

Knacc «JlekapCcTBeHHbIV npenapar» MOXeT ObiTb CBA3aH C kfaccom «MegfuuuHCKoe n3fenne», onuchl-
BaKOLWVM MHOpPMAUN0 O HEOTbEM/IEMOM MeAWLUMHCKOM u3fgenuun, obecneuymsatoweM MpYMeEHeHne nekap-
cTBa W, crefoBaTenlbHO, UMELWMUM TUMN «HEOTbEMIEMOE U3fenne»; B CyLLHOCTU, Takoe usaenne ABAsAeTcA
«NHIpefMeHTOM» JleKkapCTBeHHOro npenaparta. M3genve Moxetr umeTb pafg U3MYECKUX XapakTepucTuK u
Apyrue xapakTepucTuKku.

NekapcTBEHHbIW Npenapar MOXeT 6biTb ONUCaH B TEPMUHAX COAEPXALLUXCA B HEM UHrpeameHToB. bo-
nee fgetanbHoe onucaHne nHopmauun 06 nHrpeaneHTax cm. B 7.7.

C nekapcTBeHHbIM MpenapaToM cBsA3aH Habop naeHtTudukatopos PhPID, onncaHHbix B MCO 11616.

7.8.2 JeTanbHoe onucaHne MHOpPMaumn O IeKapCTBEHHOM Mpenaparte U MeguLUHCKOM
nsgenun

class [leTanbHoe onucaHne nekapeTaeHHOro npenapata W U3genns MeAULMHCKOro HasHavyeHus V

PucyHoK 18 — [leTasnibHOe onucaHve pasgesna ekapCTBeHHOro npenapara v MeguuuMHCKOro usgenus
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7.8.2.1 JlekapcTBeHHbIN Npenapat

JlekapcTBeHHEIN npenapaT AokeH ObiTb OnuMcaH B TEPMUHAX ero KayecTBEHHOrO U KONMMYECTBEHHOro
COCTaBa 1 NeKapCTBEHHON 403MPOBaHHON hopMbl, paspeLleHHON Ansl NpUMeHeHUs (MpUMeHsIEMON [03Upo-
BaHHOW POpMbI) B COOTBETCTBUN C UHPOPMaLMEn 13 perncTpaLMoHHOro Aocke.

7.8.2.1.1 NpumeHsieMas gosnposaHHas chopma

B atom aTpubyTe gomkHa GblTb onucaHa npMMmeHsiemMas 4o3vpoBaHHas dpopma B COOTBETCTBUM € UH-
dopmaLmen ns perncTpaLmoHHoro gocke. 910l hopMon cunTaeTcs Ta, KoTopas noryyeHa B pesynsrare Bcex
BOCCTaHOBIEHWIA, ecnn TakoBble Heobxoaumel. MpuMeHsemasn Ao3upoBaHHas opmMa AomkHa BbiTh ykasaHa
B cooTBeTcTBUM ¢ MCO 11239 1 pesynsTupytowwein TepmuHonornei. JomkHbl 6bITe ykasaHel caMm TEPMUH U ero
naeHTuduKaTop.

Mpumepbl — Tabnemka, kancyna, opanbHbil pacmeop, UHbEKYUOHHbIU pacmeop.

MpumevaHnus

1 Ecnv nepep npyMeHeHMeM NpousBedeHHas 4o3vpoBaHHasi hopma AormkHb! ObiTb NpeobpasoBaHa, To NpUMeHsie-
masi Jo3VMpOoBaHHas nekapcTBeHHasi hopma ByaeT oTnuyaTbes OT NPOM3BEAEHHON A03MPOBAHHON DOPMbI.

2 Ecnu npon3eeaeHHbIMK J03UMPOBaHHbIMY hopMamMKu ABYX NPOU3BeAEHHbIX NPOAYKTOB SBMSIIOTCS «MOPOLLOK Aris
MHBEKLIMOHHOTO pacTBOPay» U «PacTBOPUTENb A5 MHBEKLIMOHHOIO pacTBopay, To nocne npeobpasoBaHnsi um byaert cooT-
BETCTBOBATb NPUMEHsieMas J403NpOBaHHas (POPpMa «MHBEKLMOHHbIA pacTBOP».

7.8.2.1.2 EanHuua npeacTaBneHunst

KauyecTBeHHbIN TEpMUH «eduHWLA NpedcTaBeHns» onucbiBaeT NMbo AUCKPETHYI e4UHULY, UCTIONb3ye-
MYI0 ANS ON1CaHNs akTUBHOCTW NlekapCTBEHHOro npenaparTa, MMbo KoNMYecTBo, eCin KayecTBeHHas eauHuLa
n3MepeHna He MoxeT BbITb ncnonb3osaHa. OHa nNpeAcTaBnsieTcs B Buae TepMuHa U ugeHTudukatopa Tepmu-
Ha B cooTtBeTcTBUM ¢ MICO 11239 1 pesynsTupyoLlen TepMUHONornei.

[ns nekapcTBeHHbIX NpenapaToB, Ybsl aKTUBHOCTb U3MepsieTcs B egMHMLax Beca unm obbema, «egu-
HULeN NpeacTaBneHnsa» MOXET OblTb ykasaHa Kak noTpebuTenbckuid KoHTeliHep (ynakoBka CaMoro HUXKHero
ypoBHS). [nst TBepdbIX A03MPOBaHHbIX hopM 1 ApYrx hopM, Ybsl aKTUBHOCTb OMUCHLIBAETCS HA OCHOBE KOMU-
YecTBa eMHUL, NPecTaBeHns U KOTOPbIE 3MEPAIOTCH ITYKaMU, AUHULEA U3MEePEeHNst Konuyectsa AormK-
Ha ObITb «1 eguHuLa», a eaguHULEn npedcTasneHns — Ta dopma, YTo NoACHUTHIBAETCS, ykasaHHas B BUae
TepMuUHa 1 ugeHTudukatopa TepMuHa B cooteeTcTBuUM ¢ UCO 11239 1 pesynstupyrowent TepMUHONornen.

Mpumepsbi

1 Mpu onucaHuu akmueHocmu: mabnemka, cnpell unu aspo3osnbHaa do3a «codepxum 100 mu-
Kpoz2pamm Ha do3y» (eduHuya npedcmaeneHusi = 003a).

2 lMpu onucaHuu Konuvyecmea: ny3bipek unu gnaakoH «codepxxum 100 M e ny3bipbke» (eQuHUUa
npedcmassieHuUs1 = Ny3bIPekK).

7.8.2.1.3 KonunyecTso nekapcTBEHHOro npenaparta

OT0T atpubyT OOMMKEH coaepXaTb KONMYEeCTBO (MK YNCO eanMHNL) NekapcTBeHHOro npenapara. Konu-
YeCTBO AOMKHO BbITb YKa3aHo Kak 3HaueHue ¢ eauHULamMn UsMepeHust, KoTopble A0MKHBI BbITb NpeAcTaBneHbI
€ MOMOLLBI0 CUMBOSIA eANHULBI N3MEpPEeHUa N uaeHTudgukaTopa atoro cumeona B cootsetcTaun ¢ MCO 11240
N ero pesynbTUpytoLwen TepMUHONOrNen.

[insa TBepAbIxX A03MpPoBaHHLIX HopM U Apyrux hopm, n3MepsieMbIX WTyKaMn, eAUHULIEN N3MePEHUs KO-
nnMyecTBa JofmkHa 6biTb «1 eavHUUay, a eauHULEen npeacTasneHusa — Ta popma, YTo NOACHUTLIBAETCS.

7.8.2.2 MNyTb BBEACHUS

MyTb BBeaeHus npeactaBnset cobow NOHATUE, UCNONb3yeMoe ANA OnNucaHua NyTW BBeAeHUst nekap-
CTBEHHOro npenapara B Terlo Unu KOHTakTa ¢ Tefnom.

MyTb BBEAeHUA AOMKeH BbITb yKasaH, UCNonNb3ya TEPMUHBI U UAEHTUDUKATOPLI TEPMUHOB, ONpeaeneH-
Hble B UCO 11239 1 ero pesynbTupyowein TepMUHONOruu.

TMpumepb! — lMepopanbHbili, NTOOKOXHbIU, 211a3HOU.

7.8.2.3 XapaKTepuUcTuUKA fneKkapCTBEHHOro Npenapara

JTOT KIacc MOXET UCTIONb30BaTLCA ANSA ONUCAHUA PasfUYHBIX XapakKTepUCTUK NeKkapcTBEHHOro npena-
pata, Hanpumep, Hayana ero AencTBUs.

7.8.2.3.1 Cuctema KoAMPOBaAHUA XapaKTepUCTUK NeKapCTBEHHOro npenapara

B atom atpubyTe gormkHa 6biTb ykasaHa cuctemMa KoaupoBaHUA XapakTepUCTUK NeKkapCcTBEHHOo npe-
napara, Ucnonb3ysl NOAXOASLLYIO CUCTEMY UAEHTUDUKALMWN CUCTEM KOOUPOBaHUS.
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7.8.2.3.2 3HaveHne B cucTemMe KOAUPOBaHWUSI XapaKkTEepUCTUK JIeKapCTBEHHOro npenapara
3T0T aTPMOYT AOIMKEH coaepKaTb OTAENbHOE 3HaUeHWE, B3ATOE U3 CUCTEMbI KOAVPOBAHUA XapakTePUCTUK
nekapcTBeHHoro npenapara. [omkHbl BbITb YkaszaHbl CaM KOHTPONMPYEMBIN TEPMUH U ero MAEHTUUKaTop.

Tpumepnbi

1 Cucmema KOQuUpOBaHUsI XapaKmepucmuK: munbl Ha4ana Oelicmeus; 3HayeHUe Xxapakmepu-
cmuku: HemedsieHHoe delicmeaue.

2 Cucmema kKodupoeaHusi Xapakmepucmuk: knaccugpukayusi ceolicme peaucmpupyeMbix sie-
KapcmeeHHbIX cpedcme; 3Ha1deHuUe XapaKkmepucmuku: ycusieHHas mepanus.

3 Cucmema KodupoeaHusi xapakmepucmuk: knaccugukayus ceoiicme pez2ucmpupyeMbix fe-
KapcmeeHHbIX cpedcme; 3Ha4eHUe Xapakmepucmuku: 6uosioz2udeckuli npodykm.

7.8.2.4 MeguumHckoe nsgenue (NekapcTBeHHbIN Npenapar)

Mpun onucaHnM nekapcTBEHHLIX NpenapaToBs B cry4vasix, Korda COOTBETCTBYOLIEE NekapcTBeHHoe cpea-
CTBO KOMBUHUPYETCS € MEAULIMHCKUM U3Aenuem U ocTuraeMblil hapMakonormieckuii, UMMYHOITOrMHECKU 1
mMeTabonndeckuin acpdekT paccmaTpuBaeTca Kak OCHOBHOM cnocob NpuMeHeHus, 3To usaenue AomMKHO GbITb
Takke onucaHo, Ucrnonbaysa knaccel «MeauuuHckoe usgenue», «dusmyeckne xapakTepucTuku» u «pyrue
XapakTepucTukiy. [letansHele ceegeHus 06 aTuX Knaccax npueeaeHbl B 7.6.2.7, 7.6.2.8 n 7.6.2.12 cooTteeT-
cTBeHHo. B Tex npenaparax, rae aTo UMeeT MecTo (Hanpumep, B Crlyyae KOXHOW Noanoxku), meauumHckoe -
Jenve B CyLHOCTA SABMAETCA «MHIPeaUeHTOM» fekapcTBeHHoro npenaparta. OHO onuckiBaeTcs 3aechb, NOTo-
My 4TO Ha Hero ByaeT ykasaHa ccbinka B naeHTudukaropax PhPID nekapcTBeHHOro npenaparta (cm. 7.8.2.5).

7.8.2.4.5 Ha6op naeHtudukaropos PhPID

OTOT KNacc OoKeH OnucbiBaTh pereBaHTHble naeHTudukaTopsbl, onpedeneHHble 8 MCO 11616. OH
npegycmatpusaeT ogHOTUNHbIE NpeacTaBneHUa UHopMaLIMK O NeKapcTBeHHbIX Npenaparax, Bknwyasa cy6-
CTaHumn / KoHTponupyemble cybcTaHuumn, ux (pedepeHTHYI0) akTUBHOCTb, NMPUMEHAEMYH0 403UPOBaHHYLO
cdopmy, a npn HeoBXoAUMOCTN — HEOTBEMIEMOE MeAULIMHCKOE U3aenue.

7.9 dapmakonornyeckue CBOUCTBa

7.9.1 OGLwme nonoxeHun

CopepxaHue HacTodwero nogpasgena B OCHOBHOM OTHOCUTCA K onucaHuio dapmakonorm4eckux
CBOWCTB /IeKapCTBEHHOro cpeAcTBa. TakMe CBOWCTBA AOSKHBI ObiTb YKaszaHbl AN KKAOro NekapCTBEHHOro
cpeacTsa.

MpumeyaHune — HopmaTuBHble JOKYMEHTbI B aHHOW I0PUCANKLMN MOTYT YTOUHATL TPEGOBaHUs!, OTHOCALME-

CSl K peanusauum cTaHgapra B 4acTy onucanms papmakonorn4eckui CBOMCTB, Hanpumep, TpeboBarb, YTobbl 3Ta nHOop-
Mauus NpeACcTaBnsnach TONLKO MO 3anpocy.

JlexapcTBeHHOe cpeacTBO obnagaert psiaoM hapMaKkonorMyeckux CBOUCTB, BKIKoYas NokasaHus, npoTu-
BOMoKazaHusl, noboyHoe AeACTBUE N B3anMoaencTBuUe.

Kak nokasaHusi, Tak u NpoTUBoMoKasaHusi MoryT 6bITb oxapakTepusoBaHbl UHGopMaLIMein 0 KOHKPETHOM
nonynsiLmum, K KOTOpor NPUMEHUMO KOHKPETHOE MoKasaHue Unu NpoTUBonoKasaHue, a Takke UHgopmMaumen o
Apyroi cneuuduke Tepanuu, Harnpumep, 0 COBMECTHOM UCMNOMb30BaHUN AaHHOTO NEKapCTBEHHOTO cpeacTBa
1 ApYrnxX nekapcTBeHHbIX CPEeACTB.

UHdopMauus o B3aUMOAENCTBUN COAEPXUT CBEAEHUA O B3aUMOAENCTBYIOLLEM areHTe, ykasaHHble B
oTAeNbLHOM Kracce.

MpumeyaHue — KoHuentyansHo knacc «Papmakonormueckue CBOMCTBa» SIBNSIETCS] POAUTENBCKMM KNacCoM,
KOTOPbII NOKa3aH Ha BbICOKOYPOBHEBOW AnarpaMmme Ans NPOCTOTLI BU3yanu3aumnm, HO KOTopbii cam no cebe He coaepxuT

HUKaKoW MHGOPMaLIMKM U NO3TOMY HE OTPaXeH B AeTanbHOW guarpamme, mogenvpyiowein nHdopmaumio Ha ypoBHe aTpu-
6yToB (CcM. 7.9.2).
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class BbICOKOYpPOBHEBOE OMMCaHUE MHCHOPMALMM O (hapMaKosIorMUecKyx CBOMCTBax

PucyHok 19 — BbICOKOYpOBHEBOE onucaHve MHopmauny o hapmakosiornyecknx cBocTeax

7.9.2 [eTanbHoe onucaHune MHOpPMauMn 0 dapMakosIorM4yecKnx CBOMCTBax

7.9.2.1 TepaneBTUYecKme nokasaHusa

OTOT K/1acc JO/IKEH UCMNOJb30BaTbCA A/ ONUCAHWUA MOKasaHui K NPUMEHEHUIO SIeKapCTBEHHOIO cpef-
CTBa B COOTBETCTBMU C MHhOPMaLMeld, cogepxalleinca B perncTpauMoHHOM AocCbe.

MpumeuyaHne — HopmaTvMBHble OKYMEHTbI B A@HHON HPUCANKLAM MOTYT YTOUYHATL TpeboBaHMs, OTHOCALLU-

ecsl K peanusauuy ctaHgapTta B 4acTu onucaHusl TepaneBTUYECKMX MOoKasaHuin, Hanpumep, TpeboBaTb, YTOObLI 3Ta MHAOP-
Mauusi npeAcTaB/isifiacb TOJIbKO MO 3anpocy.

7.9.2.1.1 TekcT nokasaHuii
DTOT aTpubyT AO/IKEH COAEpPXaTb TEKCT TepaneBTUUYECKMX NoKasaHuii, B3ATbIA M3 peructpauuoHHOro

[ocbe.

Mpumep — JleyeHne 3K30KPUHHOW HeAOCTaTOYHOCTMU NOAXKENYAOUYHON Xenesbl, BbI3BAHHOI
KNCTO3HbIM (0MOPO30OM UAN APYTMMU NPUYNHAMN.
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class [JetanbHoe onucaHvie MH(OpPMaLMK O DapPMaKOsIOTNUECKUX csoVICTBax/

PucyHok 20 — [leTanbHoe onucaHue UHopmayny o papmMakonornyeckux ceoiicteax

7.9.2.1.2 lMoka3aHusa B (hopme «3abonesaHue/cumntom/npouenypa»

B aTom atpubyTe AO/MKHO ObiTb yKasaHo 3aboneBaHve, CMMMNTOM WU npouedypa, siBASOLWMEcs no-
KazaHnem Ansa nedexus. VIHhopmauusa aomkHa 6bITb B3ATa M3 NOAXOAAWEro HOPMATUBHOIO peddepeHTHOro
cnoBapsi U Npy 3TOM A0/HKHA COOTBETCTBOBATb MOKa3aHWsIM, OMMCaHHbIM B PETMCTPALNOHHOM A0Cbe. JOoMKHbI
ObITb yKa3aHbl KOHTPOIMPYEMbIA TEPMUH U €r0 naeHTudmKaTop.

Mpumepsbl

1/leyeHve NepBUYHON rMnepTeH3NN.

2 O6neryeHne MOpPCKoWn 601e3HM.

3 Mepen sKCTPEHHON XNPYPrnyeckon onepawmei.

7.9.2.1.3 Craryc 3aboneBaHus

3T1OT aTpmbyT MOXeT cogepXaTb cTaTtyc 3aboneBaHuss UAM CMMNTOMA, SABASAIOLLErocs nokasaHvem Ans
neyenus. OH fO/MKEH ObITb B3SIT M3 NOAXOAALLEIo HOPMATMBHOIO peddepeHTHOro C/I0Baps U Npy 3TOM AOJ/DKEH
COOTBETCTBOBaTb MH(pOpMaLMN, ONUCAHHOW B PETMCTPALMOHHOM A0Cbe. JOMKHbI 6bITb YKa3aHbl KOHTPOIMPY-
EMbIA TEPMUH 1 €ro naeHTudunkaTop.
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Tpumepsbi

1 JleyeHue o60cmperusi XPOHUYECKO20 3abos1e8aHus nevyeHu.
2 Kompons peppakmepHoll 2unepkanbyuemMuu.

3 JleyeHue Mmemacma3supyrouwe20 paka MOJIOYHOU JKenesbl.

7.9.2.1.4 ConyTcTByroLwee 3abonesaHve

Ecnu conyTcTylolee 3abonesaHue (COCTOSIHNE) ONMUCAHO Kak YacTb NOKa3aHUA B COOTBETCTBUN C UH-
chopmaumen, ykasaHHON B perucTpauMoHHOM AoCbe, TO OHO MOXeT ObiTb YKasaHo B AaHHOM aTpubyTe, vc-
Nomnb3ys COOTBETCTBYIOLLUIA HOPMATUBHBIN pedpepeHTHbIN croBapb. [JomkHbl 6bITb YKasaHbl KOHTPONMPYEMBbIA
TEPMUH 1 ero naeHTudukaTop.

Tpumepnbi

1 JledeHue 3K30KpUHHOU HedocmamoyHocmu nodxenydoyHoll Xenesbl, 8bi3gaHHOU KUCMO3-
HbIM (hbubpo30M.

2 JleyeHue nHeemoyucmHol NHeeMOHUU npu BUY.

7.9.2.1.5 TepaneBTudeckoe aencTane

B aTom aTpubyTe MoXeT BbITb yKasaHo TepanesTuyeckoe AerCTBUe, LieNb UK cTpaTterns, gocTuraeMble
Mo OTHOLLEHWUIO K MoKasaHuaM. OTa uHdopmaumsa gomkHa GbiTb B3sATa U3 NOAX0AALLEero HOPMaTUBHOIO CRO-
Bapsi B COOTBETCTBUN C COAEPXaHWEM perucTpaunoHHoro gocee. JormkHel BbiTh YKasaHbl KOHTPONMpyeMblii
TEpPMUH 1 ero ugeHTudmKaTop.

lpumepsbi

1 Mpogpunakmuka acnupayuu xenydo4Ho20 coOepPIUMO20.

2 [luazHocmuka 2unonumyumapusma.

3 MannuamueHass mepanusi Heepanauu mpoliHU4YHO20 Hepea.

4 O6nezyeHue cuMnIMoMo8 CeHHoll nuxopadku.

5 KoHmposnbe meyeHust mepMuHaabHOU cmaduu XpoHUYecKol novevyHol HedocmamovyHocmu.
6 MaccueHas uMMyHU3ayus npomue 6euwieHcmaa.

MpnmevaHne — OnucaHne TepaneBTUHECKOrO AEUCTBUA ABNSIETCS YACTbIO ONUCaHus nokasaHuni. OHO yka3sbiBa-
€T TUN OXngaemoro pesynerarta Tepanum NPUMEHUTENbHO K LIeNneBOMY YCIOBMIO, B TO BPEMSI KaK NoKa3aHusl ABNSOTCA nor-
HOTEKCTOBbIM ONnUcaHuem npenmMmyLects NpUMEHEHUs1 rnekapcTea K LI,&J'IQBOI7I nonynauun npu Hanu4um LeneBoro ycrioBusl.

7.9.2.1.6 Cpok/anutenbHocTb
3TOT aTpubyT MoXeT codepxaTb CPOK WU ASIUTENbHOCTL JIeYEHWUs, eClM OHU YKasaHbl KaK 4YacTb Mo-
KasaHWA B COOTBETCTBUW C perucTpaLMoHHbIM [0OChe.

NMpumep — lNpochunakmuka apmepuansHoz2o mpom603a y NayueHmMos ¢ UWeMUYeCKUM UHCYIIb-
mow (nocne cedbmozo Axs u do 6 mecsyes)

7.9.2.2 MNpoTrBonokasaHus
3TOT KNacc AoMKeH UCNOSb30BaTbLCA AN orMcaHUs NPOTUBONOKasaHWiA K MPUMEHEHUIO NIeKapCTBEeHHO-
ro cpeacTsa B COOTBETCTBUM ¢ MHbOpMaLIMEN, coepkalleiics B perucTpauyoHHOM A0Cbhe.

Mpumeyanune — HopmaTuBHbIE JOKYMEHTHI B JAHHOW OPUCOMKLMM MOTYT YTOUHATH TpEGOBaHUsI, OTHOCS-
IyMecs K peanusauun ctanjapTa B 4acTu OnuMcaHusl NpoTMBONOKasaHui, Hanpumep, TpeboBars, 4Tobbl 3Ta MHdopmaums
npeacTaBnANach TONLKO Mo 3anpocy.

7.9.2.2.1 TeKkCT NpoTMBOMNOKa3aHWA
3T0T aTpubyT AoIkeH coaepkaTb TEKCT NMPOTUBOMOKA3AHWUIA, B3STHIA U3 PErMcTpaLMOHHOTO A0Che.

HPUMep —_ I'lpomueonoxasano NPpU CepPbe3HbIX UlTUu 3HaYumelslbHbIX MOYeYHbIX HapyUuleHUsIX.

7.9.2.2.2 MNpoTueonokasaHusi B popme «3abonesaHue/cumntom/npoLeaypa»

B atom aTpubyTe AorrkHO GbITb yKasaHo 3abonesaHue, CUMNTOM UMK NpoLeaypa, ABNoLMEcs NpoTyH-
BonokasaHueM ansa neveHus. MHdopmauua aomkHa ObiTe B3ATa M3 NOAXOAALLEr0 HOPMAaTUBHOTO pedepeHT-
HOro CnoBaps U NPY 3TOM [0/DKHA COOTBETCTBOBATbL NPOTMBOMOKA3AHUAM, OMUCAHHBLIM B perucTpaLyoHHOM
aocbe. [lomkHbl BbITb YKazaHbl KOHTPONIMPYEMbIA TEPMUH U €10 MaeHTUDUKaTop.

lpumepsbi
1 MMpomueonoka3aHo Npu si38eHHbIX paccmpolicmeax Xes1y004YHO-KUWe4YHO20 mpakma.
2 MMpomueonoka3aHo Npu HeGasHeM UJIU OCMPOM 2elamume.
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7.9.2.2.3 Cratyc 3abonesaHus

OTOT aTpMbyT MOXET cogepaTb ctaTyc 3aboneBaHuUs UM CUMNTOMA, SBMSIOLErocs NPOTUBOMNOKa3a-
Huem Ansa nedveHnst. OH OOMKeH ObiTb B3AT U3 MOAXOASALLEro HopMaTUBHOTO pedepeHTHOroe criosapsa U npu
3TOM AOMMKEH COOTBETCTBOBATL MH(OPMALIMKN, ONUCAHHOW B permcTpaLoHHOM gocke. [JomkHbl BbiTh yKasaHbl
KOHTPOMMPYEMbIA TEPMUH U ero MaeHTUdUKaTop.

lpumepsi
1 MMpomueonoka3aHo Npu HedagHeM U/lU OCMPOM 2enamume.
2 [I[pomueonoka3aHo npu pegpakmepHol cepdeyHoll Hedocmamo4yHocmu.

7.9.2.2.4 ConyTcTBytowee 3abonesaHve

Ecnu conyTcTBylowee 3aboneBaHue (COCTOSIHUME) OMMCAHO Kak 4acTb NPOTMBOMOKasaHWA B COOTBET-
CTBUN € HOPMaLIMen, yKasaHHON B perncTpaLMoHHOM AOCke, TO OHO MOXET BblTb YKasaHo B 4aHHOM aTpu-
6yTe, MCMONb3ys COOTBETCTBYIOLIMIA HOPMATUBHBIA pedepeHTHbIN crioBapb. JomkHbl BbiTh yka3aHbl KOHTPO-
NMpYeMbI TEPMUH U ero naeHTudmnkartop.

Tpumepsbi
1 lpomueonoka3aHo npu MuokapouasbHolU HedocmamoYyHOCMuU, 8bi38aHHOU 1e20YHbLIM cepduem.
2 [lpomueornoka3aHo npu omeke s1e2KuX, 8bI386aHHOM MUMPabHbIM CIMEHO30M.

7.9.2.3 Nobo4yHoe aencTeme
OTOT Knacc OOrKeH MCNoMb3oBaTbCa AN yKkasaHus NoboYHOro AecTBUSA NeKapCcTBEHHOrO CPeacTBa,
OMMUCaHHOro B perncTpaLmoHHOM OOChe.

MpumevaHue — HopmaTvBHbIE JOKYMEHTbI B AAHHON IOPUCAMKLMM MOTYT YTOUHSATL TpeBOoBaHNs, OTHOCALLM-
€csl K peanusauun ctaHaapTa B 4acTu onucaHusi no6oYHOro aencTeusl, Hanpumep, TpeGoBaTtk, YToOL! 3Ta MHopMauus
NpeacTaBnsnack TOMbKO Mo 3anpocy.

7.9.2.3.1 TekcT nobovHoro aencTens
OT0T aTpMByT J0SKEH coagepkaTb TEKCT MOBOYHOro AEACTBUSA, B3ATHIN U3 perncTpaLMoHHOro 4oche.

Mpumep — Tokcuko3 nevyeHu, 8 pedKUX cry4YasX co cCMepmesibHbIM UCXOOOM.

7.9.2.3.2 MNobouyHoe aelicTere B hopMe «CMMITOM/CocTosiHWe/aencTane»

B aTtom atpubyTte OomkHbl BbITh yKasaHbl CUMMNTOM, COCTOSIHUE UMK AEWCTBUE, SIBMAOWMECS Hexena-
TenbHbIM NO6oYHLIM AeicTBUeM. UHdopMaumsa aorkHa ObITb B3siTa U3 NOAXoAsLIEro HOpMaTUBHOMO pede-
PEeHTHOro crioBapsi U Npy 9TOM A0SPKHa COOTBETCTBOBaTb NOGOYHOMY AEUCTBUIO, OMMCAaHHOMY B perMcTpauu-
OHHOM Aocbe. [JoMmKHbl 6bITb YKkasaHbl KOHTPONUPYEMbIA TEPMUH U ero naeHTUdmuKaTop.

lpumepbi

1 ToKCUKO3 neyeHu.

2 lMonumophHas apumema.
3 NonoeHas 60b.

4 lunepkansyuemusi.

7.9.2.3.3 Knaccudukaums cumntoma/coctosiHus/gericTeus
OTOT aTpUbYT MOXET coaepXaTb Knaccudunkaumio CUMNTOMa/COCTOSIHUS/AEACTBUS, B3ATYIO U3 COOTBET-
CTBYHOLLErO HOPMATUBHOTO crnoBaps. [loMKHbI BbITb YKasaHbl KOHTPONMMPYEMBIA TEPMUH U €ro UAeHTUdUKaTop.

lpumepsbi

1 Paccmpolicmeo xenydoyHo-Kuuie4Ho20 mpakma (npu no6o4yHoM delicmeuu = usbsi3eneHue xenyoka).
2 Paccmpolicmeo Koxu u noOKkoxHoU mkaHu (npu no6oYyHoMm delicmeuu = KpanueHuua).

3 Paccmpoiicmeo HepeHoli cucmembi (Mpu no6oyHom delicmeuu = MU2PEHb).

7.9.2.3.4 YacroTa npoasneHui
B atom aTpubyte MoXeT BbiTb ykasaHa yacToTa MposiBNEHUIn CUMITOMa/COCTOSIHUS/AeNCTBUS, B3ATasA U3 co-
OTBETCTRYIOLLErO HOPMAaTUBHOrO cnoeaps. JomkHbl 6bITb ykasaHbl KOHTPONUPYEMbI TEPMUH U €ro uAeHTUdukaTop.

IMpumepbi — Pedko, ovyeHb pedko, meHee 1 %.

7.9.2.4 Cneuunduka nonynaumm

OTOT Knacc Ucnonb3yeTca Ana ykasaHus nonynsiLyMu, K KOTOpor OTHOCUTCS AaHHOe MoKasaHwe Unu npo-
TUBOMNOKasaHUe K NMPUMEHEHWUD feKapCcTBEHHOro cpeAcTBa. YkasaHue nonynsiuum AOMKHO COOTBETCTBOBATb
WHdOpMaLIMM U3 perucTpaLMOHHOIO 4OChe.
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7.9.2.4.1 BospacTHas rpynna

B aTom aTpunbyte moxeT BbiTb yKasaHa BospacTHas rpynna cneuuduyHoin nonynsaumm, K KOTOpon oT-
HOCUTCSl JlaHHOe MoKasaHue MW NpPoTUBOMOKasaHne NMpUMeHeHUs! NekapcTBeHHOro cpeacTea. BospacTtHas
rpynna gomkHa BbiTb B3AiTa U3 COOTBETCTBYIOLLEN KOHTPONMMPYEMO TEPMUHOMNOMMU 1 AOMKHA COOTBETCTBO-
BaTb MHdOPMaLUN U3 pPerncTpaumoHHoro aocbe. [omkHbl BbiTh yKasaHbl KOHTPONUPYEMbIA TEPMUH U ero
naeHTudukaTop.

lpumepsbi
1 lMpomueonoka3aHo 018 NOXUMLIX NayueHmos ¢ duabemom.
2 [Mpomueonoka3aHo Onsi demeli NTOOPOCMKO8020 803pacma.

7.9.2.4.2 InanasoH sospacTa
B atom aTpubyTe MoxeT BbITb yKasaH AvanasoH BospacTta crneuuduydHon Nnonynsuum, K KOTopoi OTHO-
CUTCS AaHHOE NoKasaHve Ui NPOTUBONOKasaHWe K MPYMEHEHUIo NiekapCTBEHHOro cpeacTea.

lpumepni
1 Onsa neyerus kawnsa 'y demeli cmapwe 12 mecsiyee u mnaduwe 4 nem.
2 B3pocnbie cmapuwe 35 nem ¢ nepsuy4Hol 2unepnunudemuell.

MpumMmeyaHune — [Ina ogHOro NoKasaHWsl UNW NPOTUBOMNOKA3aHUsl MOXET GbiTb yKkasaH Unu BO3pacT, unn gua-
NnasoH Bo3pacTa, HO He 06a OAHOBPEMEHHO.

7.9.2.4.3 Mon
OTOT aTpubyT JOMMKeH codepxaTb Kog nona cneunduiaHon NonynaumMm B COOTBETCTBUM € MHopMaLMen
U3 perucTpaumoHHoro gocbe. Ko nona gomkeH 6bITb ykasaH B COOTBETCTBUM co cTaHaapToM MCO/MOK 5218.

Mpumep — [ns nedeHUst MyX4UH C pakoM fpocmamal.

7.9.2.4.4 Paca

B aToM aTpubyTte MoxeT BbiTb ykasaHa paca cneundrUiHOW Nonynsauum, K KOTOPOU OTHOCUTCA AaHHoe
nokasaHue UNuM NpoTMBOMNoKasaHue NpUMMeHeHWUs nekapcTBeHHoro cpedctea. Paca gomkHa GbiTb B3ATa U3
COOTBETCTBYIOLLEN KOHTPONMPYEMOW TEPMUHONOMUM U JOMMKHA COOTBETCTBOBATL MHOpMaLMK U3 peructpa-
LIMOHHOro Aocbe. [JomkHbl BbITb YKasaHbl KOHTPONMUPYEMbIA TEPMUH U ero uaeHTuduKaTop.

MNMpumep — [Mpomuseonoka3aHo 0N aghpo-KapubckuX nayueHmos.

7.9.2.4.5 Cneunduka coctTosiHUA 300P0BbS

B aTom atpurbyTe MoryT ObiTb pasnnyHble XapakTepUcTUKU COCTOSIHUS 340POBbA crnieLMdudHoi nonynsi-
LnK1, K KOTOPON OTHOCUTCH AaHHOe MokasaHue UMK NPOTUBOMNOKasaHWe NPUMEHEHUS NEKapCTBEHHOMo cpef-
cTBa. AT XapaKTepUCTUKN AOSKHbI BbiTh B3ATbI U3 COOTBETCTBYIOLE KOHTpONMpyeMoil pedepeHTHON Tep-
MWHOMOTMMA 1 SOSKHBI COOTBETCTBOBATL MHpopMaLnM U3 permcTpauMoHHOro Aocbe. [omkHbl 6biTh YkasaHbl
KOHTPOMMPYEMbIA TEPMUH U ero naeHTudukaTop.

lNpumepsbi

1 O6uwee cocmosiHue numaHus: HedoedaHue, Oechuyum eumaMuHoe, Uu3bbimoyHbIl eec, deghu-
yum eeca.

2 EcmecmeeHHble cobbimusi; MeHonay3a, 6epeMeHHOCMb, Takmayusl.

3 Buoxumusi/zemamodtoausi: HU3kull ypoeeHb CD4, 2unepkanuemus.

4 O6buwiee cocmosiHue: ucmoujeHue, uMMyHoOeguyum.

7.9.2.5 Cneuudmka gpyroin Tepanum

OTa UHdOopMaLMOHHas CTPYKTYpa NO3BOMSAET onncaTtb NPUMEHEeHne NeKapcTBeHHOIo CpeacTBa Ha hoHe
OpYroin Tepanuu Kak 4acTb nokasaHuin Uy NPOTUBOMNOKasaHUA. ITO onucaHue JOMKHO COOTBETCTBOBATL UH-
dopmaLmn U3 permcTpaumoHHOro 4oCke.

7.9.2.5.1 Tun cBa3K ¢ Tepanuen

B atom atpubyTe gormkeH BbiTb yKasaH TN CBS3W Mexay nokasaHuaMU nuGo nNpoTUBOMOKasaHUAMN K
npUMeHeHNIo NekapCTBEHHOro cpedcTaa W cneuudukoin apyron Tepanun. Tun cBA3U JOIMKEH BbITb B3AT U3
COOTBETCTBYIOLEN KOHTPONMPYEMON TEPMUHOMOTA U AOIDKEH COOTBETCTBOBAaTL UHbopmaLun U3 peructpa-
LoHHOTo Aocbe. [lomkHbl ObITb YKasaHbl KOHTPONMPYEMBIA TEPMUH U ero naeHTUduKaTop.

lpumepni
1 Ucnonb3oeamb kak donosiHUMenbHy0 mepanuio k 6ema-6s0kamopam nNpu fe4YeHud...
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2 [I[pomueonoka3aHo focsie mepanuu...
3 MokasaHo kak npenapam emopoll TUHUU Npu ne4eHuU cmepoudamu...
4 MokasaHo neped neyeHuem npenapamamu 2pynnsi DMARD.

7.9.2.5.2 NlekapcTBo

3TOT aTpubyT AonKeH coaepxaTb CCbISIKY Ha NekapcTBo B hopMe akTUBHON CybCcTaHLmK, nekapcTBeH-
HOe cpeacTBO WMW FPpynny NekapcTBEeHHbIX CPEACTB, paccMaTpuBaeMoe Kak YacTb KOHKPETHOro nokasaHus
1nu npoTusornokasanus. aeHTudbukauma nekapcrsa AomkHa BbiTb B3sAiTa U3 COOTBETCTBYIOLLEN KOHTPOMNPY-
emoii pecbepeHTHOM TEPMUHOMNOTMM U OOIKHA COOTBETCTBOBATL MHGOPMaLIUA 13 PerncTpaLMoHHOro AOChe.
JomkHel BbITb YKasaHbl KOHTPOIMPYEMbIA TEPMUH 1 ero naeHTudukaTop.

lMpumepsb!

1 Mpogpunakmuka apmepuansHbix mpoMm6oe 8 koM6UHayuu ¢ ayemuJscanuyunosol kuciomod.
2 JleyeHue duabema emopo2o murna e KOM6UHayuu ¢ cynbgoHuypeel.

3 Meped neyeHuem npenapamamu 2pynnsi DMARD.

4 [MpomueonokasaHo npu npedwiecmeyroujeM NPUMeHeHUU aJIKunupyrouux azeHmos.

7.9.2.6 B3anmopgelicTaune ¢ gpyrumm NekapcTBeHHbIM CPpeacTBaMN U Apyrne popMbl B3anMogencTBUst

OTOT KMacc AOMKEH UCMONb30BaTLCA AN ONUCaHUSA NEKapCTBEHHOMo B3auMoaencTaums 1 apyrux opm
B3aMMOAENCTBUSA B COOTBETCTBUM C MHpopMaLnein s perncTpaLmoHHoro 4ocke.

7.9.2.6.1 OnucaHue B3aumoaencTansa

OToT aTpubyT AOMKEH CoAepXaTb TEKCT OMNMCaHWUsA B3aMMOAENCTBNSA B COOTBETCTBUM ¢ nHdopmaLlmnein
N3 permcTpaLumMoHHOro gocke.

Mpumep — BnusiHue ¢hbeHumouHa Ha eapghapuH Moxem 6bimb pa3HbIM, TO3MoMy neped ux
coeMeCcmHbIM NpuMeHeHueM Go/mKHO 6bimb onpedeneHo npompom6uHoeoe epemsi. OnpedesieHue
ypoaHell 8 cbieoOPOMKe KpoeU 0CO6EeHHO MoJIe3HO, ecnu npednonazaemcsi 03MOXHOE JIeKapCMmeeH-
Hoe e3aumodelicmeue.

7.9.2.6.2 Tun B3aumoaencTans
B aTom atpumbyTe gomkeH BbITb ykasaH TN B3aMMOAENCTBUSA, B3ATLIN U3 COOTBETCTBYIOLLEro HOpMaTUB-
Horo pedepeHTHOro CrioBaps.

MNMpumepsi — JlekapcmeeHHoe ezaumodelicmeue, esaumodelicmeue nekapcmea ¢ nuujel, enus-
Hue nekapcmea Ha pe3yibmambi 1a60pamopHbIX aHau308.

7.9.2.6.3 OphekT B3aUMOAESNCTBUA
B atom aTpubyTte gormkeH 6biTb ykasaH adhheKkT B3aumMoaencTBUA, B3ATLIN U3 COOTBETCTBYIOWErO HOP-
MaTUBHOTO pediepeHTHOro crnosaps.

Mpumepbi — lMoHuXeHUe ypoeHs Opy2020 Nekapcmea e Cbieopomke Kposu, yMeHblUeHUe ab-
cop6UyUU OCHOBHO20 flekapcmea 6 Xesyodke.,

7.9.2.6.4 HacroTa BCTpe4yaeMoCTu B3aMMoOAencTBus
B atom aTpubyte gomkHa GbiTb ykaszaHa YacToTa BCTPEYaeMOCTU B3auMoAenCcTBUA, UCNONb3YA COOT-
BETCTBYIOLW WA HOPMATUBHLIA pedbepeHTHbIN cnosapb.

Mpumepst — B3aumodelicmeue omcymcemeyem, e3auModelicmeue meopemuyecku 803MOXHO,
e3aumodelicmeue Habnwoanock.

7.9.2.6.5 KoHTponb B3anMoaencTeus

B aTom aTpubyTe AormKeH BbiTb YKasaH KOHTPOSb B3auMOoAeNCTBUA B COOTBETCTBUN C UHDOpMaLen nus
perucTpaumMoHHoro gocbe. Npu 3ToM AomMkeH UCNoNb30BaTbCA COOTBETCTBYOLMIA HOPMATUBHBLIN pedepeHT-
HbIA CnoBapb.

Mpumepst — Mepbi nPedocmopoXHOCMU NPU COBMECMHOM NPUMeHeHUU, yMeHbuUleHue 003bl
emopo20 npenapama, coeMecmHoe npuMeHeHUe He peKoMeHOyemcs.

7.9.2.7 BzaumopeicTBytoLUiA areHT

OTOT Knacc AOMKeH UCMoNb3oBaTbCA ANA ONUCaHUA KOHKPETHOro nekapcTtea, nuwy unn naboparop-
HOrO aHanuaa, ABMALIErocs BTOPbIM B3anMoaencTyolmM areHToM. OnucaHue JOMKHO COOTBETCTBOBAThL
nHOpMaLMN U3 PEerucTpaLMoOHHOro 10Cke.
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7.9.2.7.1 CuctemMa KoANpOBaHUS B3aUMOAENCTBYIOLLNX areHToB
B atom aTpubyTe gormkHa GbiTh yKaszaHa cMCTeMa KoAMPOBaHWA BTOPLIX B3auMOAEUCTBYIOLLIMX areHToB,
NCMomb3ys NOAXOAALLYIO CUCTEMY UAEHTUDUKALMM CUCTEM KOAMPOBAHMS.

Mpumepbl

1 Cucmema koduposaHusi e3aumodelicmeyrouiux azeHmos: AHamomuYyeckasi meparneemudye-
CKasi U Xumuyeckas knaccucukayuoHHas cucmema (ATX knaccugpuxkayus)) BO3.

2 Cucmema kodupoeaHusi e3aumodelicmeyroujux azeHmos: SubsID (UCO 11238).

3 Cucmema kodupoeaHusi e3aumodelicmeyroujux azenmos: MedDRA.

7.9.2.7.2 Ko B3anMoaencTByOLLEro areHTa
OT10T aTpMByYT AOIMKEH cofiepXXaTb OTAENbHOe 3HaYeHne, B3ATOE U3 CUCTEMbI KOAUPOBaHUS B3auMoaeit-
CTBYIOLLMX areHTOoB. [omkHbl ObITb YkaszaHbl KOHTPONUPYEMBIA TEPMUH U ero uaeHTuduKaTop.

lMpumepsbl

1 Cucmema koduposaHust e3aumodelicmeyrouiux azeHmoe: AHamoMuYyeckass mepanesmuye-
CKasl U Xxumuveckasi knaccugpukayuorHasi cucmema (ATX knaccudgpukayus) BO3; kod esaumodeli-
cmeyrouje2o aezeHma: JO2AB npou3eodHbie uMuda3ona.

2 Cucmema kodupoeaHusi e3aumodelicmeayroujux aceHmoe: SubsID; kod e3zaumodelicmeyrouje-
20 azeHma: 123-ABC-XYZ ¢peHumouH (6a3oenbilii).

3 Cucmema kodupoeaHust e3aumodeilicmeyroujux aceHmos: SubsID; k0od ezaumodelicmeyrouje-
20 azeHma: 333-XYZ-KLM zpeiinghpymoebiii COK.

4 Cucmema kodupoeaHusi e3auModelicmeyroujux aceHmoes: MedDRA; ko0 e3aumodelicmeyto-
wea20 azeHma: 10005455 — kopmu3051 e Kposu.

8 UpeHTndmumpyowme xapakTepMCcTUKM UCCneayemMbiX NeKapCcTBeHHbIX
cpeacrs

8.1 O6LwWwue nonoxeHusn

B HacToswem pasgene onucaHa uHdopmaumsa 06 uccnegyembix nekapcteeHHbIx cpeacteax (UIC), ko-
Topble He 3aperncTpupoBaHbl U ABNSAKOTCA NPEeAMETOM WUCMBITaHUA B OAHOM UM HECKOMbKUX KIMHUYECKUX
nccnefoBaHusix. Ero nonoXeHns NpMMEHUMEl Takke K 3aperucTpUMpOBaHHBIM NEKapCTBEHHLIM cpeacTBaM,
KOTOpble AIBMSIIOTCA NPegMeToM UCMbITaHWA B KIMHUYECKOM UCCrefoBaHnM, HO UCMofnbayoTes nubo dacyroT-
cAa (B NnekapcTBeHHOW hopMe UK ynakoBKe) UHBIM cnocoboMm, HeXenu 3apernctpuposaHHan dopma, nubo
NCMOomb3YyTCA 4NA HE3APErnCTPUPOBAHHBLIX NOKa3aHWUA.

TepmuH «Mccnegyemoe nekapcTBeHHoe CpedcTBO» OTHOCUTCA K NeKapCTBEHHOMY CPeacTBY, UCMbITbI-
BaeMOMY B KMUHWYECKOM WCCIedoBaHUM, BKIOYAst UCMLITYeMOe NekapcTBO (lekapcTea), BCe npenaparh,
ncrnonb3yemele Ans cpaBHeHUs1, U Bce nnauebo, onucaHHble B MPOTOKONE KIMHUYECKOro UCCeaoBaHus.

8.2 lNepBuUyHbIE NgeHTUGUKaTOPDbI

8.2.1 O6wue nonoxeHun

Ana cootBeTcTBUA TpeboBaHUSM, yKkasaHHbIM B 4.1, OMKHbI GbITb YkasaHbl criegylowye YeTbipe uaeH-
Tudukartopa:

a) IMPID — naeHTudukaTop uccneayemoro fekapcTBEHHOTO CpeacTBa;

b) IPCID — naeHtudmnkatop ynakosku nccnegyemMoro nekapcTBEHHOro CpeacTsa;

c) IBAID_1 — yHuKanbHbIA ugeHTudunkaTop cepum nccnegyeMoro nekapcTBEHHOTO cpeficTBa, HaHeCeH-
HbI Ha ero BHELUHIO YNaKoBKY;

d) IBAID_2 — yHuKanbHbI naeHTUdKaTop cepmmn uccneayemMoro nekapcTBEHHOTO cpedcTea, HaHeceH-
HbI Ha ero NepBUYHYIO YNAKOBKY, He SIBMSAOLYHOCA BHELHEN YNaKkoBKOA.

Kpome Toro, ucnonbayetcs €Bsi3b € uaeHTUDMKaTOPaMu NiekapcTeeHHbIX NpenapaTtos (PhPID), onucak-
Has B ISO 11616. B To Bpems kak nHdopMaLms, cBazaHHaa ¢ naeHtudukatopamm PhPID, oguHakosa y 3a-
perucTpupoBaHHOro NleKapCTBEHHOMO CpeacTBa U MCCnedyeMoro NekapcTBEHHOro cpeacTea, UHgopmalius,
npeaocTasnsemast yrnoriHoOMO4EeHHOMY opraHy, U AOMOMHUTENbHbIE XapakTePUCTUKU MOTYT OTiYaTbCs.

B pykoBoacTBe No NpUMeHeHWo cTaHgapTa MoryT 6biTb NpUBEAEHbI AONONMHUTENbHBIE AeTanu npume-
HEHWUSI 3TUX UAEeHTUUKATOPOB.
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8.3 UgeHTudukaTop uccnengyemoro nekapcTeeHHoro cpegcrea (IMPID)

8.3.1 O6Lwue nonoxeHus

Kaxxgomy nccriegyemMomy nekapcTBEHHOMY CpeACTBY AOMKEH ObITb MPUCBOEH YHUKATbHbIA UAEHTU K-
katop IMPID B gononHeHue K nobomMy cyllecTBytoLEMY permcTpaLMoHHOMY HOMepy, MPUCBOEHHOMY YMorsi-
HOMOYEHHBIM OpPraHoM WU CMOHCOPOM KIMHUYECKOro UccrnegoBaHunsi. AToT uaeHTudukaTop npegHasHadeH
ANs uenen yyerta 1 4ns noBblweHnst 6e3onacHOCTy NaumneHTa, NocKomnbKy € ero NoMOLLbH0 MOXHO OAHO3HaYHO
naeHTUnLUMpoBaTh UccredyemMble NekapcTBEHHbIE CpeAcTBa BO BCEM MUpe.

CtpykTypa uaeHtudukatopa IMPID gomkHa cnefoBaTh 06LeMy LWAaGNoHy cerMeHToB AaHHbIX 06 mc-
cnegyemoMm nekapcTBEHHOM CpeAcTBe, B KOTOPOM KaXKablil 3anofHEHHbIA CerMeHT J0IMKeH ornpeaensTb cne-
LUPUYHBIA KOMMOHEHT naeHTudukatopa. STOT WabnoH COAepXXUT:

a) KogMpoBaHHbIN cerMeHT cTpaHbl (ABYX6YKBeHHbIN Kog cTpaHbl B cooTBeTcTBMN co MUCO 3166-1);

b) kogupoBaHHbIN cerMeHT crnoHcopa (MaeHTUgMKaTop opraHmMsaLmmn);

C) KOAMPOBAHHbIA CErMEHT NleKapCTBEHHOrO CPeCTBa; B 3aBUCUMOCTMN OT MECTHbIX TpeGoBaHn hopmu-
pyeTcsl U CMIOHCOPOM, WITN YMONTHOMOYEHHBIM OpraHoM.

JTto6ble U3MEHEHUS 3HAYEHWI 3TUX KOAUPOBAHHBIX CETMEHTOB AOMKHbI NMPUBOAWTL K NPUCBAUBaHWNIO HO-
Boro ngeHtudukaropa IMPID.

8.3.2 KogupoBaHHble cerMeHThl uaeHTUdUukatopa IMPID

KoagnpoBsaHHble cermeHThl naeHTudgukartopa IMPID gomkHbl hopMUMpoBaThCs MO ONUcaHHBLIM HXKe npa-
BUMaM.

8.3.2.1 KogupoBaHHbIi cermeHT cTpaHsbl

KoanpoBaHHbI cerMeHT cTpaHbl A0IPKEH coAepkaTb Ko CTpaHbl TON TeppUTOpUK, rae YrnoiHOMOYEHHO-
My opraHy nofaHo 3asiBfieHune Ha nonyyeHne paspeLleHus Ha NpoBeAeHne KMMHUYecKoro ncenegosaHus. Kog
cTpaHbl BblbupaeTcs U3 Tabnuubl AByXB6YyKBEHHbIX KOAOB, onpeaerneHHbix B MCO 3166. Ecnu paspelueHust Ha
npoBeAeHue KNMHNYECKOro nccneaoBaHnst BbldaHbl HECKOMBKUMUN CTpaHaMu, TO KOAbl BCEX 3TUX CTpaH AOMK-
Hbl ObITb YKa3aHbl B JaHHOM CErMeHTe.

8.3.2.2 KogupoBaHHbIi cermMeHT cnoHcopa (uaeHTudukaTop opraHnsauum)

OTOT cerMeHT AoMKeH cogepXaTb YHUKanbHbIA naeHTuduKaTop cnoHcopa Uccreayemoro fiekapcTBeH-
Horo cpefcTea (MaeHTUUKaATOP opraHnsaummn). 3ToT UAEHTUDNKATOP MOXHO B3ATb U3 MeXAyHapoaHON cu-
CTEMbI YHUKamNbHOW MAeHTUdMKaLMN BNagenbLes perncTpauloHHOro yaocToBepeHUa (opraHnusauuin), ecnu
TakoBasi UMeeTcs.

8.3.2.3 KoaupoBaHHbI CerMeHT nekapcTBeHHOro cpeacTsa

OTOT KOAMPOBaHHLIA CEerMeHT OMKeH CoAepXKaTb YHUKaNbHLIN naeHTUdUKaTop, npucsansaemelin uc-
crnegyeMoMy nekapcTtBeHHoMy cpeacTBy. C aTuM naeHTUdukatopoM gormkeH ObiTb CBA3aH cneaylowuin Ha-
6op aTpnbyToB UCcCcreayeMoro nekapCTBEHHOro cpeacTsa, KOTOPOMY OH MPUCBOEH:

a) cybcTaHuMM (aKTUBHbIE )/ KOHTpOnUpyemMble cyBeTaHuum (HanpuMep, akTUBHasA, aabloBaHT);

b) MeguuMHCKMe n3denus B cnydyae, ecnv Uccregyemoe fiekapCcTBEHHOe CpeacTBO KOMBUHUMpYeTca ¢
TakuM U34enneM 1 JocTUraeMblil papmMakonorniyeckuin, IMMyHonorudeckuin u metabonuuveckuii achcekTt pac-
cMaTpuBaeTcsl Kak OCHOBHOM crnocob NpuUMeHeHWs; Takoe MeauUMHCKOe M3denue cUMTaeTcst KOMNOHEHTOM
nuccregyemoro rekapCcTBEHHOMo CpeacTea;

C) TepaneBTUYECKME MOKa3aHWs, n3yvyaemMble B KIMHUYECKOM UccnefoBaHnA.

JTto6ble N3MEHEHMS 3HAYEHWI 3TUX aTpMBYTOB, Y4UMTbIBAEMbIE B NPOLECCE PErucTpaumm ynoaHOMOYeH-
HbIM OpraHoM, AOSMKHbI MPUBOAWTL K NMPUCBaNBaHWNIO HOBOFO YHUKanbHoro naeHtudukatopa IMPID.

BbinonHeHne aToro npasuna MOXeT NpuMBoAUTb K MaMeHeHuto ugeHtudmkaropa IMPID, aaxe ecnu cy-
LLECTBYIOLLME topuanyeckue naeHTMduKaTopbl He 3meHsitoTes. Hactosiwmin ctaHgapT He Tpebyer, 4Tobbl Ta-
Kue topugnydeckie naeHTndgpukaTopbl MEHSNUCL BMecTe ¢ uaeHTudukatopom IMPID. Kaxgasa ctpaHa moxeTt
npuaepPXnBaTbCs CrIOXKMBLUEACH NPaKTUKXA NPUCBOEHWS PerucTpaLMoHHbIX HOMepPOB.

8.4 UpeHTudpmkaTop ynakoBaHHoro uccrepyemoro nekapcreseHHoro cpeactsa (IPCID)

8.4.1 O6wme nonoxeHus

Kaxxgomy ynakoBaHHOMY MUCCIieqyeMoMy NekapCTBEHHOMY cpecTBY A0KeH BbiTb NPUCBOEH YHUKANb-
Hbll naeHTudukatop IPCID.

CtpykTypa ugeHtucdpukatopa IPCID gomxHa cnegosath obLiemy WabrnoHy cerMeHToR AaHHbIX 06 yna-
KOBaHHOM UccrieayeMoM NeKkapcTBEHHOM CPEACTBE, B KOTOPOM KaKAbl 3anonHEHHbIA CErMEHT AOMKeH onpe-
[enaTb cneumMguyHbIA KOMNOHEHT MaeHTUdukaTopa. JToT WabnoH coaepxuT:

a) naeHtudukaTop nccrnegyemoro nekapcrseHHoro cpeacrea IMPID,
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b) KOAMPOBAHHbLIN CErMEHT ONMUCcaHNS YNAaKoBKW, KOTOPLIA 3adaeT YHUKamNbHbIA UOEHTUUKATOP Kaxado-
MYy TUMY YNaKoBKU.

Jtobble U3MeHeHUs1 3HaYeHU 3TUX KOAMPOBAHHBIX CEIMEHTOR AO0KHbBI MPUBOANTL K NPUCBaUBAHUIO HO-
Boro ugeHtudmkartopa IPCID.

KoaoupoBaHHbI cermeHT ugeHTudukaTtopa IPCID gomkeH hopMUpoBaTbCsi MO OMUCAHHBIM HUXE Npasunam.

8.4.2 KogpMpoBaHHbIA cerMeHT OnUcaHUA YrnakoBKU

OTOT KOOQMPOBaHHBIN CerMeHT AOIMKEH coaepXaTb YHUKamnbHbIN naeHTudukaTop, npucsansaemMblin KOH-
KPeTHOMY TUMy yNakoBKW UCCieQyeMoro fiekapcTBeHHoro cpeactsa. C aTUM MaeHTUNKaToOpoM AorKeH BbiTb
cBA3aH cnefytowuii Habop atpubyToB:

- eQuH1La YyNaKoBKN (KOHTENHEP UMM KOHTENHEPBI) — TWM, KONMYeCTBO (eQnHWL, B YNakoBKe), MaTepuna-
Nbl U anbTepHaTUBHbIE MaTepuansl;

- KOMMOHEHT UMM KOMMOHEHTbI YMAKOBKW — TWr, Matepuarbl U ansTepHaTUBHbIE Matepuarsl;

- Npou3BedeHHbIN NPOAYKT (NPOAYKThl) — MpounsBeaeHHasn Ao3MpoBaHHasa dopmMa, equHULbl NpeacTas-
NeHns1, KoNn4ecTso (eanHUL, NPoayKTa B yNakoBKe).

JTtobble N3MeHeHMs1 3Ha4YeHWn 3TUX aTpMbyTOB, yUMTEIBAEMbIE B NPOLEcce perncTpaLmn ynosHOMoYeH-
HbIM OpraHoMm, OOSKHbI MPUBOANUTL K MPUCBanUBaHWUIO HOBOTO YHUKANbHOMO uaeHTudukatopa yrnakoBaHHOro
nekapcTeeHHoro cpeacTaa |IPCID.

BbinonHeHWe aToro npasuna MoXeT NpuBoAnTb K MsMeHeHuto uaeHTudpukatopa IPCID, naxe ecnu cy-
LeCTBYOLLME topuanveckue naeHTMdukaTopbl He U3MeHsIITCs. HacTosAwmin ctangapT He Tpebyer, uTobbl Ta-
Kune topuagndeckme naeHTudnkaTopbl MeHANNCL BMecTe ¢ naeHTudukatopom IPCID. Kaxaaa ctpaHa MoxeT
NPUAEPXKNBATLCA CITOXKMUBLLEACS MPaKTUKLA MPUCBOEHNS pErMcTpaLMoHHbIX HOMEpPOB.

8.5 UpeHTudukarop cepumn nccnegyemMoro nekapcreeHHoro cpeacrtea (IBAID_1)

Kaxxgomy ncecnenyemomy nekapcTBeHHOMY cpeacTBy AofkeH 6biTb NpucsoeH uaeHTtudukarop IBAID 1.
OTOT NaeHTUdMKATOP AOMMKEH OblTb 06pasoBaH U3 HoMepa cepumn, NPUCBOEHHOTO NPOM3BOAUTENEM UMK CMIOHCO-
poM, cpoka rogHocTu U naeHTudmkatopa IPCID. B ngeHtudmkatop IBAID_1 gomkeH 6biTb BKITHOYEH TOT HOMEDP
Cepun, KOTOPbIA YKasaH Ha BHELLHEN yrakoBKe KOHKPETHOW cepumn UccneayeMoro ekapcTBeHHOro cpecTsa.

NaeHTudukatop IBAID_1 gomkeH umeTtb obLmin Habop aTpubyToB, OTHOCALLMXCA K UccrnenyeMomy re-
KapcTBeHHOMY cpeacTBy. Ecnu Bce aTh aTpubyThl UMEIOT 3HaYeHUs1, TO UX codeTaHue onpeaenseT cneuuduy-
HOe NoHATME, oTNYaeMoe ¢ NOMOLLLI0 naeHTudukaropa IBAID_1:

- naeHtudumkarop IPCID;

- HoMep cepum (yKasaHHbIN Ha BHELHEN YMaKoBKe);

- cpok rogHocTu (Mecau/roa) B hopMarte aAatkl, cooTBeTCTBYHOWEM NCO 8601.

8.6 UpeHTudukatop cepun uccnegyemoro nekapcreeHHoro cpeacrea (IBAID_2)

Kaxxgomy uccrnegyemomy nekapcTBeHHOMY cpefCcTBY A0OIDKeH ObiTb NpucBoeH naeHTudukatop IBAID_2.
IT10T ngeHTUdUKaTop AormkeH 6biTb 06pa3oBaH U3 Homepa cepun, NPUCBOEHHOTO NPOU3BOAUTENEM UMK CNOH-
copoM, cpoka rogHoctu u ugeHtudukartopa IPCID. B ngeHtudukatop IBAID_2 gomkeH 6bITb BKAOYEH TOT
HOMEpP Cepuu, KOTOPLIA ykasaH Ha NepBUYHON yNakoBke KOHKPETHOW cepuu JiekapcTBEHHOro cpedcTsa, He
SIBNSIIOLLENCS BHELUHEN YyNaKoBKOW.

UpneHtudukatop IBAID_2 gonxeH umeTb obLumin Habop aTpubyToB, OTHOCALLMXCS K yNakoBaHHOMY UC-
cnefyeMoMy fiekapcTBeEHHOMY cpeacTsy. Ecnu Bce aTh aTpubyThl UMEIOT 3HAYEHWUS, TO UX COMETaHue onpeae-
naeT cneyndryHoe NoHATUE, oTNnYaemoe ¢ nomollbio naeHtTudukatopa IBAID 2:

- ugeHtudukarop IPCID;

- HoMep cepum (yKasaHHbIN Ha NEePBUYHON YNAaKoBKe, He SIBMSIOLLIENCS BHELHEWN YNaKoBKOM);

- cpok rogHocTu (Mecsiu/roa) B hopMarte aarbl, cooTBeTcTBYloWEeM NCO 8601.

9 UHdopmauusa 06 uccneayeMom nekapcTBeHHOM cpeacTBe

Mpumeyanune —B cnegylowmx nogpasaenax NPUBOAUTCH TONbKO Ta MHOPMaLUs, KOTopas pasnuyHa y uc-
crnegyemoro nekapcTBEHHOIO CPEACTBA U 3apermcTpMpoOBaHHOIO NTEKAPCTBEHHOTO CpeacTea.

9.1 0630p uHdopmauum 06 nccnegyeMoMm nekapcTBEHHOM cpeacTBe

[nsa onucaHus xapakTepucTUK UCCreayeMoro fieKapCTBEHHOIo cpeacTBa, MMelowero naeHtudukarop
IMPID, B gononHeHue K ngeHTudpUKaTopam, onnucaHHbIM B 8.5 1 8.6, A0MKHbI UCMONb30BaTbLCSl OCHOBHbLIE MO-
HATUSA, MOAENb KOTOPbLIX NpeAcTaBieHa Ha pucyHke 21 1 onucaHa HUXe B TekcTe.

59



FOCT PNCO 11615—2014

class O6lLee onvcaHiie 1ccneayeMoro 1eKapCTBEHHOTO CPeCTBa /

PucyHok 21 — O6was mogenb nHhopmauum 06 nccnegyemMom nekapCcTBeHHOM CpefcTBe

9.1.1 Nccnepyemoe fiekapCTBEHHOE CPeacTBO

B aTtom pasgene onucaH ngerntudukatop IMPID BmecTe ¢ nHdopMaumneid, yHUkanbHO naeHtTuduumpyto-
e 1 xapakTepusyloLein nccnegyemoe nekapcTBeHHoOe cpeacTBo. dTa MHOpMauna fO/HKHA COOTBETCTBO-
BaTb COAEPXAaHUI0 paspelleHns Ha NpoBeAeHne KMHUYECKOro nccneoBaHns, BblAaHHOTO YNO/THOMOYEHHbIM
opraHom.

9.1.2 HanmeHOoBaHne NccriefyemMoro JieKkapCTBeHHOro cpeacraea

B aTom pa3gene onvcaHO HaMMeHoBaHWe uccnefyemMoro 1ekapcTBEHHOro cpecTBa, KOTopoe AaHo emy
CMNOHCOPOM, a Takxe pasbueHne 3TOro HaMMeHOBAaHUA Ha pas/iMyHble YactTu. Mexay cofepxxaHuem AaHHOro
pasgena v 3KBMBANIEHTHOrO pasjesia oOnMcaHua HaMMeHOBaHWUA 3aperncTpupoBaHHOro JIeKapCTBEHHOIO cpes-
CTBa eCTb HEKOTOpPbIE Pa3/iMynsa, KOTopble HUXe OyayT onucaHbl 60see feTasbHo.

9.1.3 Bepcus

B aTtom pasgene onucaHa BEPCMOHHOCTb OCHOBHbIX WMAEHTUUNKATOPOB, OTHOCALLUXCHA K UCcnegyemo-
My fleKapCTBEHHOMY CpefCTBY, a Takxe CBOMCTB, acCOLMMPOBaHHbIX C UCCAeAyeMbIM NIeKapCTBEHHbIM cpej-
CTBOM, W [OKYMEHTaLuu.

CopepxaHue 3Toro pasgena MAeHTUYHO COAEePXKaHNI0 aHaNorMyHoro pasaena Ans 3aperncTpupoBaHHoO-
ro 1eKapCcTBEHHOrO cpeacTsa.

9.1.4 Pa3pellueHne Ha npoBefeHne KIMHUYECKOro uccneaoBaHus

OTOT pasfen cogepXut UHopMaumio O paspelleHUun Ha NpoBefeHne KINHUYECKOro uccnepfoBaHus,
BblJaHHOM YMO/ITHOMOYEHHbIM OPraHoOM W MO3BOJISALWMM CNOHCOPY UHULMMPOBATbL NPOBEAEHNEe KNMHUYECKOro
nccnefoBaHUs Ha TeppUTOpUX PUCANKLAN YNOTHOMOYEHHOTO opraHa.

9.1.5 NpowusBoguTens/npeanpusatue

B 3TOM pasgene ykasaHbl XapakTepucTWKM NPOW3BOACTBEHHOrO npouecca v ApYrux COMyTCTBYHOLLUX
npoLeccoB N UX NULEH3NPOBaHNE YNOSIHOMOYEHHbIM OpraHoM, BblJaloLWMM MPOU3BOAUTENIO UMK Npeanpu-
ATUIO paspelleHne Ha NpPou3BOACTBO MCCNeAyeMOro /iekapCTBEHHOro CpeAcTBa W BbINOSIHEHWE COMYTCTBYHO-
LWMX emMy NPOLLeCCOB Ha TEPPUTOPUN HOPUCAUKLNN YTOSTHOMOYEHHOIO opraHa.
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CogaepxxaHue aToro pasaerna naeHTUYHO coaepXXaHuio aHanorMyHoro pasgena ans saperncTpupoBaHHo-
ro NekapcTBEHHOro cpeacTBa, TOMbKO COOTBETCTRYOWAs MHdopMaL A ABNSeTCs HeobsizaTensHON.

9.1.6 YnakoBaHHOe uccnegyeMoe nekapcTBeHHoe cpeacTBo

3OT0T pasgen onunckiBaeT uHdopmaumio 06 ynakoBke U KOHTeHepe (KoHTelHepax), B KOTopble noMeLLe-
HO 1ccnegyemMoe rnekapCcTBEHHOe CPeACTRO, a Takke O NObIX MegULMHCKUX U3AENNSIX, KOTOPbIE NOCTaBMAT-
€A Ans NpoBegeHns KNMHUYECKoro NCCNeaoBaHNs Kak HeoTbeMiemMas YacTb UCCredyemMoro nekapcTBeHHOro
cpefcTBa WU B KOMMIeKkTe ¢ HAM. B Hem Takke ykasaHa nHdopmauusi 06 MHrpegneHTax npoussegeHHoro
npoaykTa.

CogepxaHue aToro pasgena MaeHTUYHO CoAepXKaHWIo aHanorMyHoro pasgena Ansi 3aperucTpupoBaHHo-
ro nekapCTBEHHOTO CpeacTBa, TOMbKO COOTBETCTRYIOWAs MHOpMaLMS SBASIETCS Heobs13aTenbHOM.

9.1.7 JlekapcTBeHHbIN Npenapart

OTOT pasgen cogepxuT MHdopMauuio 06 nccnegyemMoM fekapcTBEHHOM CpeacTBe B M3y4YaeMon 4o-
3UpoBaHHON dopme, NpegHasHa4YeHHoW ANs npuema nauueHToM W yKasaHHON B NpoToKone KAMHUYECKOro
uccriegosaHusi. OH Takke COAEPXKUT CCbINIKY Ha COOTBETCTBYHOLMIA Habop (Habopsl) naeHTudukatopos PhPID
1 nHrpeaneHTbl. OH Takke coaepXXuT MHOPMaLMio 0 MeQULIMHCKOM U3AeNnn, eClu OHO SIBMIAETCA HEOTHEM-
NEMOM YacTbio eKapCTBEHHOIO cpeAcTBa (HanpumMep, MoANoXKKa UM ceTKa A KNeTOYHOro fleKapCTBeHHOro
cpeacrea).

9.1.8 ®dapmakonornyeckme cBoMcTBa

OT0T pasgen onuckiBaeT UHGOPMaLMIO 0 dhapMakonorMdecknx CBOMCTBaxX 1ccreqyeMoro fekapcTBeH-
HOro cpefcTBa, BKITHOYEHHbIX B MPOTOKOM KITMHWYECKOro nccrneaoBaHnsa U B Gpolutopy ncecnegosarens.

CopepkaHue aToro pasgena MaeHTUYHO coaepXXaHu aHanorMyHoro pasgena ans saperucTpupoBaHHo-
ro fiekapcTBEHHOro cpeacTea.

MpumeyaHue — HopMaTMBHbIE OKYMEHTbI B AaHHOW IOPUCOMKLMM MOTYT YTOUHATL TpeboBaHus, oTHoCS-
LMecs K peanusaumm cTaHgapTa B YacTu hapMaKkonorMiyeckux CBOMCTB, Hanpumep, TpebosaTtb, UToGbl 3Ta uHopmaums
npeAcTaenAnachk TOMNbKO MO 3anpocy.

9.2 UccrnepyeMoe nekapcTBeHHOE CpeacTBO

B aTom noapasgene onucaH naeHtudgpukatop IMPID BMecTe ¢ UHoOpMaLnen, yHUKaNbHO uaeHTudm-
LMpyioLLe 1 xapakTepuaytollen uccnegyemoe fiekapcTBeHHoe cpedcTBo. OTa uHdopmauus oMmKHa CooT-
BETCTBOBATb COAEPXaHWI0 paspeLleHns Ha NpoBedeHne KIMHUYECKOro uccrnegoBaHusl, BblAaHHOMO YMNOSIHO-
MOYEHHBLIM OpraHoM.

O6wasn cTpykTypa MHpopmaLMum Ta e, YT UCMOoNb3YeTCs AN ONMCaHNs 3aperMcTpUpoBaHHOrO fekap-
CTBEHHOro CpeacTBa, TOMbKO € 406aBMEHNEM HECKOMbKUX aTpubyTOB.

9.2.1 OeTtanbHoe onucaHue uHgopMmauum o6 uccnegyemMom rekapcTBeHHOM cpeacTBe

9.2.1.1 Uccneagyemoe nekapCTBEHHOE CPEACTBO

OT0T KNacc onuckiBaeT MHdopMauuio 06 nccnegyeMoM NekapCTBEHHOM CpeAcTBe, AN KOTOPoro ot
YMOSIHOMOYEHHOro opraHa Mnosly4MeHo paspeLleHne Ha npoBedeHne KruHudeckoro uccnegosaHuns. OH umeet
onncaHHbIe Hke aTpubyThl.

9.2.1.1.1 NgeHTtudukarop IMPID

JT0T atpubyT COAEPXKUT TEKCTOBOE NpeacTaBneHne naeHTudumkaTopa nccnegyemoro nekapcTBeHHoro
cpeactea. OH obsAsaTenbHO 4omKeH GbiTb yKasaH.

9.2.1.1.2 Komb1H1pOBaHHasA nekapcTBeEHHan 403MpoBaHHasa dhopma

Mpw HeobxoaMMOCTU KOMBMHMPOBaHHaNA leKapCTBEHHas A03MpoBaHHas dopMa AoskHa ObITb ykaszaHa
B COOTBETCTBMM C OMUCaHUEM, NPUBEAEHHbIM B 7.2.2.1.2.

9.2.1.1.3 MNepekpecTHas ccbifka Ha naeHTudukatop MPID

Ecnu 3apernctprpoBaHHoOe feKkapCcTBEHHOE CPeACTBO ABMSETCS NPeJMEeTOM UCTbITaHWUI B KIMUHUYECKOM
nccnegoBaHuu, Ho nucnonbayeTtcst 6o dacyeTcest (B iekapcTBeHHON hopMe UM YNakoBKe ) UHBIM CNocobom,
HeXenun s3aperucTpupoBaHHas gopmMa, NMbo NUCMosb3yeTcs ANs He3aperncTprpoBaHHbIX NOKa3aHWA, TO OHO
O0IKHO BbiTb ONMCaHO Kak Mccrnegyemoe nekapcTBEHHOE CPeACTBO B COOTBETCTBUM C CoAepXaHNMeM HacTo-
silero pasgena.

3T0T aTpUBYT MOXET coaepxaTb NepekpecTHY cebIfKy Ha naeHTudunkatop MPID sapernctpupoBaHHo-
ro NekapCTBEHHOro CpeacTBa, NPeaHasHaYeHHyo A1 CNPaBOoYHbIX Lenei.

Ecnu ngentudukatop IMPID npeactasnseT HOBbIA TepanesBTUHECKUA PEXUM, TO B HEKOTOPLIX Cry4YasX
MOXeT ObITb HECKOMNbKO NepeKpecTHbIX CCbifok Ha nageHTndukatopsl MPID.
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class [leTanbHoe onucaHue UCCMEAYELLPro SIEKapCTBEHHOrO CPeACTBa y

PucyHOK 22 — [leTa/ibHOe OonucaHve pasfena UcciefyemMoro fiekapCTBeHHOro cpeacTsa

9.2.1.1.4 Kopf npofykra y cnoHcopa

B 3ToM aTpubyTe MOXeT 6biTb ykasaH Kof npogykra (MgeHTudumkaTop), NPUCBOEHHLI UccnegyeMmomy
NeKkapCcTBEHHOMY CpefCTBY CMOHCOpOM. dopmart npepctaBneHns — TekcT. [o/xXeH 6biTb yKaszaH /mbo kog
NpoAyKTa, NPUCBOEHHbIN CNOHCOPOM, NMM60 KOA NPOAYKTa, NPUCBOEHHbIA YNOHOMOYEHHbLIM OPraHoM.

9.2.1.1.5 Kopf npogykta y ynosiHOMOYEHHOro opraHa

B sTom aTpnbyte MOXeT ObiTb yKasaH kof npogykta (MaeHTudmkaTop), NPUCBOEHHLIN uccnegyeMmomy
NleKapCTBEHHOMY CPeACTBY YNO/IHOMOYEHHbIM OpraHoM. Popmart npegcraBneHns — TekcT. [Jo/mkeH 6biTb yka-
3aH NM60o 3TOT KoA, NMBOo KoA NPoAYKTa, MPUCBOEHHbIA CMNOHCOPOM (CM. BbILUE).

9.2.1.1.6 lMpu3Hak negnaTpuyeckoro fnekapcrea

Ecnu nccnepyemoe nekapCTBeHHOE CPeACcTBO MMEET CreunasnbHyo AeTCKyl opmysy, TO 3TO MOXeT
6bITb YKa3aHO B flaHHOM aTtpubyTe, UCnosib3ys TEPMUH U3 COOTBETCTBYHOLLLETO0 HOPMATUBHOIO crosaps. [osx-
Hbl ObITb YKa3aHbl cam TEPMUH U €70 MAEHTU(UKATOP B 3TOM C/0Bape.

Mpumep — CneyunanbHas neguaTpuyeckas opmyna.

9.2.1.2 Bepcusa

BepcrMOHHOCTL MOXET NPUMEHATLCA B COOTBETCTBUM ONUCaHWEM, NPUBEAEHHbIM B 7.2.2.2.

9.2.1.3 IoKyMeHT pernctpaynoHHOro Aocbe

K uncny LOKYMEHTOB perncTpaunoHHOro 4ocbe MOryT OTHOCUTLCS, K NpuMepy, 6polwtopa uccnegosaTte-
Ns, NPOTOKON KAWHMYECKOrO UCCnefoBaHus u nbasa gpyras pernameHTMpoBaHHas nHdopmauuns (MpumeHu-
Mas K 3aperucTpmpoBaHHbIM N1eKapCTBEHHbIM CpefcTBaM). TN AOKYMEHTbI AO/IXHbI ObiTb ONMcaHbl B COOT-
BETCTBUM C cofepxaHnem 7.2.2.3.

9.2.1.4 Knaccuumkaumnsa nccnenyemoro ekapcTBeHHOro cpeacrea
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MccnegyeMoe nekapcTBEHHOE CpedCcTBO MOXET BbiTb BKIOYEHO B pasnuyHble KnaccudpukaTopsbl, kak
MeCTHbIe, Tak U MexayHapodHele. B aTom pasgene MoXeT ObiTh ykasaHbl 04Ha U HECKOSbKO TakuX Knaccu-
dukaunin B COOTBETCTBUM C coaepkaHnem 7.2.2.4.

9.2.1.5 HanmeHoBaHWe Uccnedyemoro nekapcTBeHHOro cpeacTsa

9.2.1.5.1 HanmeHoBaHwue

B atom atpubyTe gormkHo GbiTh NpeacTaBneHo B hopMe TekcTa NofHoe U 3aBeplleHHoe HauMeHoBa-
HMe 1ccnedyemoro NekapcTBeHHOro cpeacTBa, NPUCBOEHHOMY eMy CMOHCOPOM. B oTnuume oT aHanornyHoro
aTpubyTa 3apermcTpMpoBaHHOro nekapCTBEHHOTO CPeacTBa, AaHHbI aTpubyT He obsasaTeneH Ana uccnegye-
MOrO f1eKapCTBEHHOro CpeACTBa, HO Kakoe-To 3Ha4eHUe AOMKHO ObITb MPUCBOEHO NGO eMy, NGO onucaHHo-
My HWXe aTpubyTy koda npoaykTa.

9.2.1.5.2 Kog

Ha HavanbHoli cTagum paspaboTku nccrnegyemMoe nekapcTBEeHHOe CPeACTBO MOXeT naeHTUdpUUmMpo-
BaTbCs He HauMeHoBaHUeM, a HedbopMarnbHbIM KogoM. MNpu HeobXxoaMMOCTU Takoin koa AoMmKeH BbITb ykasaH
B AlaHHOM aTpubyTe.

Npumep — A&B693.

ATpubByTbl ApYyrMx Yacterl HavMeHOBaHWUA AOMKHbI cogepaTb WHOpMaLUio, ONUCaHHY paHee B
7.2.25.

9.2.1.6 CTpaHa/asbik

CtpaHa 1 s13bIK A0MKHbI BbITh YKa3aHbl B COOTBETCTBUM C ONUCaHNeEM, NpuBeaeHHbIM B 7.2.2.6.

9.3 PaspelueHue Ha NpoBeAeHUe KITMHUYECKOro MCCefoBaHus

PaspelueHne Ha nposeaeHWe KIMHUYECKOrO MUCCMedoBaHNa BblAaeTcs COOTBETCTBYIOLWUM YNOSHOMO-
YeHHbIM opraHoM. B cooTBeTCcTBME C 3aKOHO4ATENbLCTBOM W APYrMMU HOPUANYECKUMA HOpMaMKU Takoe pas-
pelueHne AOMKHO BbITb MOMYYEHO A0 Hadana U3yYeHus ccnedyemoro nekapcTBeHHOro cpeacTsa B KIMHU-
YeCcKoM MccrneaoBaHnn,

9.3.1 detanbHoOe onucaHue UHopMaLUKM O pa3pelleHUn Ha NpoBeAeHUe KITMHUYeCKoro
uccrnegoBaHus

9.3.1.1 Pa3pelueHne Ha npoBeaeHWe KIMHUYECKOro NccreaoBaHns

[ns nccnegyemoro nekapcTBEHHOMO cpeAcTBa OOMKHO BbITb MOMyYeHO paspelleHne Ha npoBeaeHue
KIMHUYeCKOro nccneqoBaHuns, cogepxallee crneayolyto nHdopmaLmto.

9.3.1.1.1 PernctpaLu oHHbIin HoMep

B aTom aTpubyTe gorkeH ObITb yKkazaH perucTpauMoHHBIA HOMEP KIMHMYEeCKOro UccredoBaHus, npu-
CBOEHHbIN YNONHOMOYEHHbLIM opraHoM. PopmaT npeacTaBneHns — TEKCT.

9.3.1.1.2 Koa nccnegosanHnsa

B aTom aTtpubyTe AomnxeH BbiTb ykasaH Kof KOHKPETHOro UCCIeAoBaHusi, MPUCBOEHHbIN KIIMHUYECKOMY
nuccrnegoBaHUo YyNorHOMOYEeHHBIM opraHoM. PopmMaT npeacTaBneHns — TEKCT.

9.3.1.1.3 CtpaHa

B aTom aTpnbyTe gomkHa 6biTh yKasaHa cTpaHa, B KOTOPO BbiAaHOo paspelleHne Ha nposeaeHne KInH1-
YecKoro nccnefoBaHus, UCnonbaysa AByXOyKBeHHbIE Uni TpexBykBeHHbIe koAbl NpuBedeHHble B ISO 3166-1.

9.3.1.1.4 Homep npoTokona

B atom aTpubyTe aomkeH 6biTb yKasaH HOMepP, MPUCBOEHHbIA MPOTOKOMY KIMHUYECKOrO UCCMNeaoBaHus.
dopmar npeacTaBneHUss — TeKCT.

9.3.1.1.5 JaTta paspeLieHus

B atom atpubyTe gomkHa ObiTb yKasaHa AaTa paspelueHusl Ha npoBedeHue KIMHUYECKoro 1ccneao-
BaHWS, BblJaHHOIoO YNOMHOMOYEHHbLIM opraHoM. 3Ta gaTta AomkHa ObiTh ykazaHa ¢ TOYHOCTLIO 40 AHS (rog,
MecsiL, ieHb) B COOTBETCTBUM € hopMaToM, onucaHHbiM B MCO 8601.

9.3.1.1.6 Oxnaaemas faTa 3aBepLleHnst

B aTom aTpubyTe gormkHa BbiTb yKasaHa oxugaemas AaTa 3aBepLleHust KMMHUYEeCKOro uccreaoBaHus
B COOTBETCTBUM C MPOTOKONOM KIIMHUYECKOro UCCreaoBaHUs, CornacoBaHHbiM C YNOMHOMOYEHHbIM OpraHoM.
Ota gaTa gormkHa 6bITh yKasaHa ¢ TOYHOCTbIO A0 AHA (rod, Mecsil, AeHb) B COOTBETCTBUM C hopmMaToM, onu-
caHHbIM B ICO 8601.

9.3.1.2 MecTHoe paspelleHMe Ha npoBeaeHne KNUHUYeCcKoro ncerneaoBaHuns

Mpu HeobxoaMMOCTN MOXET ObITb yKasaHa MecTHasi MHpopMaLMs O paspelleHnun Ha NpoBeaeHne Knu-
HUYEeCKOro UccnenoBaHnsi, BblAaHHOM YMONHOMOYEHHBIM opraHoM (HanpuMep, TeppUTopranbHbIM OpraHoM B
cTpaHe).
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class IMPID - geTanbHoe onmcaHne MHopMaLM 0 paspeLLeHN Ha NPOBELEHVE KIMHNYECKOTO UCCNefoBaHNA /

PucyHok 23 — [leTa/ibHOe onucaHve pasgena UHMOPMaLUM O paspelleHnn Ha NpoBeaeHne
K/IMHUYECKOTO UCC/IEA0BaHUS

9.3.1.2.1 MecCTHbI perncTpaLnoHHbIi HOMep KJIMHWYEeCKOro nccnefoBaHus

B atom aTpubyTe fo/KeH ObiTb yka3aH MeCTHbIi perncTpauuoHHbIi HOMEp KIMHUYECKOro uccneposa-
HUSA, NPUCBOEHHbIN YNOMHOMOYEHHbIM OpraHom. ®opmMaTt npeacTaBieHUs — TEKCT.

9.3.1.2.2 Ko nccnepoBaHus

B aTom aTpubyTe fOMXKeH 6biTb yKaszaH MeCTHbIl KO4 KOHKPETHOTo nccnefoBaHns B rpynne uccnepoBa-
HWIA, NPUCBOEHHbIN YNOSTHOMOYEHHbIM OopraHoM. dopmat npefcTaBieHnss — TeKCT.

9.3.1.2.3 Tepputopus

B aToM aTpubyTe AoxHa 6bliTb yKaszaHa TeppuTopus, Ha KOTOPOWA BblAAHO pa3pelleHne Ha nposefje-
HMe KIUHWYECKOro nccnefoBaHus, UCMONb3ya ABYXOYKBEHHble WM Tpex6yKBeHHble KoAbl, MpUBEAEHHble B
ISO 3166-1.

Mpumep — Ana cTpaHbl «KaHaga» MoXeT 6blTb yKaszaH KoJ TeppuTopun NpoBUHLUN KBeGEK.

9.3.1.2.4 MecTHasa faTta paspeleHus

B 3ToM aTpubyTe fonxHa 6biTb ykazaHa MecTHasa fata paspeleHns Ha npoBefeHne KAMHUYEeCKOoro uc-
cnefoBaHusA, BblAAHHOTO YNO/IHOMOYEHHbBIM OpraHoM. 3Ta gaTta foJ/ikHa 6biTb ykasdaHa C TOYHOCTbIO [0 AHA
(rog, mecsy, AeHb) B COOTBETCTBUU C popmatom, onncaHHbeim B NCO 8601.

9.3.1.2.5 Oxunpaemasa MecTHasa fgaTta 3aBeplleHns

B atom aTpmbyTe gonxHa ObiTb yKaszaHa oxujaemas farta 3aBeplleHUs KNUHWYECKOro uccnepoBaHus
B COOTBETCTBUW C NMPOTOKO/IOM K/TMHUYECKOro UccnenoBaHus, coriacoBaHHbIM C YNO/THOMOYEHHbIM OPraHoM.
OTa pgarta fo/kHa 6bITb yka3aHa C TOYHOCTbIO A0 AHA (rofd, Mecsy, AeHb) B COOTBETCTBUM C hopmaTom, onu-
caHHbIM B MICO 8601.
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9.3.1.3 NpepocTasneHue ot4yeTa no 6e30NacHOCT NeKapCTBEHHOrO CpeacTBa

OtyeT no GesonacHocTu NnekapcreeHHoro cpeactsa (OBMC) npegocraensieT uHgopmaumto no Gesonac-
HOCTU NEeKapCTBEHHOrO CPEACTBa, NOMNYYeHHYo Mo pesynsTaTaMm aHanM3 BCex TEKYLUMX KITMHUYECKUX uccne-
OOBaHWA 1 APYrMX UccnegoBaHui, KOTopble CMOHCOP NPOBOAWUT WX 3aBEPLUMN B TeYeHUe KOHKPETHOTO OT-
YyeTHOro nepuopa.

[TpumeyaHnne — HopmatveHble JOKYMEHTbI B AAHHOW OPUCOMKUMKM MOTYT YTOUHSITb TpeboBaHus, OTHOCS-
wuecs K npegoctaeneHuto OBJ1C, Hanpumep, TpeboBath, 4TO6bLI 3Ta MHOPMaLMA NPEACTaBNANACh TOMNBKO MO 3anpocy.

9.3.1.3.1 Yactota npeagoctasnerus OBJC

YacToTa npegoctasneHns OBJIC moxeT 3agaBaTbcsl 3aKOHOAATENLCTBOM UA YMOMHOMOYEHHBIM opra-
HOM, BblJaloLWNM paspelleHne Ha NpoBeaeHne KIMHUYECKOro UCCeaoBaHNs Ha OaHHOW Tepputopun. 1ot
aTpubyT AOMKeH yKasblBaTb MHTEPBan NOBTOPEHUS Kak YACIIOBOE 3HAYEHWE C eanHULE 3MepeHnsl Bpeme-
HW. EQMHMLBI M3MepeHUst AOMKHBI BbITb ykasaHbl B cooTBeTCTBUM co MCO 11240 1 pe3ynsTupytolwein Tepmum-
Hornornei. [lonmkHbl UCNOMNb3OBATLCS CUMBOS €AMHULLBI U3MEPEHUST N MAEHTUdMKATOP 3TOrO CMMBOSTA.

Tpumep — Yacmoma npedocmaenerHuss OBJIC 3adaemcs Kak exxe200Hasl.

9.3.1.3.2 faTbl npepocTasneHns

OToT atpubyT AomkeH codepxaTb AaTel NpegoctaeneHus OBJIC BMecTe ¢ 3aaaHHO YacToToN npeao-
cTaBneHns. Jatbl 4OMKHbI ObITb YKasaHbl C TOYHOCTLIO A0 AHA (rod, Mecsl, AeHb) B COOTBETCTBUM ¢ hopma-
TOM, onucaHHbIM B MCO 8601.

9.3.1.3.3 MexayHapoaHas gata poxaeHusi paspaboTku

MexayHapogHas gata poxaeHus paspabotku (MAPP) ncnonbsyeTcs Ang onpegeneHuns Havana oT4yeT-
Horo (exxerogHoro) nepuoga OBJIC. B kauectse MOAP gomkHa GbITb ykasaHa gaTta NepBoro paspelueHus
Ha npoBeaeHne KNMHUYeCcKoro UCCneaoBaHus, eamMHan anga scex ctpaH. Havanom nepvoda npeaoctasneHns
OBJIC aenatoTtcs Mecsau v gata MAAP. Oata gomkHa BbITb ykazaHa ¢ TOMHOCTbIO A0 AHS (rod, Mecsu, AeHb)
UK C TOMHOCTBIO A0 Mecsila (rod, Mecsil) B COOTBETCTBUM ¢ popmaTom, onncaHHbIM B MICO 8601.

9.3.1.3.4 [lata oTcyeTa

Ecnu uccnegyemble nekapcTBeHHble cpeacTBa ABMSATCA CyGbekTaMu pasHbiX KITMHUYECKUX uccneno-
BaHWN, paspeLleHUs Ha NpoBedeHNe KOTOPbIX BblAaHbl B pasHoe Bpemsi, HO Mpu 9TOM cofepXaTt OHy U Ty ke
aKTUBHYO CYOGCTaHLMIO MW KOMBUHALMIO aKTUBHBIX CyOCTaHLMIA, TO YNONMHOMOYEHHbIN opraH AaHHOW Teppu-
TOPUN MOXET U3MEHWTb 1 rAapMOHU3NPOBATL YacToTy U AaTthl NpeacTaeneHus OBJIC, Hanpumep, UHULMUPO-
BaTb NpeacTasneHne obLuero otyeTa no 3TUM NeKapCcTBEHHbIM CPEACTBaM U YCTAHOBUTL HOBYHO AaTy oTcyeTa
nepvoaoB nNpegocTasnenus. flata gomkHa 6bITb ykasaHa ¢ TOMHOCTbIo A0 AHSA (rof, Mecal, AeHb) Unn ¢ Tou-
HOCTblO A0 Mecsilua (rod, MecsiL) B COOTBETCTBUM € hopMaToMm, onmcaHHbiM B MCO 8601.

9.3.1.3.5 laTa 6GnoknpoBaHusa AaHHbIX

[JaTa 6rokmpoBaHusa AaHHBIX O3Ha4YaeT gaTy MNpekpalleHUs npuema HOBbIX AaHHbIX ANA BKNHOYEHUs B
OBJ1C. lata gonxHa 6bITb YKasaHa ¢ TOMHOCTbLIO 40 AHSA (rod, MecsiL, AeHb) MU € TOYHOCTbIO A0 Mecsua (roa,
MecsiLy) B COOTBETCTBUM C popmaTom, onncaHHbIM B MICO 8601.

9.3.1.4 CnoHcop

JetanbHaa nHdopmauma o crnoHcope, NONyYMBLUMM paspelleHne Ha NpoBeeHUe KIUHUYECKOro uc-
crnefoBaHWa Ha JaHHOW TeppuTOpPUKN OPUCAUKLAN, AOMKHA UMETb CTPYKTYpY, onucaHHy B 7.4 ana knacca
«OpraHusaums».

9.3.1.5 YNonHOMOY€eHHbIN opraH

JetanbHasa nHdopmaumust 06 ynonHOMOYeHHOM opraHe, BbidaBLUEM paspelleHne Ha NpoBedeHue K-
HWMYecKoro uccnegoBaHWsl 4aHHOTO NEKAPCTBEHHOrO CpeAcTBa, AOMKHA MMETb CTPYKTYpPY, onuncaHHyto B 7.4
ansa knacca «OpraHusaumsy.

9.4 MNpousBoguTenb/npeanpuaTue

WNHdopmaums o npoussoanTene/npeanpuATUM 4OMKHA COOTBETCTBOBATL TOM, YTO yKasaHa ANA 3ape-
FMCTPUPOBaHHOrO NekapcTBEHHOrO cpedcTsa B 7.5. O6paTnTe BHUMaHWe, YTo 3Ta UMHopMaLmMa ABMsSeTCs
Heobs3aTeNbHON AN UccneayeMoro NekapCTBEHHOro CpeacTsa W AoMkHa ObiTb yKazaHa B COOTBETCTBUM C
HOpMaTUBHbLIMW TPEGOBAHUSMU, AeACTBYHOLUMMU Ha KOHKPETHOW TEPPUTOPUM HOPUCOUKLAN.

9.5 YnakoBaHHOe uccneayeMoe rekapcTBeHHOe cpeacTBo

WHdopmaLus o6 ynakoBaHHOM UCCMeAyeMOM NleKapCTBEHHOM CPEACTBE A0IKHA COOTBETCTBOBATL TON,
YTO yKasaHa Ans 3aperncTpupoBaHHOro fekapcTBeHHoro cpeacTea B 7.6. O6paTtuTe BHUMaHUe, YTO aTa UH-
chopmaums aBnsieTcs HeobasaTenbHON ANA UCCNeayeMorc NekapCTBEHHOro cpeacTaa.
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9.6 JlekapCcTBeHHbI Npenapart

HaCTOFILLI,I/If/'I nogpasgesn onncblBaeT NccneayemMoe iekapCcrBeHHoe CpegcTBo B TEPMUHAX Ka4yeCTBEHHO-
0 N KO/IM4eCTBeHHOro coctaBa ” I'IeKapCTBeHHOVI ,D,03VIDOBaHHOI7I d)OprI, BK/THOYEHHBIX B NPOTOKO/T KITMHNYE-
CKOro vccnefgoBaHus. Npy HaMuMM TaknMx XapakTepucTyK UCC/efyemMoe fiekapCTBEHHOE CPeACTBO paccMma-
TPMBAETCA KakK «/1eKapCTBEHHbI Mpenapars.

B HEKOTOPbLIX C/yvyasdax MeEAVUUNHCKOE U3ae e MOXET ObITb HEOTHLEM/IEMOI YacTbtO nceneanyemoro iekap-
CTBEHHOIO CpeacTBa, Hanpuwvep, obecrieuvBatb NPUMEHEHNE NlekapcTBa. Torga nHopmMauusi 0 IeKapcTBeH-
HOM npenapare AOMNOSHAETCS MHhopMaLMein 0 MEAULMHCKOM M3AENMN Kak KOMMOHEHTa 3TOro npenapara.

9.6.1 JeTtanbHoe onucaHne MHOpPMaLMM O 1eKapCTBEHHOM npenaparte (Mccnenyemoro
JIeKapCTBEHHOIO cpeAcTBa)

class IMPID - peTankHoe onvicaHvie vHbopMaLyn O Mpenapare UCCNeayemMoro 1eKapCTBEHHOro cpeacTea. Y

PucyHOK 24 — [leTanbHOe onucaHue pasgena MHoOpMauumM o IeKapCTBEHHOM npenaparte
(nccnepyemoro nekapcTBEHHOTo cpeacTBa)

3Jra MHhopMauya B OCHOBHOM Ta Xe, YTO onmcaHa B 7.8. OTnuMA onmcaHbl Huke.

9.6.1.1 [lo3npoBka W NnyTb BBEAEHUS

9.6.1.1.1 O6Lee onucaHve

B aTOom pasgene onvcaHa nHdopmMauysa 0 AO3VPOBKE UCCNeAyeMOoro SiekapCTBEHHOTO CPeaCcTsa, npuvie-
HAEMOW B K/IMHWYECKOM MCCNeoBaHWW, rae 310 JIeKapCTBEHHOE CPEeACTBO ABAETCA NPegMETOM U3YyYeHUs.
Bca nHtbopmaums o fo3npyembIX KOMYecTBax v A/IMTENIbHOCTU NIeUeHUs AaeTcs B KOHTEKCTE MyTW BBEAEHWS,
OM1caHHOM B COOTBETCTBYHOLLIEM aTpubyTte. Ecnm O/ npuMeHeHns 1ccefyemoro IeKapCTBEHHOroO CpeacTsa
B K/IMHNYECKOM WUCCMEAOBaHMMA UCMOMb3YeTCA HECKOSIbKO MyTel BBeAeHWUS, TO A1 KKAOrO M3 HUX [AO/DKEH
ObITb CO34aH OTAE/bHbIN 3K3EeMN/IAP AAHHOTO Kacca.

9.6.1.1.2 lNyTb BBEAEHUS

B aTOoM atpubyTe Ao/mKeH ObITh YKazaH MyTb BBEAEHWS, UCMOSb3YA TEPMUHBLI U UAEHTUIMKATOPLI TEPMU-
HOB, onpeaeneHHble B CO 11239 1 ero pesynbTUPYHLLEA TEPMUHOMOMN.
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Tpumepbl — lMepopankHbiil, TOOKOXHbIU, 2na3HoU.

9.6.1.1.3 MNepBas gos3a Ans Yenoseka

B aTom aTpubyTte MoxeT ObITb ykasaHa nepeas gosa (403VPOBaHHOE KONUYECTBO), NpUMeHaemas ans
nofew, B hopMe YMUCINOBOro 3HaYeHUs ¢ eauHULamMn nsmepeHns. EQMHuLbl usmepeHns AomkHbl 6biTb yKa-
3aHbl B cooTBeTCTBUM ¢ MCO 11240 1 pesynsTupylollei TepMmmuHonornein. JJomkHbl UCnonb3oBaTLCA CUMBOS
eaVHULbI USMEPEHNS N MAEHTUMMKATOP TOr0 CUMBOSIA.

9.6.1.1.4 MakcumansHas pasosasi o3a

B atom atpunbyTe MoxeT BbiTb ykasaHa MakcumarbHas pasoBas fo3a (MakcuMmanbHoe pasoBoe Ao3Npo-
BaHHOE KOSIMYECTBO), KOTopasi MOXET NPUMEHSATLCS B COOTBETCTBUM C MPOTOKOMOM KIIMHUYECKOro uccneaosa-
HKs1, B pOpME YMCMOBOro 3HAYEHUs C eanHULaMM namepeHns. EAMHULBI usmepeHust 4OMKHEI BbITb YKasaHbl B
cootBeTcTBUN ¢ MCO 11240 1 pesynbTupylowwein TepMuHorornei. JlormkHbel UCMonb3oBaTbCA CUMBOST €4UHULbI
n3MepeHns 1 naeHTuduKaTop 3Toro cuMBona.

9.6.1.1.5 MakcumanbsHas cyTouHas fosa

B aTom aTpubyte MoxeT BbiTb yKasaHa MakcMmanbHas cyTouHasi 4o3a (MakcumaribHoe CyTOoYHoe [0-
31MpOBaHHOE KOMUYECTBO), KOTOpasi MOXET MPUMEHSTbCA B COOTBETCTBUM C MPOTOKOSIOM KIMUHUYECKOro UC-
crnefoBaHus, B dopMe YUCIOBOro 3HaYeHUst ¢ eguHULAMU M3MepeHns. EquHuLbl uaMepeHnst 4OMKHbI 6bITb
ykasaHbl B cooTBeTCcTBUU ¢ MCO 11240 1 pesynbTupyiollen TepMuHonormei. [JomkHbl UCNonb3oBaTbCsl CUM-
BOS eAVMHULIBI U3MEPEHUsT N UABHTUDUKATOP STOrO CMMBONA.

9.6.1.1.6 MakcumanbHas fosa 3a nepuoa neyeHus

B atom aTpubyTte MoxeT ObiTb yKasaHa MakcumanbHas [o3a 3a nepyoq fievyeHust (MakcuMasbHoe Cym-
MapHoe O03MpOBaHHOE KOMUYECTBO, MPUMEHeHHoe 3a Nepuod feveHusi, ykasaHHbIA B atpubyte 9.6.1.1.7),
KoTOpasi MOXET MPUMEHSATLCA B COOTBETCTBUM C NPOTOKONOM KIMHWUYECKOro uccrnenoBaHus, B hopMe yuc-
FI0BOTO 3HAaYeHUsl C eguHMLaMN U3MepeHns. EgMHMLbI U3MepeHnst AOMKHbI BbiTh YKasaHbl B COOTBETCTBUM C
MCO 11240 u pesynsTupylowen TepMmuHonormei. [JormkHbl NCNoNb30BaTLC CUMBON eAUHWULLI U3MePeHns U
naeHTudurkaTop 3Toro cUMBoOna.

9.6.1.1.7 MakcumanbHasa AnnTenbHOCTb feYeHns

B sToM aTpubyTe MoXeT ObiTb yKasaHa MakcumarnbHaa ANUTeNbHOCTb NevYeHna uccneayemblM rekap-
CTBEHHbIM CPeACTBOM B COOTBETCTBUM C NPOTOKOMOM KNMHUYECKOro uccneaosaHua. ®opma npeacraBneHust
— YKCNOBOE 3HaYeHWe ¢ eanHULAMN U3MepPeHnUsi. EQUHULBI U3MepeHnst AOIDKHBI ObiTb YKasaHbl B COOTBET-
cteum ¢ UCO 11240 n pesynstupytollet TepMUHonorueid. [LorpkHbl UCNonb30BaTbCsl CUMBOIT e4AUHULBI U3Me-
peHnst N naeHTudMKaTop aToro cCMMBona.

9.7 UHrpeauneHT

WHpopmaLust 06 MHrpeaneHTe gomkHa BbITh Ta Xe, UTo onucaHa B 7.7 Ans 3aperncTpUPOBAHHOIO fe-
KapCTBeHHOro cpeacTea.

9.8 dPapmakonoruvyeckme cBOMCTBa

UHdpopmaLus o dhapmakonornyeckux cBocTeax AoskHa bbiTb Ta Xe, 4To onucaHa B 7.9 Ans saperu-
CTPUPOBaHHOMO NekapcTBeHHoro cpeactea. O6paTtute BHUMaHWe, YTO ANsl UCCReayeMoro NekapcTBeHHOro
cpeacTea UHMOPMaLMs O NPOTUBOMOKa3aHUSX U Mo6oYHOM AEWACTBUM SIBNsieTCsl HeobA3aTenbHoMl, HO UHgOpP-
Maumsa o hapMakonormyecknx CBoMCTBax octaetcsa obasaTenbHON.
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MpunoxeHue A
(cnpaBo4HOe)

MonHas nHopMaUnoHHasaA Moe/lb BEPXHErO YPOBHS O 3aperncTpupoBaHHbIX JIEKAPCTBEHHbIX
cpeacTBax

class MonHas BepxueypoaHeaas MOAENb MHHOPMALMK O 3aPETUCTPUPOBaHHbIX NEKAPCTBEHHBIX cpeacTeax

PucyHok A.1 — TlonHasa nHopmaunoHHass Mofesib BEPXHEro YPOBHA O 3aperMcTpupoBaHHbIX JieKapCTBEHHbIX
cpeacTBax
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MpunoxeHne C
(cnpaBo4HOE)

MonHas MHdopMaLMOHHAA MO/e/lb BEPXHErO YPOBHSI 06 nccneayemMbiX fieKapCTBEHHbIX cpeacTBax

class MonHas BepxHeypoBHeBas Mofenb UHOPMaLMK 06 UCCTCAYe X NekapcTBeHHbIX cpeacTBax /

PucyHok C.1 — lMonHast uHchopMaLmoHHaa MoAe/lb BEPXHEr0 YPOBHS 06 UccnenyeMblX TeKapCTBEHHbIX cpeAcTBax
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Mpunoxenne E
(cnpaBouHoe)

Pa6ouuit npumep B Tabnu4yHon popme

Ta6nwuua E.1—Mpumep nncdopmaummn o nekapcreeHHom cpeactee INFLUENZAVAC! B cootBetcTBuM ¢ 3aperncTpy-
POBaHHbLIM OMWCAHWEM NPUMEHEHNS

MpumevaHue — [puBeaeHHbI HUXe NPUMEP He SBNSIETCA NONHbLIM NpeacTaBneHnemM nHgopmauum, Tpeby-
eMOV HaCTOSILUUM CTAHZAPTOM, MOCKONbKY AN HEKOTOPbIX 3NEMEHTOB AaHHLIX HeOBXOAUMO yKa3biBaTb U TEPMUH, U €ro
nageHTudukaTop, a B npumMepe NpUBOASITCS TONBKO YEeNOBEKOHMTAEMbIE TEPMUHBI, TaK KaK B HACTOSILLEE BPEMSI COOTBET-
CTBYIOLLME KOHTPONVpPYEMbIE CNOBapU MAEHTU(MKATOPOB HEAOCTYMHbI.

JlekapcTBeHHOE cpencTBo
Waentndmkarop MPID EU-45678-999999

Mpu3Hak 4ONONHWUTENBHOTO MOHUTOPUHIA JlekapcTBeHHOe cpeacTBO sIBNSieTCsl CyGbLEKTOM [OMONMHUTENBHOIO
MOHUTOPUHIa (MapKMPOBaHO 3HAKOM YEPHOIO TPeyronbHUKa)

KombuHnpoBaHHasi nekapcTBeHHasi 403upoBaH- | CyCcneH3ust n amynbcus ans UHbBEKLUMOHHOW 3MyNnbCum
Has popma

CneuuanbHble Mepbl He yka3zaHbl

Bepcus

Hara Bepcun 2011-06-03

MaeHTnbmkarop Bepcum 1.0

[ OoKyMeHT permcTpaunmoHHoro pocke

Tun gokymeHTa CeopHasi xapaktepuctuka npogykta {(SmPC)

WoeHTudmkaTop AOKyMeHTa 1.1

HokymeHT (cchbinka Ha JOKYMEHT CBOAHON xapakTepuctuku B hopmare PDF)
Cpok BBOAA OOKYMEHTa B AeNCTBME 2011-06-03

HavmeHoBaHWe nekapcTBEHHOroO cpeacTBa

HaumeHosaHune INFLUENZAVAC BakunHa npotue naHgemudeckoro rpunna (H1N1)
(MHaKTVBUPOBaHHas, pacluensieHHasi, aabloBaHTHasA), CYCNeH3us u
3MYNbCUA AN THBEKLUOHHON CYCNIEH3NUN

YacTb naTeHTOBaHHOIO HAMMEHOBaHWS INFLUENZAVAC

YacTb Hay4HOro HaMMeHOBaHUA BakumHa npotue naHgemudeckoro rpunna (H1N1) (vHaktmeuposaH-
Hasl, paclienneHHasi, aabloBaHTHas)

YacTb nekapcTBeHHOW 4O3UPOBAHHON hOopMbI CycrneHaus n aMyrnbcus Anst UHbEKUMOHHON CYCNEH3NN

CtpaHa/ A3bIk
Crtpana EU
Asblk AHIMUACKUIA

Knaccudmkauma nekapcTBeHHOro cpeacrTaea

Knaccudwmkarop AHaToMn4eckas TepaneBTMYeCcKas U XMMNUYeCcKas Knaccuukaumon-
Has cuctema (ATX knaccndmkaumsi) BO3

3HaueHue n3 knaccudukarTopa J07BB02

PernctpaumoHHOe yaocToBepeHne

PeructpaunoHHbili Homep EU/H/08452001
CtpaHa EU

KOpyanyeckuii ctatyc otnycka PeuenTypHbI oTnNyck
Craryc pernctpauum AKTMBHas

Harta craryca perucrpaumm 2011-01-01

1 370 nogxoasiLmii NpUMEP KOMMEPHECKM AOCTYMHOIO NekapcTea. Ero HazBaHve npueeaeHo ans ypobcrea ute-
HWA HACTOSLLEro cTaHgapTa U He 03HavaeT Kakyto-nmbo nogaepKKy 3Toro nekapctea co ctoporsl NCO.
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Mepwopg gevicTBus

C 2011-01-01 no 2015-12-31

Bnageney perncTpauuoHHOro yaoctoBepe-
HUA

WaeHTudmkatop Bragensua perucTpaunoHHOro
YAOCTOBEPEHMsI

45768

HanveHoBaHve Briagenbua perMcTpauyoHHOro
YAOCTOBEPEHUS

dupma A

Agpec BnagenbLa pervcTpaunoHHOro yaocToBe-
peHus

Street, Number 5, Paris, FR

MpuaHak KOHMOUAEHUMANBHOCTH

He ykasaH

KoHTakTHOE nuuo

damunus, nmsi, OTHECTBO

MIGUEL FRANCE

TenekoMMYHVKaLMOHHbIN aapec

+33-1-000-000; miguel.france@companyA.com

Ponb

YNONHOMOYEHHbIN Mo dhapmakoHaasopy

YNonHOMOYeHHbIN opraH

MaeHTMdMKaTop yNornHOMOYEHHOrO OpraHa

77777

HaumeHoBaHue YNonHOMOY€HHOro opraHa

Perynatop A

Afpec ynonHoOMOYEHHOTO opraHa

Rue de la loi, 1040 Brussels, Belgium

KoHTakTHOe nuuo

damunus, UMsi, OTHECTBO

MICHELLE XYZ

TernekoMMYHUKaLUOHHbIN agpec

+32-1-XXX-XXX; michelle.xyz@regulatorA.gov

Ponb AgmuHucTparop
MpuaHak kOHMUAEHUMANBEHOCTU He ykasaH
Mpoueaypa perncrpauunn

WaeHTndmkaTop unv HomMep npoueaypsi 123 XYZ

Tun npoueypbl LleHTpanusoeaHHasi
Oata npoueaypbl 2010-01-05
3anBneHve o perncTpauMn Mnu MIMeHeHWMn

perucTpauum

NaeHTndukaTop unu Homep 3asiBreHnst EMA-00001

Tun 3asBnexHust

3asiBneHne 0 nepBUYHON perncrpaumm

[ara 3asBneHus

2009-12-11

MaeHTndmkaTop CBA3aHHOIO JOKYMEHTa

Pewwenne o permctpaummn Ne12345

CrtaTtyc pernctpauum

Crtpana BE

[ara Bbinycka (npekpaiieHust) 2011-01-20
KOpvanuecknin ctatyc oTnycka Ha TeppuTopun 123-456-789
CtaTtyc perucrtpaumm

Crtpana FR

[ara Bbinycka (npekpaweHust) 2011-03-01
Opyanuecknin cTatyc oTnycka Ha TeppuTopun 009-009-999
CraTtyc permcrpaumm

Crtpana UK

[ara Bbinycka (npekpaweHust) 2011-01-01
Opyanuecknin cTatyc oTnycka Ha TeppuTopun 666-066-666

MNpoussoanTens/npeanpustne
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WaeHTtudpmkarop nponssogutens 11111

HanmenoBaHve npoussogutens dupma K

Agapec npoussoguTensi Street, Number 11, London, UK
Mpu3Hak koHpuaEHUMaNbHOCTH He ykasaH

KontakTHOE NHMuo

Pamunun, UM, OTYECTBO OxoH Abs

TenekoMMyHVKAUMOHHBIM agpec

+44-207-XXX-XXXX; john. ABCf@companyK.com

Ponb

YNONHOMOYEHHBIN MO BbINYCKY CEPUN

MpounssoacTBeHHAA onepauva

Tvn onepauun

Bbinyck cepum

Homep nuueHsun Ha dpapmaueBTuyeckyto pesi- | 5454TZ
TENbHOCTb

Cpok gencreums 2009-04-15
Mpur3Hak koHDUAEHUMANBHOCTU He ykasan
YNonHoMoO4YeHHbIN opraH (No NUUEeH3NpoBa-

HWIO NPON3BOACTBA)

VaeHTudrkaTop ynonHOMOYEHHOIO OpraHa 88888
HaumeHoBaHve ynonHOMOYEHHOTO opraHa Perynsitop b

Afpec ynorHOMO4YeHHOro opraHa

ABC Strada 67, Rome, IT

KoHTakTHOE nuuo

damunus, UMs, OTHECTBO Po6epto JiMH
TenekoMMyHUKaLMOHHbIN aapec +39-1-999-999; Roberto.Imn@ regulatorB.gov.it
Ponb AgmuHucTpaTop

YnakoBaHHOe JNIeKapCcTBeHHOe cpeacTBoO

Waentndmkarop PCID

EU-45678-999999-001

OnwncaHue ynakoBku

INFLUENZAVAC BakuuHa npotus nangemudeckoro rpunna (H1N1)
{MHaKTVBMPOBaHHas!, paclienneHHasl, agbloBaHTHasA), CYCMEeH3us
W 3MYINbCWA ANS WHBEKUMOHHOW CYCMeH3WM, KOMMIEKT W3 OAHOro
thnakoHa (cTekno Tvn |) ¢ npobko (ByTeinovHas peaunHa) 0,5 mn cy-
CMNEH3WU U ogHoro ¢hnakoHa (crekno Tvn 1) ¢ npobkol (ByTbinoyHas
pesvHa) 2,5 Mn aMynbcum

YnakoBaHHasA eAnHMLA (KOHTeNHep)

Tun ynakoBaHHOW eanHuLbl (KOHTelHepa)

Kopobka

KonnuecTBOo ynakoBaHHbIX €AuHWL, (KOHTEeNHe-
poB)

1

Matepunan

MakynaTtypHbli kapToH (Recycled cardboard, (vgeHtTudumkatop 13
ctangaprta CO 11238)

AnbrepHaTuBHbLIV MaTepuan

He ykasaH

MaeHTudmrkaTop Ha HocuTene AaHHbIX

(01)07665431234887(17)101231(10)ABC

YnakoBKa (KOMNOHEHT)

Tvn koMnoHeHTa He ykasaH
MaTtepuan KOMNOHeHTa He ykasaH
AnbTepHaTUBHLIV MaTepran KOMNOHeHTa He ykasaH
PuanyecKme XxapakTepuCcTUKN

Buicota 8,0 cm
Wupuna 8,0 cm
Mmy6wHa 4,3 cm
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N3obpaxeHne

Ccblinka Ha dann box.jpg

UpeHTtudpmkatop cepum

BAID_1

EU-45678-999999-001-999879-060514

YnakoBaHHasi eguHuLa (KOHTeWHep)

Tun ynakoBaHHOW eauHULbI (KOHTelHepa)

drakoH

KonnyecTBO ynakoBaHHbIX eguHUL, (KOHTEWHEPOB)

1

WUpeHTtudpmkatop cepum

WOEHTNOUKATOP BAID_2

EU-35353-111111-001-123456-060514

MaeHTudukatop Ha HocuTerne gaHHbIX

(01)07665431234566(17)101231(10)XYZ

Matepuan Crekno Tvun | (Type | glass, ngeHtndmkartop m3 ctangapta MCO 11238)
AnbTepHaTUBHbLIA maTepuarn He ykasaH

dusnveckne xapakTepUCTUKN

BbicoTa 6,5 cm

BHewHun gnametp 2,5¢cm

HomuHanbHbIV 06beM 7,00 mn

Liset [Mpo3payHbin

YnakoBKa (KOMMOHEHT)

Tvn KOMMNOHEHTa Mpobka

Matepuan KOMNoHeHTa

bytnnoeas pesuHa (Butyl rubber, ngeHTudmkatop u3 craHgapta
MCO11238)

AnbTepHaTUBHLIM MaTepunarn KOMNOHEHTa

MponunenoBas pesnHa (Propyl rubber, naeHTndmkaTop n3 craHgap-
Ta MCO11238)

du3nveckne XapakTepnCcTHKN

BbicoTa 0,5 cm
BHewHun guametp 0,80 cm
Liset Cepbiti

Mpown3BeneHHbIV NPOAYKT

[MpounsBeaeHHas Ao3vpoBaHHasi hopma

CycneHaus ans aMynbscum

EavHuubl npegctaBneHmnst drakoH
KonnuecTBoO Npon3BegeHHOro NpoaykTa 0,5 mn
UHrpeaveHT

Ponb uHrpegneHTa AKTUBHbIV
Cy6cTaHuusa

KoHTponupyemas cybcTtaHums rpynnsl 2 A/Nevada/9/2009 (H1N1)v-like strain (Z-9992Z), dmpma Smith and Co
Mpu3Hak koHPUAEHUMANBEHOCTY He ykasaH
[rnanasoH akTMBHOCTM (NpeacTaBneHne) 3,75 mkr/0,5 mn
[rnanasoH akTMBHOCTU (KOHLEHTpaumsl) 7,5 mkr/1 mn
UHrpeaveHT

Ponb nHrpegrenTa Hanonuutens

KoHTponvpyemas cy6cTaHums rpynnol 3

Monucopbat-80, EBponeiickan dapmakonesi

[Mpr3Hak kKoHPUAEHUMANBHOCTN He ykasan
UHrpeaveHT
Ponb nHrpegrenTa Hanonuutens

KoHTponvpyemasi cy6cTaHums rpynnsl 3

OkTtokcuHon-10, EBponerickasi hapmakones

Mpr3Hak kKOHPUAEHUMANBHOCTH

He ykasaH
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WUHrpeameHTt

Ponb nHrpegnenTa HanonHuTtenb
Cy6eTaHuusi Tuomepcan
Mpr3Hak KoHPUMAEHLMANBHOCTU He ykasaH
WHrpepneHTt

Ponb nHrpegneHTa Hanonuutens

KoHTponupyemas cybcTaHums rpynnsl 3

Harpuii poccpopHokmcnbiii 6essoaHbiii (Na,HPO,), Esponeiickas
chapmakones

Mpr3Hak KOHPUAEHLMANBHOCTU He yka3saH
WHrpeaneHTt
Ponb nHrpegnenTa HanonHutenb

KoHTponupyemas cybcTaHums rpynnsl 3

XnopucTeivi HaTpui, EBponerickas hapmakonesi

Mpr3Hak KoHPUAEHLMANBHOCTU He ykasaH
WUHrpegmeHTt
Ponb nHrpegneHTa HanonHuTtens

KoHTponupyemas cybctaHums rpynns 3

XnopwcTelin marHui, EBponerickasn dapmakones

Mpr3Hak KOHPUAEHLMANBHOCTU He ykasaH
WHrpegneHTt
Ponb nHrpeguenTa HanonHutenb

KoHTponupyemas cybcTaHums rpynnsl 3

Bopa ans unbekumin, EBponetickasn dapmakones

Mpr3Hak KoHPUAEHLNANBHOCTU He ykasaH
YnakoBaHHas eguHMLa (KOHTelHep)
Tun ynakoBaHHOW eAuHULbI (KOHTelHepa) PnakoH

KonuuecTtBo ynakoBaHHbIX eauHUL (KOHTEVHEPOB)

1

WpenTndmkatop cepun

WMOEHTUNOUKATOP BAID_2

EU-35353-111111-001-123456-060514

VaeHTndmrkarop Ha HocuTene gaHHbIX

(09)067999441234588(25)108787(10)XYZ

Marepuan

Crexno tvin | (Type | glass, ngentudwmkatop n3 craHgapta UCO 11238)

AnbrepHaTUBHLIV MaTepuan

He ykasaH

MaeHTudmrkaTop Ha HoCUTene AaHHbIX

(01)07665777734566(17)101231(10)UVW

®dunanyecKkme xapakTepuCcTHUKM

Bbicota 2,5¢cm
BHewHwi gnametp 1,5 ¢cm
HomuHanbHbih 06bem 3,00 mn

Liset

Mpo3pauHbIn

YnakoBKa (KOMMNOHEHT)

Tvn KOMMNOHEHTA

Mpobka

Matepuan KoMNoHeHTa

Bytunosasi peavHa (Butyl rubber, ngeHntndukatop u3 craHgapra
nCO011238)

AnbrepHaTUBHLIV MaTepran KOMNOHEHTa

Mponunenosas pesvHa (Propyl rubber, naentndwmkarop ns crangap-
Ta NCO11238)

®dun3anyeckme xapakTepucTUKm

Bbicota 0,5cm
BHewHwii gnametp 0,80 cm
Liget lony6ow
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Mpon3BeaeHHbIN NpoayKT

MpouseegeHHas go3npoBaHHas opma Omynbens
EanHnubl npegcTaBnexHns dnakoH
KonnuyecTBO npon3BeaeHHOro npogykra 0,5 mn
WUHrpegneHTt

Ponb vHrpegneHTa AnbloBaHT
KoHTponupyemas cyb6ctaHums rpynnsi 1 ASO03
Mpu3sHak koHMAeHUMaNbHOCTU He yka3aH
WUHrpeanenT

Ponb vHrpegneHTa Hanonuntens

KoHTponupyemas cy6eTaHums rpynnsl 3

XnopucTeli kKanbumi, EBponerickasi hapmakones

Mpr3Hak KoHDMAEHLMANBHOCTU He yka3aHn
WUHrpeaneHTt
Ponb nHrpegvenTa HanonHuutenb

KoHTponupyemas cy6cTaHums rpynnsl 3

dochopHOKUCTIBIV Kanbuuii 6e3BoaHbIn, EBponerickasi hapmakornest

Mpu3sHak koHMWAEeHUMANBHOCTU He yka3aH
WUHrpeanenT
Ponb vHrpegneHTa Hanonuntens

KoHTponupyemas cy6eTaHums rpynnsl 3

XnopucTbiii HaTpvi, EBponerickas hapmakonest

Mpun3Hak KoHMAEHLMANBHOCTU He yka3aH
WHrpeaneHTt
Ponb nHrpegneHTa HanonHuntenb

KoHTponupyemas cy6cTaHums rpynnsl 3

Boga ans unbekuwnii, EBponerickas cdapmakonesi

Mpr3Hak KoHDMAEHUMANBHOCTU

He yka3aHn

MeavumHcKoe nanenue

Tvn nagenus

YCTPOWCTBO AJ151 NPUMEHEHUS!

ToproBoe HavMeHOBaHWe nagenvs He yka3saHo
KonuuecTtBo nagenuii 1

ApTykyn He yka3aH
Homep mogenun He yka3aH
Homep cepun He yka3aHn
Cpok rogHocTH He yka3aHn

Marepvan nagenus

Hepxagetowas crans (Stainless steel, nuaeHtndukartop n3 craHgap-
Ta NCO 11238)

AnbTepHaTUBHbLIA MaTepuan uagenusi He yka3aH
Mpr3Hak annepreHTHOCTU He yka3aH
Mpu3aHak cTepUIIBHOCTM CTepunbHoe
MpusHak HeobXxoaAMMOCTY CTepUIM3auum He yka3aHn
KpaTHOCTb NpvMeHeHust OpHopa3soBoe
HomeHknatypa nsgenui

MpeHTudukaTop HOMeHKnaTyphbl uDlI
HomeHknatypHbIi kog 123-Syr
WUpentndpmkatop cepum nagenus

Howmep cepuu 123-ABD
Cpok rogHoCTH 2016-12-18
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duanyeckne xapakTepuCcTUKN

BoeicoTa 3cm

Bec He ykasan
Mmybuna He ykasaHa
HomuHanbHbIl 06beM He ykasan
BHewHwni gnameTp 21G
Popma He ykasan
LiBet He ykasaH
Hagneuvatka He ykasana
W3o6paxeHue He ykasaHo
Opyrve xapakTepucTukm

CucTema KognpoBaHUs pyrvx XxapakTepucTuk He ykasana
3HaueHne gpyron xapakTepucTvku He ykasaHo

Cpok rogHoCTH / XpaHeHne

Tvn cpoka rogHoCTH

B opurmHaneHow ynakoBke

Mepnoa cpoka rogHoOCTH

2 roga

Ocobble NPeqoCTOPOXKHOCTI NPU XPaHEHUN

Temneparypa xpaHenus He Hnxe 2 °C n He Bbiwe 25 °C

JlekapcTBeHHbIN Npenapart

MpumeHsieman go3npoBaHHas opma

MHbeKLI,VIOHHaH 3MyIbCUA

EavHuubl npeactaBneHus

dnakoH

KonuyecTBo NpousBeaeHHOro NpoaykTa

0,5 mn

XapakTep1CcTHMKN NeKapCTBEHHOro npenaparTa

Cuctema KOAMPOBAHMUS XapaKTEPUCTMK rnekap-
CTBEHHOTO NMpenapara

KnaccndukaurnoHHasi cuctema ynonHOMOYEHHOIo opraHa

3HaueHne B CUCTEME KOAUPOBAHUS XapakTepu-
CTUK NEeKapCTBEHHOIO Npenapara

Bbuonoruyecknii npenapar, BakunHa

Mpon3sBeaeHHbIW NPOAYKT

[Mpon3BegeHHas go3nMpoBaHHas hopma

CycneHansi ansi aMynscum

EamHuubl npeacTaeneHns dnakoH
KonuuecTtBo npon3BegeHHOro npogykra 0,5 mn
UHrpeavenT

Ponb nHrpeguerTa AKTUBHbLIR

KoHnTponupyemasi cy6etaHuus rpynnsl 2

A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z), nponssogutens b

Mpu3Hak KOHOMAEHUNANBHOCTH

Na

Irnana3oH akTMBHOCTM (KOHLEHTpauusi)

3,75 micrograms/0,5 mn

WUHrpeanenTt

Ponb nHrpegueHTa

Hanonuutenes

KoHTponupyemasi cy6etaHuus rpynnsl 3

Monucop6ar-80, EBponelickas hapmakones

Mpu3Hak KOHOMAEHUNANBHOCTH He ykasan
WUHrpeaneHT
Ponb nHrpeguenTa HanonHutens

KoHTponupyemasi cy6etaHums rpynns 3

OkTtokenHon-10, EBponerickast chapmakonest

Mpu3Hak KOHOMAEHUNANBHOCTH He ykasan
WUHrpeaneHT
Ponb nHrpeguenTa HanonHutens
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Cy6cTaHums Tuomepcan
Mpwn3Hak KoHMUAEHUMANBHOCTH He ykasan
WHrpegnenT

Ponb wHrpegunenTa Hanonuntens

KoHTponupyemas cy6ecraHums rpynnel 3

Hatpuii chocchopHokucnbivi 6e3BogHbIi, EBponenickas hapmakones

MpusHak kKoHDUAEHUMANBHOCTH He ykasaH
WUHrpegneHTt
Ponb wHrpegunenTa Hanonwuntene

KoHTponupyemas cyb6ectaHums rpynnel 3

XnopucTbivi kanui, EBponerickasi hapmakonest

MpuaHak koHUAEHUMANBHOCTU He ykasaH
WUHrpepgneHTt
Ponb vHrpegneHnTa Hanonuntens

KoHTponupyemas cybectaHuma rpynnel 3

XnopwvcTeii mariun, EBponerickas dapmakonest

Mpu3aHak koHDUAEHUMANBHOCTU He ykasaH
WUHrpegneHTt
Ponb uHrpegueHTa Hanonuntens

KoHTponupyemas cybectaHumsa rpynnel 3

Boga anst uHbekumi, EBponerickasn dhapmakones

Mpu3aHak KoHUAEHUMANBHOCTU He ykasaH
WUHrpegmeHTt

Ponb uHrpegueHTa AObloBaHT
KoHTponupyemas cybectaHuma rpynne! 1 AS03
Mpu3aHak kKoHUAEHUMANBHOCTU He ykasaH
WUHrpegmeHTt

Ponb nHrpegveHTa Hanonnwtens

KoHTponupyemas cybecTaHumst rpynnsl 3

XnopucTeiti HaTpyi, EBponerickasn dapmakones

Mpu3sHak kKoHDUAEHUMANBHOCTU He ykasaH
WUHrpegnenT
Pone nHrpegnenta HanonHuntene

KoHTponupyemas cybctaHuums rpynnel 3

Harpwii chochopHokucnbin 6e3sogHbivi, EBponeiickas hapmakonest

Mpwn3Hak KoHDUAEHUMANBHOCTU He ykasan
WUHrpeaonenT
Ponb nHrpeaneHTa HanonHuutens

KoHTponupyemas cybctaHums rpynnel 3

XnopucTbivi kanui, EBponerickas hapmakonest

Mpwn3Hak KoHUAEHUMANBHOCTH He ykasan
WUHrpegnenT
Ponb nHrpeaneHTa Hanonuntens

KoHTponupyemas cybctaHums rpynnel 3

Boga ans unbekumin, EBponerickas dhapmakonest

Mpu3Hak koHDUAEHUMANBHOCTH

He ykasaH

Ha6op naentudmkatopo PhPID

PhPID_SUB_L1

7876567666 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z)

PhPID_SUB L2 7876567888 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) —
3,75 mkr/0,5 mn
PhPID_SUB L3 3232321121 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) —

WHBEKUMOHHasA aMynbCcus
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PhPID_SUB_L4

79 5749 3029 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z) —
3,75 mkr/0,5 MN — MHBLEKLUMOHHARA 3MYTbCUS

PhPID_SPSUB_L1

8432123456 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z), npo-
nagogutens b — AS03

PhPID_SPSUB_L2

7876567888 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z), npo-
naeogutens b — AS03 — 3,75 mkr/0,5 mn

PhPID_SPSUB_L3

5454321678 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z), npo-
nasogutens b — AS03 — MHBEKUMOHHAs aIMyTIbCKs

PhPID_SPSUB_L4

3431684358 — A/Nevada/9/2009 (H1N1)v-like strain (Z-999Z), npo-
nasogutens b — AS03 3,75 mkr/0,5 Mn MHbLEKUMOHHAs 3MYNbCUA

MpumeHseman ao3vpoBaHHas topma

MprmMeHaemast 4O3MpoBaHHas hopma

MHbeKkunoHHasa amynbeust

MprvmeHsemast go3npoBaHHas hopma

MpumeHsieman go3uposaHHasi popma

MyTbL BBeAeHMA

MyTb BBEAEHWSA

BHyTpUMBbIWEYHaN MHBbEKUMSA

TepaneBTHYeCKME NMOKA3aHUA

TeKkcT nokasaHui

Mpodunaktnka rpunna npu ocduumanbHo 06bABNEHHON NaHAEMWK
rpynna

AHue/gencTene»

Mokasanua B opme «3abonesanme/cumnrom/ | Fpunn
npoueaypa»

Cratyc 3aboneBaHus Mangemus
TepaneBTnyeckoe genicTeue Mpodunaktuka
Cpok/gnutenbHoCTb He ykaszaH
Cneundnka nonynsaumm He ykazana
Cneuundbmka apyron Tepanumn He ykazana
Mobo4vHoe gencTBne

Mo6o4Hoe penctere B hopme «cumnTom/cocTo- | NiumcageHonatun

YactoTta nposiBrneHnn

OudeHb yactas (>1/10)

Knaccudbukaums CUMMTOMA/COCTOSHUS/ Aen-

CTBUA

Hapywenus kpoBoobpawerus n numdoobpalweHusi

Mobo4vHoe gencTBne

MoGo4Hoe pgenctere B hopmMe «CUMMNTOM/COCTO-
AHue/gencTene»

BeccoHHuua

YactoTa nposiBrneHuin

Pepaxo ( ot 1/1 000 go 1/100)

Knaccudbmkaums CUMMTOMA/COCTOSIHUS/ Aen-

CTBUA

McuxnaTpuyeckne HapyweHus

Mobo4vHoOe aencTBne

MoGo4Hoe pgenctere B hopme «CMMNTOM/COCTO-
AHue/gencTene»

OKXMMO3 Ha MECTE UHBbEKUMN

YactoTa nposiBrneHnn

YacTas (ot 1/100 go 1/10)

Knaccudbmkaums CUMMTOMA/COCTOSIHUS/ e~

CTBUA

HapyweHunsa koxu n NoaKoXHON TKaHW

Mobo4yHoOe gencTBne

Mo6o4Hoe peincTtere B hopme «cumnTom/cocTo- | bonb
AHue/gencTene»

YactoTta nposiBrneHun 60,0 %
HNunana3soH Bo3pacTta 3-5 ner
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MpoTnBOnokasaHmA

MpotveonokasaHuss B dopme «3abonesaHuwe/ | AHadmnakTuieckasn (To eCTb YrpoXatowas Xu3Hu) peakumusa Ha nio-
cumnTom/npoueaypar Oble KOMNOHEHTbI 3TOW BaKUMHbLI UMK copaepXXawmecs B HeW ocTa-
TOYHbIE Cneabl SIUYHBIX U KYPUHbBIX MPOTEUHOB, oBanbbymunHa, dop-
manbgernaa, cynbdara reHTammuuHa u ae3okcmxonara HaTpusi

Craryc 3abonesaHus AHadmnakTnyeckme peakumm B aHamHe3se
ConytcTeyowee 3abonesaHne He ykasaHo
Cneundmka nonynsauummn He ykazaHa
Cneuuncmka apyron Tepanum He ykazaHa
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MpunoxexHue F
(cnpaBouHoe)

Cnucku knaccoB U aTpubyTos

Tabnwunua F.1—llekapcTBeHHOE CPEACTBO

Tvn gaHHbIX

ATpubyT Tvn paHHbIX MCO 21090

MpumevaHne/KoMMeHTapwi

Waentndmkarop MPID TekeT <|I>

KombuHunpoBaHHasi nekapcteeHHasi | MO v tepmmnb na UICO 11239 | <CD>
O031poBaHHasi opma

MepekpecTHas ccbinka Ha naeHTudu- | Teket <|I>
katop IMPID

MpuaHak gononHuTenbHoro monuto- | W 1 TepmnH na HC <CD>
pvHra

CrieumansHble Mepbl WO v tepmuH 3 HC <CD>

MpumevaHwun
1 N — naeHTncukaTop.
2 HC — HopmaTVBHBIV CrOBapb.

Tab6nwuuya F.2—Bepcus

ATpunbyT Tvn gaHHbIX Tun pgaHHbIx KCO 21090 MNpvmevyanne/kommeHTapwii
Hara Bepcun MomeHT BpemeHn <TS>
MaeHTudbmkarop Bepcum TekcT <llI>

Tabnwuuya F.3 — [JokyMeHT perCcTpaunoHHOro Aocke

ATpurbyT Tun pgaHHbIX Tun panHbIX UCO 21090 MpumevaHne/koMMeHTapwiA
HokymeHT dopmar aokymeHTa <ED>
UaeHtudmkatop pokymen- | Teker <llI>
Ta
Cpok BBOA4a AOKymMeHTa B | MomeHT Bpemenun <TS>
aencTeuve
Tun gokymeHTa na v repmud nz HC <CD>

MpumevaHun
1 N — naentndmkarop.
2 HC — HopmaTtuBHbLIN CnoBapb.

Ta6nwnuya F4 — Knaccudmkaums nekapcTBEHHOIO cpeicTea

AtpnbyTt Tun AaHHbIX Twn ganHbix NCO 21090

MNpvmevaHne/kommeHTapuii

3HaueHne u3 knaccuduka- | 3HaveHne m3 knaccudmka- | <CD>

TOopa Topa
Knaccudmkatop WpeHtudmkatop  knaccm-
chukaropa

B kadectBe uaeHTuduMKaTopa
Knaccudmkaropa uenecoo-
6pasHo ucnonb3oBaTbk OH6LEKT-
HbIt npaeHTmdukatop (OUA), a
3Ha4eHne 3ajaeaTb B dopme
napol «U n TepmmuH» 13 Knac-
cuchmkaTopa
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ATpubyTt Tvn AaHHbIX Twn ganubix UCO 21090 MpumevaHve/koMmeHTapuii
HanmeHoBanne Teker <ST>
YacTb aKTMBHOCTH Teker KomnoHeHT <EN>
YacTtb BpemeHn unu nepuoga Teker KomnoHeHT <EN>
Yacrtb 3anaxa Teker KomnoHenT <EN>
Yactb nagenus Teker KomnoHeHT <EN>
YacTb kOHTENHepa unu ynakoBKku Teker KomnoHneHT <EN>
YacTb HasHaueHus Teker KomnoneHT <EN>
YacTb Hay4yHOro HaMmMeHOBaHUA Teker KomnoHneHT <EN>
YacTb naTeHTOBaHHOIO HAMMEHOBaHWS Teker KomnoneHT <EN>
YacTe TOproeoro 3Haka wnv HaummeHoBaHusa | TekcT KomnoHneHT <EN>
npeanpusaTusi
YacTb nekapCcTBEHHON 403NPOBaHHON hopmbl | TekeT KomnoneHT <EN>
Yactb chopmyrbl Teker KomnoneHT <EN>
YacTb ueneson nonynsuum Teker KomnoHneHT <EN>
Tab6bnwunuya F.6 — CrpaHa/ A3bik
ATpnbyT Tvn gaHHbIX Tun gaHHbix NCO 21090 Mpvmevanne/kommeHTapwuii
CrpaHa WA v tepmun nz HC NCO <CD>
TeppuTopust lopUCOMKUNN W v TepmuH n3 HC <CD>
Asbik YA v Tepmun n3 HC MCO <CD>

MpumevaHunsn
1 N — vaeHTndukaTop.

2 HC — HopMaTUBHBbIN CNoBapb.

Tabnwuya F.7 — PeructpaunoHHoe yaoCTOBEpPeHUe

ATpnbyT Tun AaHHbIX Tun ganHbIx NCO 21090 MpvMedaHne/kommeHTapuii
[ara ctaryca peructpauyn | MoMeHT BpemeHu <TS>
Mepvog peicTemA WuTepsan Bpemenn (gga | IVL<TS> LlenecoobpasHo MCMNOnb30-
MOMEHTa BPEMEHU: Havanb- BaTb CneunduyHbIi  Noaeug
HbIW U KOHEYHBIN) ™MNa gadHHbiXx IVL<TS>, a
VUMEHHO, MMEIOWUIA KOMMOHEH-
Tol high n low
PernctpavumnoHHbIli HoMep TekcT <ll>
Cratyc pervctpauum MO v TepmuH n3 HC <CD>
CtpaHna A v TepmuH n3 HC UCO <CD>
FOpuaudeckuin ctatyc otnycka | MO v TepmuH s HC <CD>

MpumevaHun
1 U — noeHtndukatop.

2 HC — HopMmaTWBHBbIIN crioBapb.
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Ta6nwuuya F.8 —Mpoueayp

a perucrpaummn

ATpubyT Tun pgaHHbIX Tun pganHeIx UCO 21090 MpumevaHne/kommeHTapuii
Hara npouepnypsbl WuTepean Bpemenn (aBa Mo- | IVL<TS>
MEHTa BPEMEHU: HavarnbHbLIA U
KOHEYHBbII)
WaeHntudmkarop nnu Homep | Teker <|I>
npoueaypbl
Tun npoueaypbl ma v tepmun nz HC UCO <CD>

Mpumeyvanwns
1 Nl — naenTudmkarop.

2 HC — HopMaTMBHbIV CrOBapb.

Tab6nwuuya F.9— 3aseneHne o pervctpaumm nnv U3BMeHeHun perncTpauum

ATprbyT Tun AaHHBbIX Tun gaHHbIx UCO 21090 MpvmevaHve/KoMmMeHTapwiA
[arta 3asenenHus MOMEHT BpeMeHHU <TS>
MaeHTudbmkarop unm Homep | TekcT <|I>
3asBMNeHUsI
Twn 3asiBNeHus WO v tepmmH 3 HC <CD>

MpumevaHwunn
1 N — naeHTucukaTop.

2 HC — HopmaTHBHbIV CrOBapb.

Tabnuua F.10—Cratycp

ermcTpaumm

CKa Ha TeppuTopumn

ATpunbyT Tun AaHHbIX Tun gaHHbix UCO 21090 MNpymevanne/kommeHTapwii
Jllata Bbinycka {(npekpauwe- | Mntepan Bpemenn (agea | IVL<TS>
HUs1) MOMEHTA BPEMEHN: Haqarnb-

HbIW U KOHEYHBbIN)

PernctpaumoHHbii Homep TekeT <|I>
Crpana ma v repmun nz HC UCO <CD>
Tepputopus A v tepmub n3 HC <CD>
lOpuanueckuin cratyc orny- | W n tepmun nz HC <CD>

MpumMeyvaHus
1 N — naentndukarop.

2 HC — HOopMaTUBHBbIN CMOBapb.

Ta6nwuuya F.11 — MpegocraBneHne nepmoguyeckoro otyera no 6esonacHocTy

ATtpubyT Twn gaHHBbIX Tun gadHbix UCO 21090 MpvmMevaHne/kommeHTapuii
[arta GnokmpoBaHua gaHHbIX MomeHT BpemeHu <TS>
[lara otcueta MomeHT BpemeHu <TS>
Harta npegoctaBnexus MomeHT (MOMeHTbI) Bpemenn | <TS>
MexayHapogHas nata poxgeHns | MomeHT BpemeHnn <TS>
Yactota npepoctaBnenusi ot- | MosTopsiowuiica wHtepean | <PIVL_TS>
YeTa no 6e30nacHoOCTy BPEMEHMU
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AtpnbyTt Tvn paHHBLIX Tun aanHeix UCO 21090 MpumMevaHne/koMmmeHTapwii
Aapec Hetanu agpeca <ADD>
WaeHTtndmkarop Teker <lI>
HanmeHoBaHne Teker <EN>
Mpu3sHak koHdpugeHumansHocTy | W v Tepmun us HC <CD>

MpumeuvaHusn

1 N — npeHTMcukaTop.
2 HC — HopmaTuBHBbIN CnoBapb.

3OT1a ke CTpyKTypa AaHHbIX MPUMEHNMA K Knaccam «Bnapeneu permcTpaunoHHOro yaocToBEPEHUs», «YNONHOMO-
YeHHbIN opraH», «[Mponseogutens/npeanpusaTue»

Tabnunya F.13 — KoHTakTHOE NNUO

Atpunbyt Tvn paHHLIX Twn AaHHbIx UCO 21090 Mpumeyanne/KoMMeEHTapWUiA
Mpu3Hak koHpugeHumansHocTy | O n TepmuH ns HC <CD>
Ponb A v tepmmu ns HC <CD>
TenekommyHMKaUMoHHbIN agpec | Netann TenekommyHukaum- | <TEL>
OHHOrO agpeca
Pamunus, Umsi, OTHECTBO Tekct <PN>
MpumeyvyaHus
1 N — vaeHTncukaTop.
2 HC — HopmaTuBHBbIl CroBapb.
Ta6nwuua F.14 — Ipyroe mecToHaxoxaeHne
ATpubyT Tun paHHbIX Twn faHHbIX UCO 21090 MNpumMeyaHne/KoMMmeHTapuii
Anpec MecToHaxoXaeHus Hetanu agpeca <ADD>
Waentudurkarop TekcT <|I>
Ponbe mectoHaxoxaeHus A v Tepmun nsa HC <CD>

MpumevaHunsn
1 N — vaeHTndpukaTop.

2 HC — HopmaTuBHbIN CrOBapb.

Ta6nwunuya F.15— pouasoactBeHHas onepauums

ATpnbyT Tun gaHHbIX Tun gaHHsix NCO 21090 MpvmMevaHne/koMMeHTapui
[arta Havana gencTeus MomeHT BpemeHn <TS>
Homep nuueHsnn Ha capmaueBTude- | TekcT <>
CKY10 AesATeNbHOCTb
Mpr3Hak KoHMUAEHUNANBHOCTH MO v TepmuH n3 HC | <CD>
Tvn onepauun MO v TepmuH n3 HC | <CD>

MpumevaHunsn
1 N — vaeHTndukaTop.

2 HC — HopmaTuBHBbI CrOBapb.
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Tabnunya F.16 — YnakoBaHHOE NekapCcTBEHHOE CPpeacTBO

ATpubyT Tvn gaHHbIX Tun ganHeIx UCO 21090 MNpvmeyanne/kommeHTapwii
WaenTtudmkarop PCID Tekct <>
OnucaHue ynakoBku TekeT <ST>

Tabnwuuya F.17 — YnakoeaHHasi eguHuLa (KOHTEWHEP)

(koHTelHepa)

ATpunbyT Tun paHHbIX Twn panHeIx MCO 21090 MpumevaHne/KoMMeHTapwii
AnbrepHatuBHbIV matepuan | W4 v TepmuH ns HC <CD>
KonuuectBo ynakoBaHHbix | Konudectso (dunanueckoe) | <PQ>
eauHuL (KOHTEHepoB)
Matepuan MO v tepmuH 3 HC <CD>
Tun ynakoeaHHoW egunnubl | M v Tepmunb ns HC <CD>

MpumevaHwunsn
1 MO — vaeHTndukaTop.

2 HC — HopmaTuBHbIV COBapb.

Tabnwuuya F.18 — WMaeHTudukatop Ha HocuTene gaHHbIX

ATpnbyT Tun AaHHbIX Tun panHeIx MCO 21090 MpvMeyaHne/koMMeHTapuii
Cuctema koanpoBaHus | MgeHTncbukaTop <CD> B kauecTBe uaeHTMUKATOPA CUCTEMbI KO-
KnaccucumkaTopa OUpOBaHUs MAEHTUGHUKATOPOB HA HOCUTE-
3Havenme kona L ——— nAX AGHHbIX uenecoobpa3sHO MCNONbL3OBaTb
cndmkaTopa o6bekTHbIn geHTMdukarop (OUA), a 3Ha-
YeHuve 3agaBaTtb B hopme napbl «M[ n Tep-
MUWH», B3SITON U3 CUCTEMbI KOQUPOBaHWUsI
Tab6nwnua F.19 — UaeHTudukarop cepum
ATpubyT Tun gaHHbIX Tun gaHHbix UCO 21090 MNpvmeyanne/kommeHTapwuii
Mapentndmkarop BAID 1 TekeT <|I>
WaeHntudpmkatop BAID 2 Teker <|I>
Ta6nuuya F.20 — YnakoBka (KOMMNOHEHT)
ATpnbyT Tvn gaHHbIX Tun gaHHbIX NCO 21090 MpvMevaHne/KOMMeHTapuii
AnbrepHatuBHbIi maTtepuan | WO v Tepmnb nz UCO 11238 | <CD>
KOMMOHEHTa
Martepuan komnoHeHTa A v repmny n3 NCO 11238 | <CD>
Tvn KOMNOHEHTa A v tepmuH sz HC <CD>

MpumevaHun
1 N — naentndukarop.

2 HC — HopMaTUBHbIV COBapb.
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Tabnwuuya F.21 — NMpebbiBaHne Ha nonke / XxpaHeHue

ATpunbyT Tun QaHHbIX Tun panHLIX VCO 21090 MpvmevaHve/KoMMeHTapwii

Ocobble  npegocTopoxHo- | O v TepmuH na NCO 11238 | <CD>
CTV NpU XpaHeHun

Mepvog npebbiBaHnst Ha | BpemeHHow nHTepBan <PQ> «KonuuectBo» BpeMeHu
nonke
Tun npebbiBanus Ha nonke | U v Tepmun n3 HC <CD>

MpumMeyvaHus
1 N — naentndukarop.
2 HC — HopMaTMBHbIV CNoBapb.

Ta6nuua F.22 — MeauunHckoe nsgenve

Atpnbyt Tvn gaHHbIX Tun gaHHsix NCO 21090 MpvmevaHve/KoMmMmeHTapwii
AnbTepHaTUBHBIN MaTepran | N v tepmmH ns UCO 11238 | <CD>
nagenuvs
ApTukyn TekeT <ST>
KonunuecTtBo nagenuii 3HaveHne <PQ> «EguHnuamn  namepeHmsa»
JOMnXHa 6bITb «eguHuLa»
KpaTtHocTb ucnone3sosanust | O v tepmmH n3 HC <CD>
Matepwuan wagenus WO v tepmuH n3 NICO 11238 | <CD>
Homep mogenn TekcT <ST>
[Mpu3Hak annepreHTHOCTH WO v tepmmH 3 HC <CD>
MpuaHak  HeobxogumocTty | MO n Tepmmn n3 HC <CD>
cTepunusaumm
Mpu3Hak cTepunbHOCTU na v tepmuH n3 HC <CD>
Tvn nsgenus A v tepmud ns HC <CD>
Toproeoe  HavmeHoBaHue | TekcT <EN>
n3genus

MpumevaHnuns
1 W — naentndukarop.
2 HC — HopMaTUBHbIN CNOBapb.

Ta6nwnuya F.23 — HomeHknatypa usgenvn

Atpnbyt Tun AgaHHbIX Tun pannbix UCO 21090 MpumevaHve/koMMeHTapuii
WaeHntucmkarop HomeHkna- | MaeHtndukarop <CD> B kauectBe mnaeHTudurkatopa HOMEH-
Typbl knaccudmkaropa Knatypbl usgenuii  uenecoobpasHo
HoMeHKnaTypHbIii Koz, 3nauenne U3 Knac- Mcrnonb3oBaTe OGBLEKTHBIN MAeHTUdK-

katop (OUL), a sHaueHne 3apasartb B

cucbmkartopa
dopme napel «MI n TepMuH» u3 knac-
cndmkaTopa
Tab6nuuya F.24 — UaeHtudukatop cepum usgenusi
Atpunbyt Twn gaHHbIX Twn gaHHeix NCO 21090 Mpvmeyanne/kommeHTapui
Homep cepumn TekeT <ST>
Cpok rogHOCTH MoMeHT BpemeHun <TS>
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Tab6nwuuya F.25—NponsseaeHHbii NpogykT

AtpnbyT

Tvn gaHHbIX

Tun aaHHbIX MCO 21090

MNpvmevarne/kommeHTapwi

EavHuubl npeactaBneHus

WA v tepmuH ns CO 11239

<CD>

KonunuecTtBo
HOro NPoAYKTa

npon3seaeH-

Yucnoeoe 3HaueHne ¢ eau-
HULaMKU U3MEPEHUSsI

<PQ>

Mpon3eepeHHas
BaHHasi chopma

403npo-

YA v TepmuH ns CO 11239

<CD>

MpumevaHunsn
1 N — naeHTucukaTop.

2 HC — HopmaTKBHBbI/ CnoBapb.

Ta6nunuya F.26 — dnsndeckne xapakTepucTuku

ATpubyT Tun OaHHbIX Tun aaHHeix NCO 21090 MNpumeyaHne/koMmeHTapuin
Macca Uncnosoe 3HaveHwe ¢ egu- | <PQ>
HULAMU U3MEPEHUSA
BHewHuit gnameTtp Uncnosoe 3HaveHue ¢ egu- | <PQ>
HULAMU U3MEPEHUSA
Buicota Uncnosoe 3naveHue ¢ egu- | <PQ>
HULAMU U3MEPEHUSA
Mny6una Uucnosoe 3Hauenne ¢ eau- | <PQ>
HULAMU U3MEPEHUSA
3o6paxeHue dopmat nsobpaxeHus <ED>
Hagneuarka TekcT <ST>
HomuHaneHbI 06beM Uucnosoe 3HaueHve ¢ egu- | <PQ>
HULAMUW U3MEPEHUSI
dopma WO v Tepmub na HC <CD>
Uget O v TepmuH n3 HC <CD>
Wupuna Uucnosoe 3Hauerne ¢ egu- | <PQ>
HULAMKW U3MEPEHUSI
Tabnwuua F.27 — [Ipyrne xapakrepucTukm
Twvn gaHHbIX .
ATpUByT Tvn gaHHbIX YCO 21090 MpumevaHve/kommeHTapuia
3HaueHne apyrol xapakre- | 3Hauenne 3 knaccuduka- | <CD> B kavecte wupeHTucukaropa cu-
pucTUKM Topa CTeMbl KOOUPOBaHUSI XapakTepucTUK
C y, puiaro LenecoobpasHo mcrnonb3oBatb 06b-
MCTeMa KOaMPOBaHUS Apy- ,quT(l;I avu( TOp  Knaccu- eKTHBI MaeHTdbnkatop (OWA), a
TMX XapakTepucTuk ¢ukarop 3Ha4eHWe 3agaBaTb B (HOopMe napbl
«M0 v TepmnH» 13 knaccudmkarTopa
Tabnuuya F.28 — UHrpeanenT
ATpubyT Tvn gaHHbIX Tun aaHHbIXx MCO 21090 Mpuymeuanne/kommeHTapui

Ponb nHrpeavenTa

I YA v TepmuH n3 HC

|<CD>

MpumevaHunn
1 N — vaeHTncukaTop.

2 HC — HopmaTHBHbIV CrOBapb.
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ATpnbyT

Tvn gaHHbIX

Tun aaHHbIX NCO 21090

MNpumMeyaHne/KoMMmeHTapuin

Cy6cTaHums

| 0 v repmun na MCO 11238 | <cD>

MpumevaHuns

1 MO — voeHTndukaTop.
2 HC — HopMaTUBHBIN CroBapb.

Ta6nwuuya F.30 — KoHTpo

nupyemas cybctaHumn

HOCTH

ATpubyT Tuvn paHHbIX Tun gaxHbIx MCO 21090 Mpvmevanne/kommeHTapwii
lMpynna  koHTponupyemeix | WO v TepmuH ns HC <CD>
cy6CTaHumi
KoHTponupyemas cy6eTanums | MO v tepmuH ns UCO 11238 | <CD>
MpusHak koHcbuaeHumans- | MO v TepmmH n3 HC <CD>

MpumevaHun

1 M — noeHTndukatop.
2 HC — HopMaTUBHBIN CINoBapb.

Tabnwuuya F.31 — AKTMBHOCTb

ATpubyT Tun gaHHbIX Tun aavHbix UCO 21090 MNpuvMeyaHne/KoOMMeHTapwii
OnanasoH akTMBHOCTW | [nanasoH oTHoweHwuit  (cpuam- | RTO <PQ,PQ>
(koHUeHTpauus) YecKnx) KonuyecTB {(uucnurtens/

3HameHarternb)
InanasoH akTMBHOCTM | [lnanasoH oTHoweHuin (¢wmam- | RTO <PQ,PQ>
(npeacTaenexue) YECKMX) KONMUYECTB (umcnurerns/
3HameHarensb)
MecTo namepenus TekcT <ST>
Crtpana na v tepmud nz HC UCO <CD>
MpumeyvaHuns
1 WA — npeHTndmkarop.
2 HC — HopMaTMBHbIN CroBapb.
Tab6nunua F.32 —PedepeHTHasa akTUBHOCTb

ATpnoyT Tun gaHHbIX Tun ganHBIX UCO 21090 MpumeyaHne/KoOMMeHTapuit
Ivanason  pedbepenTHON | InanasoH oTHowewwit (¢u- | RTO <PQ,PQ>
aKTMBHOCTU 3UYECKUX) KONU4ecTB (4mc-

nutens/ 3HameHarerb)
Mecto wu3mepenus pede- | TekcT <ST>
PEHTHON aKTUBHOCTU
PedepenTtHasn koHTponuvpy- | U n Tepmun n3a UCO 11238 | <CD>
emasi cyberaHuus
PedepenTthas cyberaHums | U n tepmmnn na UCO 11238 | <CD>
CtpaHa pedepeHTHON ak- | MO n TepmuH na HC NCO <CD>
TUBHOCTM

MpumevaHunsn

1 N — vaeHTndukaTop.
2 HC — HopmaTuBHbIN CrOBapb.
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Tabnwnua F.33 — lekapcTBeHHbIV npenapart

ATpubyT Tvn gaHHbIX Tun gaHHbix NCO 21090 MNpvmeyanne/koMmeHTapui

Eovnnubl npeactaenenus A v tepmun n3 UCO 11239 | <CD>

KonuuecTteo nekapcteeHHo- | Yncnoeoe 3Havenune ¢ egu- | <PQ>
ro npenapara HUUaMN N3MepeHus

Mpumensiemas goauposa- | O v TepmuH nz MCO 11239 | <CD>
Hasi hopma

MpumevaHunn
1 N — naeHTncukaTop.
2 HC — HopmaTKBHBbIl CrOBapb.

Tabnwuuya F.34 —lMytb BBEAeHus

ATpnbyT Tun AaHHBbIX Tun gaHHbIx NCO 21090 MpvMeYaHne/kOMMeHTapuii

[MyTe BBEAEHMA | MO v TepmuH ns MCO 11239 | <CD>

MpumevaHwun
1 N — naeHTncukaTop.
2 HC — HopmaTKBHBbIl CrOBapb.

Tab6nwnuya F.35 — XapakrepucTvkv nekapcTBEHHOIO Npenapara

ATpnbyT Tun AaHHbIX Tun panHbIx NCO 21090 MprmevaHne/koMmmeHTapuii
3Havenne B cucteme | 3HaveHue n3 | <CD> B kauectBe maeHTMUKATOpa CUCTEMbI KO-
KOOVPOBaHUSA  XapakTe- | knaccudumkaropa OVPOBaHWs XapaKTepuCTUK LenecoobpasHo
PUCTUK NEeKapCTBEHHOro WCMNomb30BaTh OOBLEKTHLIM MAEHTUdUKaTOP
npenapara (OWN), a 3HaqeHne 3agaBatb B hopme napel

«Ml v Tepmun» 13 knacendukaropa

Cuctema KoavpoBaHusi | MUaeHTudukarop
XapakTepucTMK  nekap- | knacecudmkartopa
CTBEHHOrO Mpenapara

Ta6nwuuya F.36 —Habop naentndukaropos PhPID

ATpubyT Tun paHHbIX Twn gaHHbix NCO 21090 MpvmevyaHne/kommeHTapui

HaGop nageHtudukatopos PhPID | Teker <li>

Ta6nwnuya F.37 — TepanesTnueckne nokasaHus

Twvn aaHHbIX .
ATpunbyT Tun AaHHbI
puby a X UCO 21090 Mpymevanne/kommeHTapwuii
Mokasanus B hbopme «3abone- | MO v TepmnH n3 HC <CD>
BaHWe/cumnTom/npoueaypa
Conytcteytowee 3abonesanve | N v TepmuH nz HC <CD>
Cpok/gnuTenbHoOCTb WHTepean Bpemenu (aea | IVL<TS> KoHLubl MHTEepBana MoryT ObITb OTKpPbITbI-
MOMEHTa BPEMEHU: Ha4anb- MKW, OTO MOXHO yKa3aTk C MOMOLLbIO Che-
HbI U KOHEYHBIN) LUManeHOro npu3Haka nycroTbl 3MemeH-
ToB low 1 high Tvna ganHbIx IVL<TS>
Cratyc 3aboneBaHus YA v TepmnH n3 HC <CD>
TekcT nokasaHwm Teker <ST>
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Tvn aaHHbIX .
ATpubyT Tvn AaHHbIX UCO 21090 Mpymevanne/kommeHTapwi
TepaneBTudyeckoe aencrene na v tepmmd n3 HC <CD>

MpumevaHun
1 N — naeHTncukaTop.
2 HC — HopmaTHBHbIV CrOBapb.

Tabnwuuya F.38 — MpoTtneonokasaHus

ATpubyT Tvn AaHHbIX Tun panHbix UCO 21090 MpvMevaHne/koMMeHTapuii
MpotuBonokasaHus B hopme «3abo- | M v TepmuH ua HC | <CD>
nesaHuve/cumntTom/npoueaypar
ConyTtcrByowee 3aboneeanvne MO v tepmuu 13 HC | <CD>
Crartyc 3aboneBaHus MAa v tepmud u1a HC | <CD>
TekcT npoTBONOKa3aHUN Teker <ST>
Mpumevannsn
1 N — naentndukarop.
2 HC — HopMaTMUBHbIN CNOBapb.
Ta6nunua F.39 —lNobovHoe gencreune
Atpnbyt Twn gaHHbIX Twn gaHHbix UCO 21090 Mpvmevanne/koMmeHTapwii
Knaccudukaumsi cumntoma/ | O v TepmmH ns HC <CD>
COCTOSIHWSI/AENCTBUSA
Mo6ouHoe pelicTeue B hop- | O u TepmuH nz HC <CD>
Me  «cuMmnTom/cocTosiHme/
aenctene»
TekeT noboyHoro genicTBust | TEKCT <ST>
YacToTta nposiBneHuin MO v TepmuH na HC <CD>

MpumevaHus
1 N — vaeHTncmkaTop.
2 HC — HopMaTMBHBIN CNoBapb.

Tab6nwnuya F40 — Crneuunduka nonynsiuum

HUWS 300POBbA

ATpnbyT Tun gaHHbIX Twn gaHHeix MCO 21090 MNpvMevaHne/koMMeHTapuii
BospactHas rpynna | A v Tepmub s HC <CD>
InanasoH Bo3pacta | WHTepsan Bpemenn (aga | IVL<TS> KoHubl MHTepBana moryT ObiTb OT-
MOMEHTa BPEMEHU: Hauvarb- KPbITbIMU. 3TO MOXHO YyKasaTb C
HbIA Y KOHEYHBIW) NMOMOLbIO CNeunanbHOro npu3Ha-
Ka nycToTbl anemeHToB low u high
TMna gaHHbix IVL<TS>
Mon O v TepmuH n3 HC <CD>
Paca MO v TepmuH n3 HC <CD>
Cneumnchmka coctosi- | MO n TepmuH n3 HC <CD>

MpumevaHunsn
1 N — vaeHTndMKaTOp.
2 HC — HopmaTuBHBbIM CrOBapb.
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Tab6nunuya F41— Crneuuduka gpyrov Tepanvm

ATpnbyT Tvn gaHHbIX Tun pganHbIX UCO 21090 MpvMeYaHe/KoMMeHTapwiA
INekapcTBO A v TepmuH ns HC <CD>
Tvn cBsI3M ¢ Tepanuen O v TepmuH n3 HC <CD>

MpumevaHns
1 N — naeHTnbmkarop.
2 HC — HopmaTMBHbIV CNoBapb.

Tabnwua F42 — B3anmogenctene

ATpunbyT Tvn AaHHbIX Twn gaHHbIX MCO 21090 MpvMevaHe/KoMMeHTapwiA
KoHTponb Bzaumopgevicteus | O v TepmmH ns HC <CD>
Onwucanwue Bzanmogericteust | U v TepmuH n3 HC <CD>
Tvn B3anmMogencTeus TekeT <ST>
Yactota  BcTpedaemocty | O v TepmuH n3 HC <CD>
B3anMogencTeus
Odbdekt Blaumogenicteua | U v tepmuH n3 HC <CD>

MpumevaHunsn
1 N — naeHTucukaTop.
2 HC — HopmaTHBHbIV CrOBapb.

Tab6nunuya F43 — BaanmogencTByOWMIA areHT

Tvn gaHHbIX .

ATpunbyT Tvn aaHHbIX UCO 21090 MprmevaHne/kommeHTapui
Kog B3aumopgencTtByiowero | 3Havyenne mu3 knaccu- | <CD> B kauectBe nageHTMcunkaTopa cuctembl KOgUPO-
areHTa cdukaropa BaHMsl B3aMMOZENCTBYIOWMNX areHToB Leneco-

Cuctema kogupoBanusi B3au- | igpeHTndmkartop
MOZAENCTBYIOWUX areHTOB knaccudmkaropa

06pa3Ho ucnonb3oBaTh 0OBLEKTHLIN naeHTun-
karop (OW[]), a sHadeHwe 3agaBaTtb B copme
napbl «J1 u TepmuH» U3 KnaccudukaTopa

Tab6nwnuya F44 — Mccneayemoe nekapcTBeHHOE CPeacTBO

ATpubyT Twvn gaHHbIX ngoﬂ;%;g MpumMesaHne/KoMMeHTapui
Maentndmkarop IMPID TekeT <>
Koa npogykra y crioHcopa Teker <ST>
Koa npoaykTta y ynonHomo4yeHHoro opraHa | Tekct <ST>

KombuHupoBaHHasi nekapcTBeHHasi J03u-
poBaHHas hopma

A v Tepmnb ns NCO 11239 | <CD>

[MepekpecTHas ccbinka Ha ngeHtTudmkarop | Tekct <>
MPID
[Mpr3Hak neguaTpruYeckoro nekapcTea WO v tepmuH n3 HC <CD>

Mpumevanwnn
1 N — naenTncdukarop.
2 HC — HopMaTMBHbIM CNOBapb.
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ATpurbyT Tvn gaHHbIX Tun gaHHbIX NCO 21090 MpumevaHwe/koMmMeHTapuiA
Hara paspelweHusi MomeHT BpeMeHm <TS>
Kog necneposanust TekeT <ST>
Homep npoTokona TekeT <|I>
Oxunpgaemas garta 3apepweHnsi | MoMeHT BpemeHu <TS>
PerncrpavumoHHbIii HoMep TekcT <|I>
Ctpana O v TepmunH s HC <CD>

MpumevaHn

nA

1 N — vaeHTndukaTop.
2 HC — HopmaTuBHbIN CroBapb.

Tabnwuuya F.46 — MecTHoe pa3spelueHne Ha NPOBeAeHUE KNMMHUYECKOrO NCCreaoBaHus

ATprbyT Tun gaHHbIX ngo":‘g:'g;g MpumevaHve/koMMeHTapuii
MecTHas aaTa paspelleHusi MomeHT BpemeHu <TS>
MecTHas oxunpgaemas garta 3aeeplieHnsi | MoMeHT BpemeHu <TS>
MecTHbIN Koa nccnegoBaHus TekcTt <ST>
MecCTHBIN permcTpaunoHHbIl HoMep Knu- | TekeT <ll>
HUYECKOro NCCnegoBaHns
Tepputopus ma v tepmuH na HC | <CD>

Mpumevan

ns

1 N — naenTndukartop.
2 HC — HopMaTUBHbIV CNOBapb.

Tab6nwunuya F47 — NMpepocraBneHne otyeta no 6e3onacHOCT NeKapCTBEHHOro cpeacTea

HOCTb neveHust

UMPUIHBIN
IVL<TS>, a UMeHHO, UMeIoLLUIA KOMMNO-
HEHT center

ATpunbyT Tun gaHHbIX Tun gaHHeix UCO 21090 MNpvmMevaHue/kommeHTapuii
Hara 6nokmpoBaHust gaHHbIX | MOMEHT BpemeHn <TS>
Hara orcqeta MomeHT BpeMeHn <TS>
Hatel npegocTasnexusi MoMEHT (MOMEHTLI) BpemeHn | <TS>
MexayHapoaHaa pgata pox- | MoMeHT BpeMenu <TS>
AeHnn paspaboTtkm
Yactota npegoctaBnenus | Moetopawowmiica  uuTtepsan | <PIVL_TS>
OBJIC BpEMEHN
Ta6nwunuya F.48 — [loanpoeka v nyTb BBeAEHUA
Twn gaHHbIX .
ATpunbyT Tun gaHHbIX UCO 21090 MprvMevaHne/kommeHTapuii
MakecumanbHast  gnutens- | MHTepean BpemeHn IVL<TS> Llenecoo6pa3Ho wucnonb3oBatb cne-

noaBua TuMa  AaHHbIX
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Oxonyarue mabnuuye! F.48

MpumevaHusn
1 MO — vaeHtndukatop.

2 HC — HopmaTuBHbIN crioBaps.

Tun gaHHbIX .
AtpnbyT Twn gaHHbIX MCO 21090 MpumeraHne/KOMMEHTapuiA
MakcumansHas no3a 3a ne- | [inanason otHowenwi (u- | RTO <PQ,PQ> | B ka4ecTse eguHUL M3MEPeHUs B 3Ha-
PMIOA NeveHms 3UUECKMX) KONMYECTB (MMC- MeHaTene JOMmkHbl ObITh yKkasaHbl eau-
nutens/ 3HameHaTenb) HILIb! BpEMEHN
MakcumansHas pasoBas | Uncrnosoe 3HaueHue ¢ egu- | <PQ>
Aosa HULaMW U3MepeHns
MakcumaneHas  cyTouHas | Yucnosoe snavenme ¢ egu- | <PQ>
Josa HULAMMW U3MEpPEHUs]
Mepsas go3a ans venoeeka | Yucnosoe sHavenme ¢ eau- | <PQ>
HULAMW U3MEPEHUS]
MyTb BBEAEHUS! WO v TepmmH n3 UCO 11239 | <CD>
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MpunoxeHne G
(cnpaBo4HoOe)

Mpumep peanusauun MHEOPMALUKN O IeKAPCTBEHHOM CpeacTBe

G.1 CornaweHnsa o6 nmeHoBaHuM

Hwxe onucaHbl cornalleHus, ucnosib3yemble A5 UMEeHOBaHUsI CyLLHOCTel M aTpubyToB B AnarpaMmax npumepa
peanusauuu.
Ana MeH TexXHNYecknx NOHATUIA (CyWHOCTER) NPUHATLI CeaytoLwme cornalleHns:
- MeHa MOHATUIA HAauYMHAOTCA C NMPOMUCHON BYKBbI, KaK B 3arnasuu;
abbpeBunaTypbl U COKpaLLeHUs 3anucaHbl BCEMU MPOMUCHBIMU GyKBaMM;
C/10Ba B UMEHax CYyLLHOCTen pasfensiTcsa npobesiom;
- MeHa MOHATUIA He cogepxaT Ludpbl un nobble cneunanbHble cCMMBO/bI (KpOMe npobena);
- UMEHa CNM1CKOB KOHTPO/IMPYEMbIX TEPMUHOB cogepxat cydhdmke «CKT»;
- UMEHa NOHATWIA 3anncaHbl B eANHCTBEHHOM 4YuC/e (C HEKOTOPbIMW UCK/THOUYEHNSIMMU).
[ns nveH atpnbyToB MPUHATLI CNeaytolmMe CornalleHus:
- MeHa aTpubyTOB 3anucaHbl CTPOUYHbIMK BykBamu;
abbpesunaTtypbl 1 COKpaLLEHUs 3anucaHbl CTPOYHbIMK ByKBaMW;
C/ioBa B MMEHax aTpubyToB pa3gensoTcsi npobenom;
MMeHa aTpubyToB He cofepxart umdpbl Uav nobble cneynanbHble CUMBOSbI (KpOMe npobena);
- KaXApliA CN1COK KOHTposimpyemMbix TepMmHoB (CKT) npeAcTaBnieH kak 3anofiHuTe b, UMeLWwnii TobKo ABa aTpu-
oyTta (ngeHTuhrkaTop TEPMMHA 1 HOMEP NEpPecMoTpa), a UMEHHO:
- MAEHTUAIMKATOP TEPMUHA: «Uf TEPMUHE»;
- HOMep nepecMoTpa: «HOMep nepecmoTpa.

G.2 Pernctpauua nekapcTBeHHOro cpeacrtsa U iMLeH3npoBaHne nponM3sBoacTea

Cne,u,yrou.l,aﬂ AnarpaMmmMa CoepXuT CyWHOCTU, OTHOCAWMECA K permcrtpaynm nekapCctBeHHOro cpegcrtea v IMLEeH-

3npoBaHNO npon3soacTBa.
HOpuamyeckuii ctaryc noctaskm CKT

on
naTepMmHa 0 —
HOMep repecMoTpa
oa5 og Q
JIMLEeH3MpoBaHe NPOV3BOACTBA n KT
Q1. Homep nvLeHanA on pYi3HaK KOH(UAEHLMANBHOCTU
|.0 -04 wvpTepmuna
[iaTa pervicTpaLyn IMLEeHsnm
o Of  Homep nepecmoTpa
CpOK BBOAA B/eiCcTBYE
3asBnieHne Ha peructpaumio JIC Tun 3asBneHmna CKT
PermcTPaLVoHHbIVi HOMep 3asB/eHNs! }O mmmmem 4 U TEDMUHA MeCTHbIN
fata 3asBnieHus 1A Homep nepecmoTpa OPUANYECKUT
cTarTyc nocTaBKu
]ﬂ. v on
Qn Cratyc peructpaummn
PervcTpaumoHHas npoLeaypa Twvin npoueaypbl CKT MECTHbIA PErvcTPauvoHHbIV HoMep
HOMEp npouieaypbl | To Y — b VA TEPMMHA flaTa Havaia AevicTBIS pervcTpauyv
[Aata npoueaypbl 171  Homep nepecMoTpa /AaTa KOHL|a AefCTBIS pervcTpaLim
TePPUTOPUS OPUCAVKLIN
$0n
an n S Peructpauys JIC
NexapcTeeHHoe cpefcteo  OA PEMCTPALWOHHEIA HOMED 14
[fiaTa cTatyca pervictpaLum
naeHTndmKaTop mpld
AeHTAGD b mp On [flaTa Havana AeicTens perucTpaumm
[flaTa KoHLia ielicTBIA peructpaumm
YnakoBka on ? on on
naeHTvdMKaTop peid . on, Craryc peructpaupmn CKT
- Vg TepMUHA
pa3smep ynakoBkun
On  onucanvie ynakoku *tomop nepecmoTpa
MOoB/C
CrpaHa CKT
yacToTa NpeAcTaBeHns
na TepMmMHa
MeX[lyHapoAHas Aata pPoXKaeHUs lﬂ- HoMep riepecoTpa

fiata otcyeta
fiata 6/10K1POBaHNS AaHHBIX
'

LnA-
Jata npegocTtasneHuns MOBJIC

fAata npeAocTasieHna Noésc

PucyHok G.1 — Mpumep CTPYKTypbl 6a3bl JaHHbIX perncTpaynm n1eKkapcTBEHHOTO cpeacTBa
1 NULEH3NPOBAHUSA NPON3BOACTBA
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G.3 JlekapcTBeHHOEe CcpeAcTBO

Ha I'IpVIBeﬂ,eHHOVI HWXe gnarpamme nokasaHbl CYyWHOCTU onncaHnA nekapCTtBeHHOro cpeacrtea, BK/IlOYaA UOEHTU-
Cbl/IKaTOpr, HanmeHoBaHNA N BEPCUIO.

Knaccudmkaumsa cpegctsa CKT on
ng TepmumHa o -
HOoMep nepecmoTpa

Kopg ATX CKT on

na TepMumHa K > -
HOMep nepecmoTpa

pnep P 3aperncTpupoBaHHas

KOMO6UHUpoBaHHas

JlekapcTBeHHasa fo3npoBaHHas copma CKT [03MpOBaHHas opMa
ng TepMuHa 4—
HOoMep nepecmoTpa 14

KOpupgmnyeckuii ctatyc noctaskm CKT
ng TepMuHa y

HOMep nepecmoTpa 11

Oco6ble npefocTopoxHocT CKT
ug TepMUHa 10

HoMep nepecmoTpa o4

[pn3Hak MOHUTOPUHTa
ng TepmmHa —
aTep 70 %o,n SRO,n p_o,n Q0o,n O O,ngo,n

Mponssoautens
HOMep nepecmoTpa oA JNlekapcTBEHHOE CPeacTBO K P A

>
. Of, Bnageneuy pernctpaumoHHOro
naeHTndgmkatop mpid

of YA0CTOBEPEHNS
1A 0" O YnonHomoueHHbIl opraH
A 0,n” 0O,nCOmn
1,
] o,n Ponb
npumevaHue
1,n
HaumeHoBaH1e NeKkapcTBEHHOIO CPeAcTBa - 1A on 6
Ponb CKT
HavMeHoBaHue 1A TepMIHa
yacTb NAaTEHTOBAHHOTO HAMMEHOBAaHUS HOMEp nepecmoTpa
YacTb Hay4YHOr0 HaUMEHOBaHUA
YacTb aKTUBHOCTM $0
YacTb JIEKAPCTBEHHOI 403MPOBAHHOV (POPMbI A
Asbik CKT CrtpaHa CKT
yactb (Qopmysbl
na TepMuHa naTepMuHa
uacTb HasHaueHws
o HOMep nepecMoTpa HOmMEp nepecMmoTpa
yacTb Le/IeBOii NONyAsALUN
YacTb KOHTEHepa UMn ynakoBku 14 14--
yacTb M3genus
yacTb TOProBOrO 3HaKa 14 CTpaHa 1 s13bik
yacTb BpPEMEHM WK nepuoga -K
1,0 TEPPUTOPUS HPUCANKLAN
yacTb 3anaxa
“BepcnsT ITEeRapCTBERHOTO CPEACTEa [OKYMEHT pPerncTpaLyuoHHOro 4ocbe
14 on Tun pokymeHta CKT
HOMep Bepcumn AOKYMEHT b<,>’- oy VATEpMMHA
AaTa Bepcum UAEHTUMKATOP fOKYMEHTa

04 HoOMep nepecMoTpa
CpOK BBOJA B AelicTBME

PucyHok G.2 — TpumMep CTpyKTypbl 6a3bl faHHbIX ONUcaHus 1eKapCTBEHHOIO CpeacTea
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G.4 YnakoBka

Ha npvBefeHHOl HWXe anarpamme nokasaHbl CYUHOCTW ONMCaHWA YNakoBKW, BKIOYAs IOTMYECKYH YacTb, UMELD-
yto naeHTugukaTopbl PCHO 1 pasMep ynakoBku, a Takke husnyeckme getanu ynakoBKU, BK/IOUYAs BHELLHIOW YNaKoBKY,
BHYTPEHHIOI YMaKOBKY W T.A.

PucyHok G.3 — lMpumep CTPYKTYpbl 6a3bl AaHHbIX ONMCAHUS YNakoBaHHOIO /IeKAPCTBEHHOIO cpeacTBa
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G.5 Ponb yyacTHuKa

Ha npvBefeHHOW HMXe anarpamme nokasaH obLiuii cnocob npefctasfieHns BCeX ponelt (Bnagenew, perncrpaLmoH-
HOro Y0CTOBEPEHUS, NMPOU3BOAUTE b, YNOTHOMOYEHHbIN MO hapMakoHaA30py), BbINOMHAEMbIX Pa3/IMYHbIMY CTOPOHAMU
(opraHv3auMaMy UM NULaMK) Ha PasHblX CTaausAX XMU3HEHHOro LyKa NiekapCcTBeHHOro cpeacrtea. Tabnuua «Ponb CKT»
npeAcTaBnisieT HOPMAaTUBHbIN C/I0Bapb, COAEPXaLLMii CMMCOK BCEX POSei.

CrpaHa BriaensLa pervicTpaLyoHHOro
YOCTOBEPEH WS/ MOCTHOIO MPe/CTaBATENILCTBA
CTpaHa CKT MPOV3BOIMTENS/(hapMAKOHa30pa Ponb CKT
Ponb o,n
nz TepMuHia \lO - "0 - na TepMmHa
on NpumeuaHue
HOMep ne aecmoTp3  OA4 ' 1 Homep nepecmoTpa
$0,n ro,n
14
0,n
T CKT
Aflpec UM CTOPOHBI
_"h waTepMmuHa
cTpoka agpeca 1
HOMep nepecmoTpa
CTpoka afpeca 2
CcTpoka agpeca 3 Qq
CcTpoka agpecad4 fO —
CcTpoka aapeca 5 [enosas kateropus CKT
ropoA -OH VA TepMuHa
obnactb HOMep nepecmoTpa
Kpai
NOYTOBbIA MHAEKC
1/1.. oA mi o
CtopoHa 4 Tun oTHOWeEHUA cTopoH CKT
KOHTaKTHast nHgopmMaLms o,n KY o4
. X > -QH vATEpMUHA
ABNSETCA NpeAnoYTUTE IbHON 11 o.n HOMED nepecmoTpa
N
-14--14 --14
° 14
-n$ o . NaeHTudmkauma CTopoHbl
O/IEKTPOHHbIN KOHTaKT Tun KOHTaKTHOW MHpopmaumm CKT
o naeHtudunkarop <M>
3NEKTPOHHBIA KOHTaKT <M> na TeEpMmMHa 1-04 A P P
on Aara Hadana fencTeus
ABMIAETCA NPEeANOYTUTENbHBIM HOMep nepecmoTpa )
CpOK gencTteus
-140
Twvn 3n1iekTpoHHOro KoHtakta CKT 1
P OpraHunsaums oA MaoeHTudpmkatop ctopoHbl CKT
ng TepMmnHa 40-
HavMeHoBaHne <M> nj TepMmHa
HOMep nepecmoTpa
HOMep nepecMmoTpa
KBanugukaunsa CKT o f* dur3nyeckoe nuuo
nhTepmmHa 1O - Ono . obpalleHue
HOoMep nepecmoTpa ' [OJIKHOCTb
nms
Mon CKT o[, 0TYeCTBO
naTepMmHa o - O ¢ ammnus
HOoMep nepecmoTpa 0N whnumansl

PucyHok G.4 — lMpumep CTPYKTYpbl 6a3bl AaHHbIX ONUCAHNUA POJeil U CTOPOH
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G.6 JlekapCTBEHHbIW NpenapaTt 1 NPOU3BEAEHHbIN NPOAYKT

Ha npuBefeHHOW HWke AuarpaMme MokasaHbl CYLHOCTW ONUCaHWUs NMPOU3BELEHHOro MpPOAYyKTa/NekapcTBEHHOro
npenapata. C nomoubio atpubyta «Tun npogykta CKT», 3HaueHUsi KOTOporo 6epyTcsi U3 HOPMATWBHOrO C/1I0Baps, Mpo-
BOAUTCA pasjimume Mexzy npov3BefleHHbIM MPOAYKTOM UM /IeKapCTBEHHbIM MpenapaToM. Ha guarpamme Takke ykasaHa
MHOpMaL s, ONuchbiBalOWas akTMBHOCTb U UHIPEeAUEHTbI NPON3BEAEHHOTO NPOAYKTa/IeKapCcTBEHHOro npenapara.

Knaccudgounkaumsa cpeacrtea CKT
na, TepMmHa
HOMep nepecmoTpa

yir

EavHnua npeacrasnexnus CKT 01
KO

na TepMmHa
HOMep nepecmoTpa

o,n

INekapcTBeHHOE cpeAcTBO
naeHtTudpmkaTop mpid

Tun npenapata CKT
na TepmMmnHa

JlekapcTBEHHbI Npenapat
onucaHne neKkapcTBEHHOro npenapara
o,n
-CK

$0,m X O,n #0,n - 11

1,1
e

HOMep nepecmoTpa

Myt BBEAEHUS CKT 4
U TeEpMUHa S|
HOMep nepecmoTpa

3aperciprpoBaHHes

JosvipoBaHHas (opva.  JlekapcTeeHHan ao3mpoBaHHasa doopma CKT 11

ua TepMuHa

11 HoMep nepecMoTpa

yncnmrenb HAKHENO

EanHuua CKT NDeleNa. AKIVEHOC

ua TepMuHa
HOMep nepecmoTpa 01 o,n

3HAMEHATE/b HUKHENO
50,1 npefiena akTVBHOCTU

UvCTENb BEOXHENO NpefeNna aKIvIBHOCTU on
-0 <

3HaMeHaTe/ BepXHero npeena akiveHocin 0,n
—_On

o,n

<>0,1 <£01

0,1

Ponb nHrpegneHta CKT 1
na TepMmnHa %[

HoMep nepecmoTpa

Onepatop konuyectsa CKT 01
ng TepMuHa 1Pj
HOMep nepecmoTpa

Cy6cTaHumsa CKT
ng TepMuHa _

[T

AKTUBHOCTb

1ni 11

VHrpegneHt
yncnnTeNb HWXHEro npegena akTMBHOCTW
3HaMeHaTeslb HMKHEro npegena akTMBHOCTU
yncnnTeNb BEPXHErO Npeaena akTMBHOCTU
3HaMeHaTe/ b BEpPXHEro npegesna akTMBHOCTU
ornucaHne akTMBHOCTK corniacHo MS ICH

PedepeHTHas
aKTUBHOCTb

AononHutesnbHaa Ao3a

3IN— 607

HOMep nepecmoTpa

PucyHok G.5 — TpumMep cTpyKTypbl 6a3bl AaHHbIX ONMCAHUs /IeKapCTBEHHOTO npenaparta U Nnpou3BefeHHOro npoaykta
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G.7 dapmakosiornyeckme cBOMNCTBa U Lenesas nonynsayus

Ha I'IpVIBe,D,eHHOVI HWXe gnarpaMmme nokasaHbl CyuyHOCTM onmncaHunsA Ll.el'leBOVI nonynaynn sapernctpnpoBaHHOro ne-

KapCTBEHHOro cpeacTtBa, a TakKxe ero q.)apMaKOfIOFVIHeCKVIX CBOWCTB.

TepaneBTuueckoe gelictene CKT

Of- unpg TepmuHa

Cneuymndovka gpyrov Tepanumn o,n
neKkapcTBo
p x> OM oA
o,n
o4
Tun cBasu c Tepanuein CKT
- on
ua TepMmHa o,n
ATep 0,1P I ans
HOMep nepecmoTpa Moka3aHus
nokasaHusi
o<
o,n
oA|
Crartyc 3a6onesaHus CKT
ng TepMuHa
HOMep nepecMoTpa
(0)
$ 0.1 PoA 0,n
MpoTnBONOKasaHuns '
0,n
0 €% NPOTMBOMNOKA3AHNA X >
Ol
o4

Cneumndvka nonynsumm

io,n

oA
CocrtosHue 3g0poBbsa CKT
ng TepMuHa

HOMep nepecmoTpa

HOMep nepecmoTpa

3abonesaHve cumnTom npoueaypa CKT

CW-una TepMmnHa

HOMep nepecmoTpa

0,
ConyTtcTBytowee 3abonesaHne CKT
ng TepMmHa

HOMep nepecMoTpa

Cnosapb Meddra CKT : 9
na TepMmHa

HOMep nepecmoTpa

PucyHok G.6 — lMpumep CTPYyKTypbl 6a3bl AaHHbIX onucaHnsa gapmMakoaornyecknx CBOWCTB M LEeNeBO Nonynsymum
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G.8 MegunuymHckoe nsgenve

MOCT PUCO 11615—2014

Ha npviBeAeHHOI HWXe auarpaMmMe nokasaHbl CYLIHOCTU ONUCaHWUs MEAMLMHCKOTO M3Aenus.

Mpeb6biBaHUe Ha noske

nepuog npebbiBaHus
onucaHune npebbiBaHUs

AnbTEpHATUBHbINA
Martepwuan CKT marepvian e
na TepmMrHa

Homep nepecmoTpa

Of, Marepvian mgerva 0,11

HomeHknatypa usgenwii

MAEHTUMKATOP HOMEHKNATYPbI = Q-
HOMEHK/ATYPHbIA KOA on

Mpu3Hak annepreHtHocTn CKT
ng TepMuHa Ho-
HOMep nepecmoTpa oA,

Mpu3Hak ctepunibHocTn CKT
ng TepmMmHa KO -
HOMep nepecmoTpa 0,1

Mpu3Hak HeobxoanmocTu ctepunmsaumm CKT
ng TepMuHa Ko -

HoMep nepecmoTpa o4

KpaTtHocTb ncnonb3oBanms CKT

na TepMuHa HO—
0,1

HoMep nepecmoTpa’ oA

[pyrne xapakTrepuctmku
Kopg HoMep cepuun

3HayeHune CpOK AeiicTeums

on
2
MeguumHckoe usgenve

OA  toprosoe HaumeHoBaHMe M3aEMS H—

1,1
-of ko uznenus

KONMYECTBO U3aennii Ho-
—04 naeHTUdmKaTop n3genus o4

HOMep Mogenu
apTukyn
-—W— 47— 47—y t——— 47— It—
149 0,n90,n90,n9 0,nOo0,n 14

NaeHTudmkaTop cepum usaenusi

N306paxeHune
nsobpaxeHne
6 °'n
1Aa--
dr3nyeckme xapakTepucTmkm
BbICOTa
BEC
LMpuHa
rnyoéuHa
o6bem
OH uer
hopma
Hagneuartka

[pu3Hak annepreHTHoCcTn

—04

on NPU3HaK aiNnepreHTHOCTn

Twun ycTpoiictBa CKT
—_cx WA TepMmuHa
OL  Homep nepecmoTpa

PucyHok G.7 — lMpuMep CTPYKTYpbl 6a3bl AAaHHbIX ONUCAHUS MEAULMHCKOIO MU3aenms
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Mpunoxenne 1A
(cnpaBouHoe)

CBegeHUs1 0 COOTBETCTBUU CChINOYHbIX MeXAYHapoAHbIX CTaHAAPTOR
M AOKYMEHTOB HauuoHanbHbIM ctaHgapTam Poccuiickon ®eaepauum

Tabnwuua OAA

0603Ha4YeHMe CCbINOYHOro MeXayHapoaHOro
cTaHaaprta, AoKyMeHTa

CreneHb COOTBETCTBUA

O603HaYeHNe N HauMeHoBaHWue
COOTBETCTBYIOLLIENO HALMOHANBLHOTO
craHgapta

NCO 639-2

*

NCO 3166-1

*

NCO 8601

*

NCO 11616

NCO 11238

NCO 11239

NCO 11240

NCO 21090

*

NCO/M3K 5218

*

* COOTBETCTBYIOLWMI HALMOHANBHBIA CTaHAApT oTcyTeTByeT. [lo ero yTBepXaeHUs pekomMeHyeTcsl UCrosb3oBaTh Nepe-
BOA Ha PYCCKMIA 513blK JAHHOIO MeXyHapoaHoro ctaHaapra (nokymeHTa). Mepesos AaHHOTO MEXAYHAPOAHOIO CTaH-
Japra (aokymeHTa) HaxoguTca B PegepansHoM MHPOPMaLMOHHOM (DOHAE TEXHUHECKUX PErMaMeHTOB U CTaHAapTOB.
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Appendix3 DCL https://skw.info.pdma.go.jp/notice/nt990329dcl.zip

Appendix4 Template of SGML https://skw.info.pdma.go.jp/notice/nt990329smp.zip

Appendix5 Data model (Entities and relationships) https://skw.info.pmda.go.jp/notice/nt990329dm.pdf

Appendix6 List of fields of package insert information https://skw.info.pmda.go.jp/notice/nt990329Ist.pdf

Japanese Pharmacopoeia (Fifteenth Edition in English to be published) *the Japanese Pharmacopoeia Fourteenth
Edition http://jpdb.nihs.go.jp/jp14e/

Japanese Pharmacopoeia Fourteenth Edition, supplement | http:/jpdb.nihs.go.jp/jp14suppi1e/

Japanese Pharmacopoeia Fourteenth Edition, supplement Il http://jpdb.nihs.go.jp/jp14supp2e/

United States Pharmacopoeia (USP) http://www.usp.org/USPNF/faq.html#lll_Q3

United States Department of Agriculture’s (USDA) Integrated Taxonomic Information System (ITIS) http://www.it
is.usda.gov

Guidance for Industry Providing Regulatory Submissions in Electronic Format — Content of Labelling http:/fwww.
fda.gov/cder/regulatory/guidance

Release Notes for SPL Schema PORR_MT050020 (3.20.05) FDA SPL Schema for Implementation http://www.fda.
gov.oc/datacouncil/spl.htm

CaCore 2.0 Technical Guide, National Cancer Institute, Center for Bioinformatics, U.S. Department of Health and
Human Services ftp://ftp1.nci.nih.gov/pub/cacore/caCORE2.0_Tech_Guide.pdf

A guide to RXNorm, United States National Library of Medicine, National Institute of Health http://www.nlm.nih.gov/
research/umls/rxnorm_guide.pdf

The Unified Code for Units of Measure http://www.fda.gov/datacouncil/term.html

Substance Registration System (SRS) SRS Substance Definition manual Version 5b Final Draft.doc

The U.S. Consolidated Healthcare Informatics Initiative http://www.ushik.org/chi

ISO/IEC 15415, Information technology — Automatic identification and data capture techniques — Bar code print
quality test specification — Two-dimensional symbols

ISO/IEC 15416, Information technology — Automatic identification and data capture techniques — Bar code print
quality test specification — Linear symbols

ISO/IEC 24720, Information technology — Automatic identification and data capture techniques — Guidelines for
direct part marking (DPM)

ISO/IEC 29158, Information technology — Automatic identification and data capture techniques — Direct Part Mark
(DPM) Quality Guideline

HL7 Version 3 Standard, Common Product Model CMETs, DSTU Update Release 11 (January 2011)

ISO 27953-1, Health Informatics — Individual case safety reports (ICSRs) in Pharmacovigilance — Part 1: The
framework for adverse event reporting

ISO 27953-2, Health Informatics — Individual case safety reports (ICSRs) in Pharmacovigilance — Part 2: Human
pharmaceutical reporting requirements for ICSR

ISO 1087-1:2000, Terminology work — Vocabulary — Part 1: Theory and application

ISO 1087-2:2000, Terminology work — Vocabulary — Part 2: Computer applications

ISO 2382-4:1999, Information technology — Vocabulary — Part 4: Organization of data

World Health Organization, 46th Consultation on International Nonproprietary Names (INNs) for Pharmaceutical
substances: http://www.who.int/medicines

[CDISC Clinical Research Glossary V8.0, 2009]

[EC Directive on Medical Devices 2007/47]
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MpnnoxeHne B
(cnpaBo4HOE)

NMOCT P NCO 11615-2014

NMonHas noapo6Hasi MHPopMaLMoHHAs MOAENb O 3apPerncTPUPOBAHHbIX NIEKAPCTBEHHbIX CpeAcTBax

class MonHas getanbHas KoAefb MHPOPMaLMy O 3aperncTpMpoBaHHbIX J1IEKAPCTBEHHbIX CPeACcTBax y

MpousBoacTBEeHHast onepayus

Mpoueaypa perucrpaymu

3asB/ieHne 0 perncTpauun Uin U3MrHeHUn
perucTpaymmn

e [Jarta Hauyana genicteusa (0 1)

Homep nuueH3nmn Ha hapmaueBTUYHecKyto aesaTenbHOCTb [0.1]

e lMpuxak KoHuaeHumanbHocTn [0 11

- [Oata npoueaypbl
NpaeHTudrKaTop UnM HoMep npoueaypbl
- Twn npouenypsbl

1

« [JlaTa 3asaBfieHus

CtpaHa / A3bIK

CTpaHa
Tepputopus topucankumn (0 1]
A3bIK

1/

[OKYK®HT perncTpaunoHHoro 4ocbe

JokymeHT

NaeHTudnkaTop OKyMeHTa

Cpok BBOAa JOKyMeHTa B AelicTBre
Tun gokymeHTa

1“*

Bepcus

faTta Bepcumn
naoentndunkatop sepcum (0 1J

MpoTnBONOKasaHusa

MpoTuBonokasaHusa B hopme “"3ab6onesaHue/cumnrtom/npoueayps’

ConyTcTBytoulee 3abonesaHuve |0 1)
Ctatyc 3aboneBaHunal0 1|
TeKCT NpoTUBONOKa3aHWi

* Twun onepauun

HanmeHoBaHue fiekapCTBEHHOrO cpeAcTBa

HanmeHoBaHue

YacTb aktuBHocTM (0 1J

YyacTb BpemeHu unu nepuoas [0 1J

YacTb 3anaxa (0 1J

Yactb nsgenus (0 1]

YacTb KOHTeliHepa wnu ynakoskn (0 1J

yacTb HasHaueHus (0.1)

YacTb Hay4yHOro HammeHosaHusa [0 1)

YacTb naTteHTOBaHHOro HaumeHoBaHusA (0 1|

YacTb TOProBOro 3Haka uam HanmeHoBaHus npeanpuatus [0 1]
yacTb hapmaueBTUUHeCcKol fo3npoBaHHoi dopmbl 10. 1]
Yactb copmynsi (0 11

YacTb uenesoii nonynauyum [0. 1]

Knaccudukaumsa nekapcTBeHHOro
cpeacTBa

3HaueHune u3 knaccudurkatopa
Knaccudpukatop

MpousBoaguTens/npeanpusaTne
(OpraHunsauyus)

NekapcTBeHHOE CPefcTBO

MpeHntudukatop MPID

Kom6uHMpoBaHHasa nekapcTBeHHasn fo3npoBaHHasa coopma [0 1]

1*

lMepekpecTHas ccbliika Ha nageHtTndunkatop IMPID

Mpuxak A4ONONHUTENIbHOIO MOHMTOpKHra (0 1J
CneunansHble mepbl (0 *]

TepaneBTUYeCcKne nokasaHus

YNO/THOMOUEHHbIV opraH
(OpraHusayus)

PerucrpayvoHHoe ygocToBepeHune

[aTa ctaTtyca perucrtpauumu
Mepuopg pelicteus
PerncrpaunoHHbIli HOMeEp
CtaTyc perucrpauum
CtpaHa (1 °]

. Bnageney,
HOpugnueckunii ctatyc oTnycka

perncTpaumoHHOro
yZAOCTOBEpPeHMUs
(OpraHunsauus)

YnakoBaHHOe
neKapcTBEHHOE cpeacTBO

NaeHTudukatop cepmu

Mnaentudunkatop BAKO_1

Vaentudmkatop POD Maentudukatop BAID.2

OnucaHne ynakoBku

NnaeHTUdnkaTop UM HoMep 3asBeHns
e Twn 3asaBneHus

Cratyc perucrpaummn

[aTta Bbinycka (NnpekpatieHuns)
PerncTpaunoHHbIii Homep

CTtpaHa

Tepputopua (0 1)

Opuanyeckunii ctaTyc oTnycka Ha TeppuTopun

MpepocTaBrieHNe NepruoAnMYeckoro otyeta no
6e3onacHocTun

[aTta 610KMpoBaHNS AaHHbIX

[arta oTtueta

JNata npepgocTtaBneHus (1 )

MexayHapoaHas gata poafgeHus

YacToTa npegocTaBneHns otTyeta no 6e3onacHocTun

Mpe6biBaHnen Ha noske / xpaHeHne

Ocobble NPefoCTOPOXHOCTU Non xpaHeHun {0 *]
MNepvoa npebbiBaHNS Ha Noske
Tun npebbiBaHNA Ha NoJsike

1.

MokasaHusa B hopme m'saboneBaHne/cumnTtomTooueaypa”
ConyTcTBytoliee 3a6onesaHune (0 1J

Cpok/gnutenbHocTtb (0 1]

Ctartyc 3abonesaHus (0 1|

TeKCT nokasaHuii

TepaneBTuyeckoe geiictene (0 1|

JlekapcTBEHHbIV npenapat

MpousBeaeHHbIV npoayTa

EanHuubl npeactasnenms [O. 1J
KonuuecTBO /ilekapCTBEHHOrO npenapara
MpyMeHsiemas fo3mpoBaHHas hopMa

YnakoBaHHas egmHuua (KOHTelHep)

AnbTepHaTuBHbIN maTepuan [0

KonnyecTBO ynakoBaHHbIX eAnHUL, (KOHTeliHepoB)
MaTtepwnan (0 I

Tun ynakoBaHHOM egnHULbI (KOHTelHepa)

EauHuubl npegctasnenns |0 11
Konunyectso npon3BefeHHOro npoaykra

M aeHTUUKaTOp CONPOBOANTENbHbLIX faHHbIX

3HaueHve naeHTurkaTopa
CucTtema KOAMpOBaHUsl MAEHTU(UKATOPOB

0. 0~

Cneuudpmka nonynsuum

BospacTHasa rpynna [0 1J
JAwnana3oH Bo3pacTta (0,1)
Mon(0 A

Paca (0 1J

Cneynduka coctoaHma 3gopoBbs (0

Cneuundmka gpyroi Tepanum

JlekapcTBO 0.*

Twn cBA3M ¢ Tepanuen

MNo6ouHoe gelicTene

MNpousseaeHHan 403MpoBaHHas gopma

Apyrve xapakTepucTuku

- 3HaueHue Apyroii XxapakTepucTuku
- CucTema KOAWPOBaHUS APYrnMX Xap

Ha6op naeHtudmnkaropos PhPID

Hab6op naeHtndmkatopos PhPID

MNyTb BBEAeHUA

MyTb BBEAEHUA

Knaccudukaymsa cumrrromal/coctossHuns/genctens (0 11
NMo6ouHoe aelic reve Bopme HOMMNTOM/EOCTa»Kne/aeicTnin ™

TekcT no6oyHoro geicTens
YacTtoTa nposiBnexnii (0 11

NHrpeaneHT

Ponb nHrpegmeHTa

XapaKkTepuUCTUKM N1eKapCTBEHHOTO npenapaTa

3HaueHWe B CUCTEMe KOAMPOBaHNA XapakTepuCTK S1IeKapCTBEHHOTO npenapare
CucTema KOAMPOBaHWSA XapakTepuCcTUK JlekapCTBEHHOro npenaparta

KoHTponupyemas cy6cTaHuus

Fpynna KOHTPONIMpPYEMbIX cy6cTaHumin |0 1)
KoHTponupyemas cy6cTaHums
Mpuxak koHduaeHymnansHoctTn (0.1]

AKTUBHOCTb

[Onana3oH akTUBHOCTU (KOHUeHTpauma) {0 1)
[lnanas3oH akTUBHOCTU (NpeAcTaBneHune)
MecTo usmepeHnus |0. 1J

CtpaHa (0 *1

O *
PedhepeHTHaa akTMBHOCTb

[nana3oH pedepeHTHO aKkTUBHOCTUN

MecTo n3MepeHusn pedpepeHTHOM akTnBHocTn (0 11
PedepeHTHas koHTponupyemas cy6ctaHymsa HO -11
PedepeHTHasa cybeTaHuma (0.1] .

CTpaHa pedepeHTHOI akTnBHocth (O ]

aKTepUCTUK

MeguumHCKoe usgenve

AnbTepHaTuBHbI maTtepunan n3genuns (0 *

ApTukyn [0 1

KonuuyectBo nsgenuii

KpaTtHocTb nucnonb3osanus [0. 1]
Matepuan nsgenusa [1 *]

Homep mogenn JO 1)

Mpux a*. annepreHHocTtu {0 *}

YnakoBka (KOKMOHEHT)

AnbTepHaTUBHbI MaTepuan KomnoHeHTa (O *)
MaTepuan komnoHeHTa (0..*1
Tun KOMNoHeHTa

2 4

dusnyeckme xapakTepucTuku

Beo [0 11

BHeuxuit agnameTtp (0 11
BbicoTta (0 1J

rny6buHa (0 1)
M3o06paxeHue (0 1
Hapnevatka(0. 11
HoMuHanbHbIN 06bem (0
dopma (0 11

Lser (0 11

WwvpwnHa (O 1J
0.1

MpusHak Heo6xoanMMocTK cTepunusauum [0 1)

Mpwuxax ctepunbHocTn (0 11
Twvn n3genua
Toprosoe HanmeHoBaHue usgenusa (0 1)

Cy6cTaHums

Cy6cTaHums

HotdeHknatypa usgenuia

NaeHTUdMKATOP HOMEHKNATYPbI
HoMeHKnaTypHblii kog,
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MpnnoxeHne D
(cnpaBo4HOE)

FOCTP

MonHas noapo6Has MHPopmMaynoHHas Modenb 06 MccnenyeMblX IEKapCTBEHHbIX cpeAcTBax

class MonHasa getanibHaa Mogenb I/IHCbOpMaLI,VII/I 06 ncecnenyekbix nekapCcTtBeHHbIX cpeacTeax

HavmeHoBaHVe nccnenyemoro /1eKapCTBEHHOIO cpeacTea

Kog (0..13
HanmeHoBaHwue (0..1]
YacTb aktmBHocTM [0..1

YacTb BpemeHu um nepuoga [0..1|

YacTtb 3anaxa (0 .1)
YacTtb usgenus (0.1)

YacTb KOHTeliHepa wim ynakosku [0.-1)

YacTb HasHaueHus (0..1)

YacTb Hay4yHoro HavmeHoBaHus (0..1)

YacTb nateHToBaHHOro HavMmeHoBaHus [0..1]

YacTb TOProBoro 3Haka Wim HauMeHoBaHus npeanpusTus [0..1)

YacTb hapmaueBTMYEeCKOl A031poBaHHON dopmbl (0..13

YacTtb chopmynbi (0..1)

lMNpousBoacTBeHHas onepauus

[arta Havana gelicteusa (0-1)

Homep nuueH3un Ha dhapmaueBTUYeCKyYo aesiTenibHOCTb {0..11
Mpu3Hak KoHpmaeHLannbHocTh (0..1)

Twun onepauun

/ 1* \
0-1
MpousBoauTens/NpeanpusT e YnonHomMoueHHas
(OpraHnsauus) opraHusaums
(OpraHunsaums)

YacTb uenesoii nonynsuum [0.1)

~7~

CtpaHa / A3blK

CrtpaHa

Knaccudvkaumsi nccrefyemoro
JIeKapCTBEHHOTO CPeACcTBa

Tepputopus topucamkumm (0..1)

A3bIK

3HaudeHVe 13 knaccudmkaropa
Knaccudmkatop

JIOKYMEHT pernctpaumoHHOro focke

[JoKymeHT

NpeHTUdmKaTOp JOKYMEHTa
Cpok BBOfa loKyMeHTa BaelicTeue 1.
Tvn JOKyMeHTa

TepaneBTUYECKNE MOKa3aHUsA

MokazaHus B hopme '3abornoBaHHO/emMiToM/npouoaypa”

*  ConyTcTByloLLee 3aboneBaHne

*  CpokYanutonbHocTb [0 1(

- Crartyc 3a6oneBaHus (0.1)

e TeKkCT nokasaHuii

- TepaneBTu4yeckoe geictaeue [0 1(

Cnevuudpvka gpyroii Tepanmn

JlekapcTBO

TWN ceaszn

c Tepanuen

BospacTtHas rpynna (0 .1
JAvnannsom Bo3spacTta [0.. 1)
Mon |0..1]

PacH jO..1|

Bepcus

[ata Bepcuun
Mpentndumkatop sepcum (0. 1)

Pa3pelueHne Ha nNpoBefeHne
K/IMHUYECKOrO MCCefoBaHNs

- [ata paspelueHus
Kop nccneposaHuns
Homep npoTtokona

- Oxnpgaemas fata 3aBepLUeHns
PerncrpaunoHHbIi Homep

¢ CrpaHa [1*1

1x

Viccnepyemoe nekapcTBeHHOE CPeacTBo

Crieundprka coctosiHua 3a0posbs (0 .1)

MpoTrBOMNOKasaHnsA

MpoTuBonokasaHus B oopme “336051eBaHme/cMMaTOM/npoLeanypo*
ConyTtcTBytowee 3abonesaHuve (0..1)
Cratyc 3aboneBaHus (0. 1)
TeKkCT NPOTMBOMNOKa3aHWi

B3avnmogelictBue

KOHTponb B3aumogencTaums

OnncaHne B3aMMOAECTBUS

Tvn B3aMmogecTBus

YacToTa BCTpeYaeMoCTV B3aMMOAENCTBUSA
AddhekT B3aMOgelicTBUS

B3aVMOAENCTBYIOLWNIA areHT

Kop, B3aMmogelicTBytoLLEero areHTa
CucTtema KogpoBaHusl B3aMMOAencTByIoT!* areHToB

[lo3npoBka v nyTb BBEAEHVSI

- WNpenTtndukatop IMPID

- Kopg npogykrta y cnoHcopa (0. .1)

Kop, npoaykTa y ynonHomoudeHHoro opraxa [0.. 1]

*  KombuHmpoBaHHas chapmaueBTUyeckas fo3npoBaHHas dopma (0-1
*  [lepekpecTHas ccblsika Ha ngeHtudukarop MPID [0..*]

- TMpwusHak negmnatpuyeckoro nekapctsea (0 .1)

- MakcumanbHas gnutesibHocTb fiedenus (0.,1]
- MakcumanbHas gosa 3a nepuog neyvexus 10.1

- MakcumanbHas pasoBas gosa (0..1)
- MakcumanbHas cyToyHas gosa (0..1)
- [lNepBas gosa ans vyenoseka [0..1J

- [lyTb BBEAEHUA

KoHTponmpyemas cy6cTaHLyst

pynna KOHTpoMpyeMbIix cy6cTaHumii (0 .1)

KoHTponvpyemas cybcTaHumns
Mpr3HBK KOHMAeHUManbHocTm [0-1J

PedhepeHTHasi akTMBHOCTb

[lnana3oH pedyepeHTHOl aKTMBHOCTY

AnbTepHaTvBHbI maTepuan (0. *|
- KonunuecTBo ynakoBaHHbIX e4uHNL, [KOHTelHepoB)
¢« Martepuan (0. ¥
- Twun ynakoBaHHOW eAnHULbI (KOHTEeiHepa)

MecTHOe pa3pelleHVe Ha NpoBeAeHNEe K/TIMHUYECKOro nccrenoBaHns

MecTHas faTa paspeLleHust
*  MecTHana oxugaemas gata 3aBepLueHns
*  MecCTHbI KoA nccneaoBaHns
- MeCTHbI perncTpaunoHHbI HOMEP KIMHUYECKOrO nccrefoBaHuns
- Tepputopusa

0.*

CnoHcop
(OpraHnsauus)

MpepocTtaBneHve otyeTa Mo 6e3onacHoOCTN
NNIEKapCTBEHHOrO cpeacTea

- [ata 610okMpoBaHns JaHHbIX

- [Jata otyeta

- Jarbl npegoctasneHuns [1-1

- MexayHapogHas aata poxaeHvs pa3paboTku
- YactoTa npegoctasrieHnsOBINC

MaeHTudmkaTop cepmm

MaoenTtndomkartop IBAID_1
MaoeHTudpoukarop IBAID_2

NCO 11615-2014

Mpe6biBaHWe Ha noske | xpaHeHne

Ocob6ble nNpefoCTOPOXHOCTU Npu XpaHeHun (0 *]
Mepvog npebbiBaHUsA Ha Nosike

Twun npebbiBaHWA HM NOMKe

0“*

YnakoBaHHasa eanHuLa (KOHTeliHep)

Twnn KOMMoHeHTa

YnaxkoBKa (KOMMOHEHT)

AnbTepHaTVBHbI MaTepuan komnoHeHTa (0.
Mntepman komnoHeHTa (0..*)

|/|,D,eHTVICbI/IKaTOp conpoBoanTesibHbIX AaHHbIX

3HaueHne naeHTUKaTOpa CoNPOBOAUTE bHBIX AaHHbIX
CucTema KoAMpoBaHUs NAEHTUINKATOPOB COMPOBOANTENbHbIX JaHHbIX

MecTo n3mepeHus pedbepeHTHOM akTnBHoCcTM (0 1)
PechepeHTHasa kKoHTponupyemas cyocTaHums (0-11

PedepeHTHas cybcTaHumsa (0 .1)
CTpaHa pechepeHTHOM akTMBHOCTU [0-1

PucyHok D.1 - TlMonHaa nogpo6Has nHdopmMaunoHHas mogesns 06 nccnefyemMbix IeKapCcTBEHHbIX CpefcTBax
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