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Mpegncnoeue

1 NMOArOTOBNEH ®epepantHbiM rocyOapcTEEHHBIM BHOOKETHEIM YYpeXOeHnEM
aLleHTpansHbli HAYyYHO-MCCNeAoBaTensLCkWA MHCTUTYT OpraHvsaudy W uHdopmaThaauud
agpaeooxpaHeHus MunucTepoTea agpaesooxpadHeqHa Pococwickoi ®egepaumus (LHWKWOKWS
MuH3agpaea) v oBWecTBOM C OrpaHlYeHHoN OTBETCTEEHHOCTRID « KopnopaTUBHBIE 3NeKTpOH-
HBE CWMCTEMbI® HA OCHOBE COBCTBEHHOMO ayTEHTMYHOMD nNepesoda  pYCooKWi  A3bIK

MEKOYHAEPOAHOMD CTaHAapTa, YKa3aHHoro B NyHKTe 4

2 BHECEH TexHWJeckum KOMWUTETOM NO cTaHgapTuzauyuu TK 468 «MudopmaTtraauyma

agopoeba» npu LUHWMOW3 MuHzanopaea — nocToadHeIM NpegcTasuTenem SO TC 215

3 YTBEPMOEH ¥ BBEOEH B OEMCTBME NMpurazom PenepansHore areHTCTea no

TEXHHUYECKOMY DEFNYNMPOBAHWK U METPONOMMK oT 17 HoABpA 2014 r. MNe 1622-cT

4 HacToAwMA cTadgapT MOeHTHYeH MexayHapogHomy cradgapty MCO 11616:2012
MudopmaTtiaayma 3gopoeen. MaeHTHDMKAUWA NeKapcTBeHHBX CPedcTE. 3NemMeH Tl JaHHbIX
W CTRYKTYPBl ANA YHUKANEHOW waeHTudukauyMm M obmesa wHopmauneid o pericTpupyemMbix
nexapcTeeHHelx npenapartax (IS0 11616:2012 «Health informatics — Identification of
medicinal products — Data elements and structures for unigue identification and exchange of
regulated pharmaceutical product informations» ).

MNpu NpMMEHEHWM HACTOSWEro CTaHOapTa pekoMeHOyeTcd MCNoNb30BaTe BMECTo
CChINOYHBIX MEXAYHAPCOHEIX CTAHOAPTOR COOTBETCTEYHILUME MM HAUWOHANLHEIE CTaHOAPTH
Poccuiickol ®@enepauuy, CBEABHWA O KOTOPLIX NPMBEAEHLI B CNPABOYHOM AONONHUTENBHOM

npunoxedun DA

5 BEE[JEH BIrNEFEBBLIE
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Mpasuna NpuMeHeHUA HACMOoALWe20 cmaHdapma ycmadoeneHsl 6 FTOCT P 1.0-2012
{pazden 8). Mucopmayua of uaMeHenuax K HacmMosAweMy cmadHdapmy nybnukyemcs &
exezo00HOM (N0 COCMOAHWO Ha 1 AHeapa mexywezo 2o0da) uHOPMAaULOHHOM yKazamene
aHayuoHansHelie cmaddapmeli», a oduUuansHell MeKcm U3MeHedud U nonpasok — &
exeMecayHoM uHgopMayuoHHoOM ykasamene «HayuoHansusie cmandapmeir. B cnyvae
fepecMompa (3aMedsl) Uunuy OMMeHsL! HACMOoAWezo cmaddapma coomeemcmeyiowes
yeedomnesue  Bydem  onybnukoeaHo & @ Bouwalwem  8uiycKe — BXEeMEeCAYHDZO
uHghopmayuoHHo2o  ykaszamena aHayuowansusle cmasndapmeir. Coomeemeomsyouas
uHhopMayuA, yeedomNeHue U MEKCMb! PAIMEWaIOMca makwe & UHMopMayuoHHOO
cucmeme obweso MoMe308aHUA — Ha oguyuansHom calme PedepansHo20 azeHmeomea no

MEXHUYECKOMY PE2YNLDOSAHIID L Memponoauy & cemu Mumeprem [gostru)

o Ctangaptuhdpopm, 2015

HacTtosuwmri CTangapT HEe MOMeT ObiTe NONHOCTBHY MMM YaCTHHHO BOCNpOWMIBEEOEH,
THPpaKKWpOBaH W pacnpoCcTpaHeH B KadeCcTee opMUManeEHoOro Wagadua bea pazpelleHWA

defepankLHOro areHTCTEA No TEXHWYECKOMY perynipoEBaHHD U METRONOIAM.
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ConepxaHue

T OBNACTE MPUMEHEHMER ..ottt et e it ettt e s e ee it en et esans
2 HOPMATHUEBHBIE COBITTKM L. i ettt ettt ettt e ettt et im e e e
3 TepMUHLL, ONPEAETEHMA M COKDALUEHMA ...\ttt ittt e e e i
3.7 TepMUHBL M ONPEOAEBIEHMA L. ittt e ettt sttt e s et .
3.2 COKPALLEHM ..o oo ettt e e e e
E =TT = L O

4.1 3nemeHtol, Tpebyemule ONA  YHWKANEHOA  WOASHTUGMKALWMK  NEKADCTEEHHbIX

=T EF= o= - T PP
4.2 [lNepepgada MHQOPMALKMK O NEK3PCTEEHHOM NPENAPATE .. aieens

5 MaeHTUDUUMPYHILWWE XaPaKTEPHUCTHRN NEKaPCTBEHHEIX NPENAPATOBR L.oii i iciieeeaaa s .
5.1 Cnow 1 ypoBHK MOEHTUMMKAUMKM NEKAPCTEEHHEIX NPENAPATOR ...t ieieaenenees
T L T N T Lo =
5.3 [llpedcTaBneHye aKTHEHOCTH B (DODPME KOHUEBHTRELUMH oo iiaiaie e
54 MWapentudmkatop nexkapcteedHoro npenapata (PhPID) .o
5.5 O3nemeHTbl cnon cyBoTaHuMK NekapcTeeHHoro npenapata (PhPID SUB Lx) ...

56 OJ3nemeHTel CNOA  HOPMWPOBaHHOW cyBCTaHUMKM  NEeKapCcTBEHHOTo npenapaTta

(PhPID SpSUB LM
57 WMOeHTUDHUUMPYHILWWE XaDaKTEPUCTHEY ONA ONUCAHKUA SKTHBHOCTH ..o...oiiiiaoe.
& Baawmocesass mexay naeHTugukatopamy MPID v PhPID

6.1 Monatua, Heobxogumele ONA  YHMKANBHOW  WASHTWMKAUWMKM  NEeKapCcTBEHHOID
CpencTea W ero accourauly ¢ oeHTudukatopamn PhPID o

6.2 KpuTepud WOSHTAMHWKALWK NeKapCTBeHHOMD NEPENARATA oot aia e aea i

7 Baavmoceass mexay waeHtwdguratopamy IMPID »w PhPID Lo

8 KOHUBNTYANEHEA MODEITE .ottt ettt et et et e ettt et et a et e e e e e

A%
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MNpunoxexue A (cnpasoddoe) NpumMepsl ...

MpunoxeHue B (cnpasoyYHoe) TABNUYHLIE NPHMMEDBL ..ol

MNpwnosenwe OA (cnpasoudos) CBefeHMA O COOTBETCTEMWM CCBIMOMHBIX MEMAyHapoaHbIX
CTaHOapToB HauWoHanbHbiM cTaHgapTtam Poccouidckon Penepaumm ...

T T wr= s 11 L PP PP .
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Beepexnune

HacToswwiA cTadgapT pazpaboTad B CBA3M C WWDOKOW MWPOBOR NoTpeBHoCThH B
MEROYHAPOOHOA rApMOHWUAALMK ONWCEHWA NeKapCTEEHHLIX cpencTe. OH ABNASTCA OQHWM W3
NATH CcTaHOapToe, obpaszywWwnx BA3Wc YHMKANEHOW WMOSHTHUMKALWW NEeKapCTBEHHbLIX

cpeqcte. B aTy rpynny cTaH0apToB BXOOAT:

ISO 11615, Health informatics — Identification of medicinal products — Data elements
and structures for the unigue identification and exchange of regulated medicinal product
information (Mudopmatraauma 3gopoesn. MoedHTudwkauma NexkapcTBEHHBIX  CPEACTE.
3NemMeHTEl JaHHBIX K CTPYKTYDLE 4NA YHUKANBHOR MOSHTHgUEAUKMKM 1 0BMeHa nHdbopMalvei
O PErvcTpUPYEMBIX NeKapcTBeHHBIX CPeacTeax);

ISO 11616, Health informatics — ldentification of medicinal products — Data elements
and sfructures for the unique identification and exchange of regulated pharmaceutical
product  information  (MHopMaTHzauws  3nopoBbA. MOeHTUQMKAUWMA  NeKapCcTBEHHLIX
CpeacTB. 3NeMeHThl OaHHbIX W CTPYKTYphBl ANA YHUKANBHOW woeHTudukauum 1 obmena
WHopMaLWen O perMcTPUPYEMBIX NEKAPCTBEHHLIX Npenaparax);

SO 11238, Health informatics — Identification of medicinal products — Data elements
and structures for the unigue identification and exchange of regulated information on
substances (MudopmaTtuzauma  apopoebA. MaeHTHguEauWa NekapcTBeHHLIX  CpeacTs.
3NemMeHTEl JaHHBIX M CTPYETYDL! A4NA YHUKANLHOW MASHTHUEAUKMK M 0DMeHa wHdopMal1ei
O perycTpupyembix dpapMalesTi4ecknx cyboTaHuMax);

ISO 11239, Health informatics — ldentification 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
(MudopmaTzayma 30opossa.  MoeHTudKKAUMA NEeKapcTBeHHBIX CPeacTB.  JNemMeHTsl

O3HHLIX W CTPYETYPR ANS  YHHAKANEHOW WASHTUQ@WEAUMK W obmedHa wHpopMauwed o
Wl

FOCT rocTPuCO 11616-2014 Crpanuua: 6/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roct P UICO 11616-2014

pervcTpupyemeix dhopmax O03MPOBKM, efuHMUuax npegcTtasnedya, cnocobax BEefeHMA M
ynakoske);

IS0 11240, Health informatics — ldentification of medicinal products — Data elements
and structures for the unique identification and exchange of units of measurement
(MudopmaTnaayma z0o0possa. MaeHTUdMKAUKMA NEeKapcTBeHHBIX CPeacTE.  JMeMeHTsl
O3HHBIX W CTPYKTYPB ANA  YHAKANLHOW WAeHTUQMKAUMK 1 obmeHa wHDopMauMen o
eauHULaxX M3MepeHins ).

Hactoawwi ctaHoapt paspaboTad B uwenax onpegensHus 3NEMEHTOB W CTPYHTYP
OaHHLIX, 8 TAKKe OTHOLEHWIA MEXOY 3NeMEHTAMMH JAaHHbLIX, HEOBX0AUMEIX ONA YHUKANEHOR 1
YBEPEHHOW KMAEHTUDMKALKMK NEKApPCTBEHHLIX Npenapartos 1 obmeHa whdopmauwed ob aTmx
npenapatax. B Hem onucadbl TOMHBIE W COMMAacoBaHHbIE CpeCcTBAa NONHOMo NpegcTasneHus
ceAzeil MAeHTWUKATOPOB NekapcTBeHHsx npenapatoe PhPID (Pharmaceutical Product
Identifier) co cnegyoWwKMK 3NeMeHTaMK:

- uaeHTugKKaTop nekapcreedHoro cpegerea MPID (Medicinal Product Identifier);

- WOEHTUWKATOP WCCcnenyemoro nekapcTeedHHoro cpedcrtea IMPID (Investigational

Medicinal Product |dentifier).

3TW cTaHgapTel MaeHTMMKAUKMK NekapcTeeHHsx cpeacte (IDMP — Identification of
Medicinal Products) npefHa3sHadveHsl ONA NOOOEDMHKKM OSATENBHOCTH OpPraHoB KOHTRONSA
oDpalweHnsa NexapcTBeHHbIX CReOCcTE BO BCEM MWPE, BKMHMEA KOHTPOMNL 3a pazpaboTHoW W
perncTpauMeld nNexkapcTBeHHbIX CPeacTs, yhnpaBneHwe WX HW3HEHHLIM LWKNOM, a Takke
KOHTpONb PUCKOB W dpapmakoHagsop.

0na QoCTHHEHWA OCHOBHLIX LEnel KOHTpoNA oDpalleHna NekapCTEeHHbIX CPeacTs M
dhapmakoHaniopa Heobxogumo obecneyreaTs HAOEKHbLIM, KAYECTEEHHbLIM M COMMAacoBaHHLIN
obmer wHpOpMaUWed © nNekapcTBeHHbIX cpencTeax. [loatomy cradgapTel  IDMP
PEMAMEHTHRYHOT KaKk MUHUMYM cnegyowmne cBmeHsl nHdopmaumen:

- Mexdy opraHamMi KOHTpOons,
Wil
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oT chapMmavlesTHHeckon UPMBl Oprady KOHTROoNA,

OT CNOHCOPE ENMNAHAYMECKOIND MCCNed0BaHWA Oprany KOHTRONA|

OT oprada KoHTRonA ApyriM YYacTHUESM obpaleHns NekapCTBeHHBIX CpedCoTe,

OT OpPrada KoOHTPONA MEXOYHAPOAHLIM MCTOMHUKAM OaHHbLIX.

YHWKANbHBIE WOEHTUDWKATOPLI, NPWCBOEBHHLIE B COOTBETCTEMM CO CTaHOapTamMu
IDMP, npeaHasHauyeHs! ANA MCNONb30BAHWA B Tex NPUNOMEHWAX, KOTOpbIM Heobxoawma
HAdewHana WaeHTUDUKALUKMA W OTCNEeMWUBAHWE NPUMEHEHWA NeKapCTBEHHLIX CPEaCcTB W
npenapartos.

CocTaBHsIMK YacTamun cTaHgapTos IDMP saenawTca cneyndvkaumy coobwleHun. OHu
Ccny#aT gna onucadHua W oDecneqeHWs UEenoCTHOCTM  YHA3aHHeIX Bblwe obMexos
whdopMauvel 0 pPeErMCTPUPYEMbIX NEKAPCTBeHHLIX CPEACTBAX B KOHTEKCTE YHUKANLHOW
WaeHTUPUKALUMKM  NeKapcTBeHHbIX CpeacTe W NOATEepHAEHWA NPpUEMa  NoNyYeHHOoH
wHpopMauWK (BKNHOYASA NDODBEPKY 88 NPABUNEHOCTM).

Ona pasnuudbix UEneid U pasHelx ycnoBwd npegmetHod obnactw paspaboTim
dapMmayesTUYECKMX CTAHOAPTOB W CTaH4apToB KOHTpONns obpaleHWsa nNekapcTBeHHbIX
CPEencTs McnonbayeTcs DONsWOEe YWCNO TEPMMWHOB, ONWChIBaKLWMWX Gazoebie noHATHA. B
HACTOAWeM CcTaHJapTe NpuBEdEeHb Te TepMUHbl W ONpedeneHWsl NOHATUA, KoTopble
npegHazHaveHs! ONA  YHUKANEHOW WOEHTUDWKAUWMKM  PEMMCTPUPYEMBEIX NEKaPCTEBEHHEIX
CpPeOcTe, ONWCAHKUA WX CBOWCTE W NEpedadn COOTEETCTEYIOWENR MHopMaLMK.

TepMuHbl U ONpefeneHns, NPUHATEIE B HACTOALLEM CTaHapTe, NpegHazHadveHbl aAng
oBneryeHnsa MHTEPNPETALMK KM NPMMEHEHWA KDWOMMECKMY M HOPMAaTHEHLIX TpeboBaHui, HO
OHW HE O0MHHEI NPEBANUPCOBATE HAaZ KpWAMYeck 0DAILIBAKWMMKA JOKYMEHTaMK. B cnydae
COMHEHWA WNKW  NOTEHUMANLHOMS  KOHMNWKTA  J0NHHE  NPMMEHATLECA  TEDMUHBL M
onpedeneHuA, NDUHATLIE B PWOWYeck 0DAIbIBa WM JOKYMEHTaX.

HactoAwwA crangapT paspabotad coemecTHo © ODwed MOOEnso NPoOyKUMK

{Comman Product Maodel) oprasmaauum HLT. Mpepgnonaraertca, 4To AN\
VI
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cneunduUMpoBaHHore B Hem oBmeHa wHopmauved mexay y4acTHuEamu obpaweHua

nekapcTeeHHsbIX cpeacTe ByOyT MCNonbL3oeaTscA coobwedun ctannapta HLT V3.

LA
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HAUMOHANBbHbLIA CTAHOAPT POCCUUCKOW ®EOEPALMH

MHOPOPMATHU3ALUWA 300POBLA

MoeHTudMKkauma NnekapcTBeHHbIX CpeacTB. INMeMeHTbl AaHHbIX M CTPYKTYPbI
AnA YHUKanbHOW uaeHTUgUKauMmK u odbmMmeHa WHdopmauuven o
pervcTpupyeMblX NeKapcTBEeHHbIX Npenapartax

Health informatics — ldentification of medicinal products — Data elements and structures for the unique
identification and exchange of regulated pharmaceutical product information

Hata eeegeHua —2015-10-01

1 OB6nacTe NpUMEHEHMKA

HacTosWKWA  cTaHOapT npegHaszHaqvedH  OnA  ONWCAHWA  cneuWMdiuydHbIX  YDOBHEA
WHOPMALKMK, OTHOCALWERCA K WOSHTHMMKAUWK NEeKkapcTBeHHOro CpedcTea WAW  rpynnol
NEKAPCTEEHHLIX CPeacTE. B HEM ONWCaHBI 3NEMEHTEl OaHHLIX W WX CTPYKTYPHBIE OTHOLWEHKWA,
HeoBXoOWMbIE ANA YHUKANEHOR MOEHTUPWKALWK NeKapCTBEHHBIX NPENapaTos, NPUMEHAEMON B
TEUEHME BCEro WX MW3HEHHOrO UWMkNa gns obecneueHns GapMakoHag3opa, a Takwe
PEMMCTPAUMOHHOW W OPYron OeATENbHOCTM B MMpOBOM MmacwTtabe. Kpome Toro, nonomeHws
HBCTOAWErD CTaHAapTa CylWecTBeHHb ONA obDecneueHWs CTPYKTYPWMpOBAaHHOro dopMmaTa
nepenaqv WHPOPMaUWKW O NEeKapcTBEHHBIX NpPenapaTax Memgy pasnuYHbIMKH YY4acTHWEaMW
ofpaleHra NekapcTeeHHbx cpeacTe. Mx npumersedie oBecneyT B3aMMHYH NPUEMNEMOCTE 1
COBMECTHMMOCTE MHOPMALKWK KK HA CTODPOHE e& OTNPABUTENA, TAK M NONyJYaTens.

HacToAWKWA CTaHaapT He OON#EeH PacCMaTpPMBATBCA Kak HayyHasa knaccudukauus
nNerapcTeeHHLIX NpenapaTtos. Ero cogepxadue cropee ABNASTCA POpMansHOW accoluauden
KOHKPETHBIX 3NEMEHTOB OAHHbIX, WCNOMbIYEMBIX B NPEANWCAHHLIX COMETAHWAX M YHUKANLHO
WOEHTUUUWPYEMEX B YCNOBMAX HENONHOMO CTRYKTYPUPOBaHWA MHopMaUWMK. 3T0 NO3sonaeT

oBecneynTs HEOBYCMEICNEHHYIO MOEHTUdMKALUKMIO NEKAPCTEEHHLIX CPeacTs.

MzpaHune otpuumansHoe
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B pazgene 2 npuBefeHbl HOPMATHMEBHLIE CCHINKM HA Apyrue cTadHgapTtel rpynnsl IDMP w
cTaHnapTel coobuweHnd oBMmeHa wHopMmauKed 0 NeKapcTBEHHLIX Npenapartax, NpUMeHAaeMble
B KOHTEKCTE HACTOAWEro CTaHaapTa.

NekapcTeeHHble cpegcTea ONA BETEPMHAPHOTO NPUMEHEHWA He BXOAAT B obnacTts

MNpHMMEHEHWA HACTOALWLEND CTaHdapTta.

2 HopMaTHUBHbLIE CChINKK

Ona nNpUMEHEHWA HACTOALWEro CcTaH4apTa HeobxoOWMmbl CNegyowMe CChiNouYHbIe
OOKYMEHTEL. [NA O0aTMPOBAHHLIX CCHINOK NPUMEHAKT TONBKD YKA3aHHOE W3OAaHWe CObINOYHOro
OOKYMEHTA, ONA HEeJaTHMPOBAHHEIX CCHINOK MPUMEHRAKT NocNegHee W34aHWe CCbINOYHOro
OOKYMEHTA (BKNIOMAR BCE Br0 M3MEHEHWA ).

MCO  3166-1 HKogel ONA npedcTaBneHws  HAa3BaHWW  CTPaH W e0WHWL WX
AAMUHUCTPATUBHO-TEPPUTOPUANEHOMD fenedna. Yacte 1. Kogel crpau (IS0 3166-1, Codes for
the representation of names of countries and their subdivisions — Part 1: Country codes)

MCO 11615 WMHpopmaTuiauma 20opoeed. MoeHTWUKALWA NekapcTBEHHLIX CPencTs.
3NeMeHTel JaHHBIX M CTPYKTYPE ONA YHUKANsHOW uaeHTudukaumn v obmeHa whdopmaymen o
perMcTpPUpYEMBIX NekapcTBeHHslx cpeacTeax (1SO 11616, Health informatics — Identification of
Medicinal Products — Data elements and structures for the unique identification and exchange
of regulated medicinal | product information)

MCO 11238 WHpopmaTHiauma 20o0poeeA. MoeHTUgMKaLWsA NekapcTBeHHLIX CpencTs.
3NeMeHTel JaHHBIX W CTPYKTYDE ANA YHUKANsHOW uaeHTudukauun v obmeHa vudopmaymen o
pervcTpupyembix  apmayeeTryqeckmx  cybotaHuwax (IS0 11238, Health informatics —
|dentification of medicinal products — Data elements and structures for the unique identification
and exchange of regulated information on substances)

MCO 11239 WudopmaTtuiauwa 2popoesa. MoedTrukaywa NEeKapCcTBEHHLIX CPencTB.

JNeMEHTEl JaHHLIX M CTRYKTYPE! ONA YHWKANsHOW ugeHTudMkauwn v obmeda whdopMalmen o
2
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pervcTpupyeMelx opmax OO3WPOBKY, edMHMUAX npeacTasneHws, cnocobax BBEOeHWA W
ynakoeke (ISO 11239, Health informatics — Identification of medicinal products — Data
elements and structures for the unigue identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging)

MCO 11240 WudopmaTtuiauwa 2nopoess. MaeHTHMKALWMA NEKapCTBEHHLIX CPencTB.
3NemMeHTEl AaHHLIX ¥ CTPYKTYPE! ANA YHUKANEHOW uaeHTHdWKaUMK M obMeHa nHdopMaumed o
enuHuuax uamependa (IS0 11240, Health informatics — ldentification of Medicinal Products —
Data elemenis and sftructures for the unigue identification and exchange of units of
measuremeant)

Cranpgapt HLT sepcouw 3, Obwas mMogens NpoaykToB ONA KNMHWYMECKOTD NPUMeHEHKS
(HL7 Version 3 Standard, Common Clinical Product Model)

Crangapt HL7 eepcuw 3, Cneuwdukaymu oblWKMX THNOB 3NEMEHTOB COOBLWEHWA B
MOOENW NPOAYKTOE ANA KNWHW4eckoro npumedenma (HLT Version 3 Standard, Common
Product Model CMETS)

Crangapt HL7 sepcun 3, MpegocTaenedue MHQOPMALKMKA O PETMCTPUPYEMEIX NPOSYKTAX
(HL7 Version 3 Standard, Regulated Product Submission)

Crannapt HL7 eepcun 3, CrpykTypupoeadHan whdopmaywa o npogyktax (HLT Version

3 Standard, Structured Product Labeling)

3 TepMuHGLI, onpegeneHta U COKpalLeHHuA

3.1 TepMHUHLI W onpenenedHnA

Ons  Uened HACTOAWErD CTAHOAPTAE WCNONL3YHTCA  CNegyllve TepMMHB W

onpeaeneHua.
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3.1.1 npumedseman go3vposaHHan cpopma (administrable dose form): MNMpumeraeman
003WpoBaHHAA nekapcTeeHHan dopMa, nonyyYeHHans 8 peaynsTtate scex Heobxoaumbix
npecbpasoBadMi NpoOM3BE0eHHOR A03MPOBAHHOR MOpMEl.

Mpumepsl — Pacmeop dna unbekyul, mabnemra dnA npuémMa eHymps, meepdan kancyna
€ NoOpowWKoM GNa UuH2anauyuL.

3.1.2 HexenaTenbHas peakuynws Ha nekapcteo  (adverse  drug  reaction):
HemenatensHas HebnaronpuATHAA peakuWA, CBA3AHHAA C WCNONLIOBAHWEM NekapcTea ans

MEOWLMHCKOMD NpUMMeHEHKA.

MpumeyaHmna

1 BOIHAEHOBEHWE HEMENATENLHOA DEAKLKA MOMET WMETE MECTO NOCNE PErMCTRAUMK (HEXENATENLEHOE
ABNEHWE, CBR3AHHOE o NDHMEHEHWEM NEKapoTea, WonoNbAYEMOrD B DEKOMEHOOBAHHLIX O0%aX  0nA
NpCdEMNaKTHEKY, QUArHCCTHEM MNY Nededua 3abonesaqdni, a Takse Ona mameseHun duawonoridecsny oyHkgunil
MW 00 DErHCTRaUHH (HERENaTeNsHoE ABNEHHE, BO3HKKkAIoWeE:s Npd mMoBol goae, ONA KOTODONS CYLWECTEYET XOTA
Gkl MHHRMANBHAA BOIMOKHOCTE HANHYKA NPHYRHHC-CNEQCTREHHOR CBRAM C NPHMEHEHHEM NeRapoTaa ).

2 B npaeune FDA 21 CFR 310,305 ¥Ynpaenedna no cadnTapgHoMy H2O3opy 33 KAYECTEOM MALLEBLIX
NEoOykToR W MeadkamedToRr CLUA cnpeienedie BOIHHEHOBEHWA HEXENATENLHOR peakudy BEModYaeT & ceba
nofboe HExenaTensHoe ApneqHHe, "COAIAHHOE WM HE CBAZAHKOE < NpMMEHEHMEs NekapcTea). Opranmaadks
CDISC 8 HacTOAWEes BREMA CHWTAET, 49TC NOHATHE HEWENATENEHOR peakuWdd mknoyast & ceba danduyne
MNEHHHHHO-CNEOCTEEHHOR CRAIM.

3 Hactoawee onpegengyre aganTUpoBaHo w2 Texduueckorno otueta BO3 498 (1972); ICH E2A.

3.1.2 KnuHW4eckoe wMccnegosadume  (clinical  trial):  Hayykoe  WoccnefoBaHwe
NpMMEHEHWA Y Yenoseka, npegdHazHadeHHoe ONA NONYyYeHWA OTEETOBR Ha CcheuudndHble
BONPOCH O Be3onacHoCTH W 3dderTUBHOCTY DMOMEQNUMHCKOIO BMEWATENECTEE (NDUMEHEHWA
NeKapcTea, NeYeHWA, U30ENUA MEOWUMHCKOID HA3HAYEHWA) UMK HOBLIX CNOCcOD0B NPUMEHEHKA
nekapcTtea, NevyeHus, U3JenuAa MeJuLWHCKOro HasHadveHua.

[Cnoeape TepmuHoe |CH EE6 Glossary, aupexTtvea EBponedckod  KOMWCCHMK

2001/20/EC:2002, sepcua: 1-2009/04/19]

FOCT rocTPuCO 11616-2014 Crpatuua: 13/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

NMOCT P UCO 11616-2014

3.1.4 pervcTpauMoHHLIA HOMEp KNWMHWYecKoro wWccnegoBaHuA (clinical ftrial
registration number): PerdcTpauvoHHsId HOoMep (MAeHTWQUEATOP, nNpedHa3sHavYeHHbln ana
KOHTPONA), NPUCBOSHHEIA YNONHOMOYEHHEIM OPrasom.

315 nopoeoe 3HadveHwe (code walue): PeaynsTat NpUMEHEHWMA  CUCTEMBI
HOOMPOBAHWA K 3NeMeHdTaM KoOUpyemMoro MHOXecTsa.

Mpumeyanue — Onpegeneuve agantupoeado wa MCOM3K 2382-4.1960,

316 cucrema kogoupoBaHMA 3HadeHwe (coding scheme) CoeokynHocTe npaewn

OTODpaKEeHWA 3NEMEHTOB O4HOM0 MHOMECTEA HA 3NEMEHTH OpYroro MHOWeCTEa.

MpuumedaHus
1 CucTema KoOMpOoBAHWA, NPUMEHAEBMAA B HACTOAWEM CTAHOAQTE, MCNONEIYETCH TAKKE B CNeOYIOWM:
CcTaHfapTax:

120 11615, Health informatics — |dentification of medicinal products — Data elements and structures
for the wunigue identificaton and exchange of regulated medicinal product  information
(MuchoprataadwA 300p0BRA. MOeHTHgWKEUMA NeEapcTBeHHLIX CPEOCTE. JMeMeHThl  JaHHbX K|
CTRYETYDRI  ANA  YHHEANBHOR WIeHTWOMKaUMKH W obMeda  wedopMadkeid ©  DerdcCTDHPYEMBIX
NEKapCTEEHHEIX CREaCTRAX),
IS0 11616, Health informatics — |dentification of medicinal products — Data elements and structures
for the wunique identification and exchange of regulated pharmaceutical product informaton
(Mudropmatkaaumwa agopoben. MOoedThdUkaunda NexapcTBeHHbIX CReacTB. JNeMeHThl SaHHblix K
CTRYETYPRI  ANA YHHEANLHOR  WIdedTwgukauMe W obMeda  wedopMadkeid ©  pericTpUpyemMbis
NEKapcTEeHHLIX Npenaparax),
120 11238, Health informatice — |dentification of medicinal products — Data elements and structures
for the unique identification and exchange of regulated information on substances |[WHOODMaTAIALKWA
gopoebA.  MOBHTWGMKEALWA NeKapCTEEHHLE CPedcTB.  JNesmoHTsl  JaHHsX W CTPYKTYDSl A0S
YHARAMNEHOA WOeHTHRHEIUMH W obMeHa WHDOpMaUMER O pErdcToMpyEMEx OapMalsesTHYECKEAx
cyBCTaAHLMAX),
120 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 (MHGOpMaTHIALUWA 30opoBeR. WoeHTHgHEaLWA

5
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NEKARCTEEHHLIX CPELcTE. INEMEHTEl JaHHBIX W CTRYETYPE ONA YHUKANLHOR WOEHTWEHEALMA 1 oDMesa
HHEOpMaUKER © PerMCTPMPYEMBX ©OpsMax OOIWMPoOBEM, BOMHKUAX npegcTaenewws, cnocobax
BRBEQEHHA K yTaKoakE],

IS0 11240, Health informatics — |dentification of medicinal products — Data elements and structures
for the unigue identification and exchange of unitz of measurement [(MudopmaTizau«a 3gopoBRLA.
MaeHTrdMEaLMA  NeKapcTEeHHEY CPEOCTE. JNeMEHTh  JaHHBX W CTRYETYPEl ONA  YHHKENLHOoR
HOEHTROUKALKK 1 00MEHa MHDODMALWER O SOHHKLAY HIMEDEHWA).

2 Onpegenerne aganTupoeado ua MCOMMM3IK 2382419040,

3.1.7 HopmaTtuBHbIA cnoBapb (controlled wvocabulary) KoHeuydoe MHOMECTEO
OONYCTHMBIX 3HAYEHUA 3NEMEHTE JaHHLIX.

Mpusedadue — JONyCTHMBIMA IHAYEHAAME MOMYT SeiTe KOQLI, TEKCT WNKW YKMcna.

[CDISC Clinical Research Glossary V8.0, 2009]

3.1.8 waeHTUdUKATOP TEpMMHA B HopmaTHBHOM cnoeape (controlled vocabulary
term identifier, TermID). WMaeHTuduKkaTop NOHATHA, NPefHA3HAYEHHBIW ONA NPUMEHEHWA B
KAYecTBE MNPeanoYTHTENLHOMO YHUKANLEHOMC WOeHTWMWKATOPa OAHHOMO NOHATHA B JaHHOW

CHMCTeMe KOOWMPOBaHWA W ﬂﬂ}fﬁnHKﬂBEHthﬂ dBTOPOM CHMCTEMElI KOOQHPOBAHMA.

MpumedaHus

1 WoeHTHdMKaATOD TEpMKUHE HE MEHAETSA © TEYEHKEM BPEMEHHA, JANKE ECNM KOHEDETHER BEDCWA pECYpCa
IHAHKE HIMEHHNACE.

2 OnpegengHve aganTApoRaHo M3 gokyrenta HLT Core Principles.

3.1.9 oboznaueHue (designation) CumeonNbLHOE NpeOCTABNEHWE NOHATHA.

Mpusmedadue - Onpegensdde aganTuposado wa MCO 1087-1:2000.

3.1.10 poavpoeanHana thopma (dose form). [JoswpoBaHHas nekapocTeeHHas dopma
{pharmaceutical dose form): warepuwancHoe nNPOABNEHWE NpPOOYKTa, COOEp#alluero
dapmayesTYeckMe cybDCTaHUMK WIMNKW BCNOMOraTensHele BEWEeCTEa, KOTOpoe OO0MMHO BbiTh

MNEHMMEHEHD K NAUMEHTY.
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Mpusedadue — TepMHH «O0IUDOBAHHAA NEKapCToeMHas OoOpMar MOMET NPMMEHATECA KAK K

NOHMEHASKMON OCIMPOBAHHOIA NEKApCTBEHHOR fopMe, Tak d K yNakoBaHHOR SO3MD0OBAHHON NEEapcTBEHHON
chapre.

3.1.11 rnobanbHO YHWKanbHbiW KWoeHTHgukaTop (globally  unique identifier):
WoeHTudmratop, oTnwyawwmMiica oT noboro gpyroro Takoro e waeHtudukatopa B nobom
NPOCTPAHCTEE MMEH.

3.1.12 paboTHMk 3apaBooxpaHeHna (healthcare professional) INuuo, xKoTopomy
OOBEDEHO NpPAMOE WNWM  ONOCPEeA0OBaHHOE OK33aHWe OonNpefenedHslx ycnyr B8 cipepe
34paB0OXpaHEHUA CyDBEKTY MEQWUMHCKOW NOMOLK UK NONYNALMK CYELekToB.

Mpumepsr — QunnomuposadHbil MeduuuHckuld paBomueuk, npoeusop, MeduUUHCKAR
cecmpa, colyuanesHbid pabomyuk, pesmaeqonabopanm, ducnemyep unu Medpesucmpamop.

[ENV 1613:1995]

3.1.13 wpenTudbukaTop (identifier): OnucaHwe, gocTaTouHoe ANA BelOeneHWA obbexTa
B HOHKPETHLIX YCNOBUAX.

[ENV 1610]

MpusedaHWe — B KOHTEKCTE HACTOALLErO CTAHOApTa MOeHTHMKATOD NpeacTagnAeT cofoil cnucol
MOEHTHOMUMEYIOLWME XapakTEPHUCTHE, KOTODRIE B COBOKYNHOCTK OOHOIHAYHO WISHTHEWLKPYIOT NEXapcTEeHHOE
CRpEOCTE0, NeKapcTREMHEIR Npenapar, fapMadlesTHYeckyio CcyDCTaMUMIo, KOHTRPONMpYeMyIo CyBCTamMumwio, nyTe
BEE0EHMA, ACIVPOSAHHYID NekapcTeeHHyYs  opMy Wil Mool Opyrod 2NeMmedT, kKoTOopRIR HeoDxoouMo

QOHOIHAYHD MOEHTUDHLMPOBaTE.

3.1.14 pervcTpauMoHHbIM Kopa vccnepoeaduA (investigational code, sponsor code):
PeructpaumodHei HoMED, NPUCBOEHHBIA YNONHOMOYEHHEIM OPraHoM 23ABNEHWUID CNOHCOPa Ha
WCcCcneaoeaqHue HOBOMD NEKApCTEa A0 HAYANa KNUHWYECKOrD MCCNedoBaHne.

3.1.15 wecnegyemoe nekapcTeeHHoe cpepncTeo (Investigational Medicinal Product):
NexkapcteeHHan dopma akTMBHOW cybBecTaHuvn unu nnauebo, vaydaembie UNK MCNONLIYEMbIE
ONA CPaBHEHWA B KNMHWUMECKOM WoccnefosadHul. K nccnefyemeiM NeKapcTBeHHbIM CpencTEaM

OTHOCATCA Takde 3aperdcCTpupOBaHHEIE paHee NekdpCTEeHHBIE NpenapaTtel, NpoMiEadeHHbI2 B

7
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OpYriMx  NexkapcTBeHHsX  popmax, B HOBOW [OO3WPOBKE WNKW  YNAKOBKE, NeKapCTBeHHLIe
npenapartsl, WCNonb3yemsle ONA NOKa3aHWWA, HEe BKMIDYEHHLIX B pEervcTpauuoHHoe O0cbe,
3aperdcTpMpoBaHHbIE NEeKapCTBEHHLIE Npenapatel. WCCnedyembie B UEBNAX NONyYeHWA
AONONHATENSHOW MHIOPMaLMK.

3.1.16 wpucaukuma (jurisdiction): Neorpadmyeckan TEppUTOpKA UNKW Npaecean coepa,
Ha KOTOPYK pPacnpoCTPaHAKTCA NOMHOMOYWA Oprada rocyJapCcTBEHHOW  pDerucTpauuu
NekapcTeeHHbIX CPeacTe.

3.1.17 npou3eegeHHan po3vpoBanHas dopma (manufactured dose form):
NekapcTeeHHan Qo3avpoBaHHan opMa B yNakoeke NPoM3BOOKMTENA, ewe He npeobpasosaHHas
B NPUMEHAEMYID 003MDOBAHHYID hopmy.

Mpumep — Mopowox dNF UHLBKYUOHAOED pACME0pa.

Mpumedaruwe - Bo MHOMX Cy4asy NPOMIBELEHHAA O03IMPOBAHMAR QOpMa HE HYRZAeTCA B

NpecBpaIonaHuK # TOrIa OHa MEEHTHYHA NPUMEHASMON ZoaHpopaHHol fhopa.

3.1.18 meguumHckoe wnagenwe (medical device): [MwBoR WHCTpYMEHT, annapar,
npucnocobnexwe, nporpaMmMdoe obecnedeqHWe WNW WMHOW NpegMmer, WCNOoNbayembld cam no
cebe unu B COMETaHWK C ApYTMM (BKNIOMaA nporpamMmMyce obecneveHwe, NpeqHa3HavyeHHoe ero
npon3soguTenaM ONA WCNONbLIOBaHKWA B OWarHoCTHYECKUX WMNW TepaneBTHYeckWX Uenax W
Heobxogumoe ANA  NPaBWNbHOMC NpuMedHedwa npwbopa), KOTOpLIA NpegHasHadveH ero
npou3soguTenem Ana MeguUuMHCKOro NpUMEHEHUR B CNedywny Lenax:

- OMArHoCTWKE, NPOQUNaKTHKA, MOHWTOPMHT, NeYeHue Wnu obneryeHue saboneeaHns;

- [WMarHoCTWUKA, MOHWTOPWHI, nedeHwe, obnerdeqHwe wnNu KoOMNeHcauWa TpaBmbl WNM
WHBANWOHOCTMK,

- WCchNefoBaHWe,  3amelleHde WKW MOoOWWKaUMA  AHATOMWMECKOTO WMWK
M3NONorM4ecKoro npoyecca;

- KOHTpONA BepemMeHHOCTW, KOTOPLIW JOCTMraeT CBOEro OXWOaeMoro OeWcTBUA B Tene

WNK Ha Tene 4YenoBeka He C© NOMOWSH PAapMAKoNorMYeckrs, WMMYyHONOMMYECKHK WNK

B
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meTabonudeckux cpencTe, HO KOTOPOMY 3TW CpedcTBa MOryT cnocobcTBOBaTL.
[Oupektvea EC 2007/47 ob wagenuax meguuuHckoro HazHadedws (EC Directive on

Medical Devices 2007/47)]

Mpumedadue — ITO oNpeaenase NPHMMEHRETCA TONBND ONA USNSR HACTOAWETD CTAHOAPTa W ODyTix

cTaHOapToR gasHod cepwn (MCOD 11238, WCO 11239, MCO 11240, MCO 11615).

3.1.19 nekapcteeHHoe cpepactBo (Medicinal Product): Bewecteo unu komBrHaWMKM
BELUECTE, NPUMEHASMBIE K OPraHUaMy YenoBexa AnA NeYeH s W NpoMUnaKkTHEY 3abonesadii o

LUens OMArHOCTHEM WNKM BOCCTAHOBNEHWA, KOPPEeEUMH WK W3MeHeHWA WINoNorHecknx

PyHELMA.

[ENV 13607, ENV 12610]

MpumMedaHus

1 MexkapcTEEHHOE COEOCTEO MOMET COQEPMAaTE OOHH MMM HECKONLKD NPOMIBEISHHEIX NPOIYKTOR KW OQUH
WK HECKONLED NERapcTBEHHBIX NpenapaTos.

2 B HeHOTODLIX WDHCOHKUMAY NEapCTEEHHMOS CDEOCTES MOMEeT OblTe TAKKE ONpegoneHdo kak moboe

BEWSCTED MK KOMOHHALWA BEWECTE, KCNoONEIYEMBLIX NS NOCTAMORKN JHMarHoaa.

3.1.20 nekapcTeeHHbIA npenapart (pharmaceutical product): KadecTeeHHaA W
KOMWYeCTEEHHAA KOMMNO3WUWA NekapcTeeHHoro cpedcTea B O03WPOBAHHOW  hopMme,
paspelleHHol K NPUMEHEHWID YNONHOMOYEHHBIM OpraHoMm W yK33aHHOW B COOTBETCTEYHILUWX

OOKYMeHTax PerMcTpalMoHHOND JoCke.

MpumedaHus

1 NekapcTREMHOS COS0CTRD MOMET CONSMMATL OOUH MMM HECKONBEKD NPENApaTOR.

2 Bo MHOMX CNy4anx NekapcTBeHHLA npenapar MoesTHHeH NpovIBeneHHoMy NpogyeTy. OOHaKko ecTk
MOHMEPRL, KOFOA MOOWIBEOSHHEE NEOOYKT NpeTepnesasT npesbpaicRanne 00 NPUMEHEHHA K NauuedTy [B
KAYRCTBE NeKapCTREHHOND NPenapaTa) ¥ Toraa o4 HE TOMOSCTESHEH NEKapCTECHHOMY NpenapaTy.

3.1.21 ynakoBaHHLIA NekapcTBeHHLIA npenapar (packaged pharmaceutical product):
KavyecTBeHHaA W KONWYECTBEHHAA KOMNO3WMUMWMA NEeKapcTBEHHOMD Npenapara, CoAep#allanca B

YNakoBke NekapCTEEHHOND CpecTea.
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Mpusedadue - Bo MHMOTMX ChydaAx  yNakosaddel NesapcTBeHHel  Npenapar  TowOecTheHEH
NEESQCTESHHOMY CpencTey. OOHaKD B HEKOTOpRLIX  CHTYAUMAX  YN3KOBAHHEA NekapCTeedHbll  npenapart
{Mpenapars) oomkeH BilTe BOCCTAHOBNEH 00 B0 NDUMEHEHWA K NALWEHTY (HANPUMED, NOPOWOK W PACTBODMTE Mk
ONA HHBEKLWOHHOTD pacTeopa).

fMpumep - Kawdeil ¢hnakon ¢pabpazuma codepwum 35 mez asancudasel Gema @&
HOMUHAMLHOM BLIDANEHLUL (ynanosaHHbIL NeRapcmeeHH bl npenapam). Mocne
eoccmanosnenun 7,2 mn odel dnA uHbekyul thnakvon ghabpazuma codepwum 5 maimn (35 ma/7

mn) azancudaisl 6ema (NexkapcmeelHbIl NPENapam Nocne 80CCMAaHo8NeHUR).

3.1.22 wpenTudukaTop nekapcTeeHHoro npenaparta PhPID (Pharmaceutical Product
|dentifier): MMoBanbHO YHMKANbHBIA WOEHTUOUKATOP NeKapPCTBEHHOMD Npenapara.

3.1.23 dapmakonapzop (pharmacovigilance): MeponpuaTua, CBA3AHHLIE © HAYYHEIMK
WCcNefoBaHUAMM U MOHMTOPMHIOM De230NacHOCTH NeKapCTBEHHLIX CPEeCcTE W HanpaBneHHbe
Ha CHH#EHWEe  BO3MOMHBIX  HEMATMBHBIX  NOCNEOCTBMA  MeJWUWHCKOro  NpUMeHeHHA

NekapCTeeHHbIX Cpe4cTE W NoBbIWEHWS MX EI'[DI'_T.}EHTHBHDCT!-"I_

MpumedaHua

1 DapumakoHagiop ARNSETCA BaEHOR @yHELWeH cbecneYe A oBWEecTBEHHOMD 300P0B5LH.

Mpumep = PapmMakoHadIop awmoYyaem a cedsa:

- cbop u obpabomky caedenul no He30NACHOCINIU MeKapcmaernLIX cpedcma;

- aHanu: daMHbLIX 8 UeNAX BbiReMeHUR ccousHanoays [Mobbix HOBLIX WU UIMEHUSLUXCA
dcrexmos GeIonNacHoCmu) U NPUNAMUES petieRuld No aonpocaM Se30MacHOCmU,

- deamenkHOcME Mo 3awjime obuecmasHHoso 30opoakR [BRMOYSR  HOpMamueMy
deamenwHocms) U uxopmayuontoe elaumodelicmaue © yyacmuukamy obpatyeHus MeKapciasHMLIX
cpedce;

- aydum peaynbmama npednpudambsIx Meponpuamull U ocHOaNLIX NPOLECCoa, COCMIanmiowux
SITH e DOMDURITILA,

2 B 4Wcno yYacTHHKECE (hapsMakoHagIopa axo0aT

= NaUWeHTE HaK NONyY4arend NeapCTEeHHLIE CPpenoTe,

10
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- Dpayy, ANTEUHED PAGOTHUEM, MEJMLWHCKME CECTDL W SPYIHe MEeduuWHckke paBoTHMKN, WMEeowWie
OENG ¢ NEeKapCTEEHHEIM CPEOCTBaMKA, a TaWe YNONHOMOUSHHEIE Opradel, KOHTDOMUpYIOWWe GeaonacHocTh
NEKApCTREHHE COeaCTE,

- NPOMABOOWTENK  NEKapCTEEHHEY  CPEOCcTE, & Takke  NPeOnpeATAA.  HMNODTURYIOWME  WiK
NOCTABNAGLLWE NEXADCTEEHHBIE CREQCTRa,

3.1.24 KonuvecTBeHHOe 3HaveHue (gquantity value): YucnoBoe aHaYEHWE C eaMHWMLAMM

H3MEDEHWA, COBMECTHD ONWMCBIEGKIWWE BENWYKMHY KONW4MECTEA.

MprmedaHus

1 KonWYeCTEEHHOE IHAYEHWE RBNASTCA BbiPESEHHEM BENKHMHE EONWHECTER. ITO BEIDAMEHHE COCTOMT
M3 9HCNa W S0MHWML A3MEPEHMA. EQUHMLL MAMEPEHHA NPeOCTABNAKT ITANCHHYIO KOMHYecTEEHHYID WKany, o
ACMOLLSLMY KOTOPOR WaMEREHHoe (MK NoONYyYEHHoe B PEaYNLTATE OUSHKH) JHAYEHHE CPABHWBAETCA © OOHWMM WM
HECKONLEMMEA  3TANOHHEIMKE  KONAYECTBEHHBIMA  IHAYEHKARMKY, YUCNOBOS  IHAYEHWE ABNSETCA  Pe3yNbTATOM
COABHEHMA MIMEDEHHOID KONKYECTEa © 3TOW ITANOHHGH WKANoM,

2 TepMdd "pendddsa” (magnitude) we WononedyeTcA B pykoBogocTee WCOMSK Guide 99, Ogeaxo
HACTOALWEE ONPEOEnEHHde YEASEHBEIET, 4TO "BENMYWHA" BbiDAMASTCA KaK EONWYECTEEHHOE IHAYEHWE, ROTOpROE
ABNABTCA BLIDAEEHWEM BENWHYHMHEL W T3 ME CAMaA BENUHWHA MOKET DbliTh BRIDAMEHS C MOMOWBID MHOMAK
EONHYECTEEHHER IHAYEHMH,

3 ITAN0OHOM BMOMET COVHHTE BOWMHHALA WAMEDEHKR., MAMEPWTENEHAA NPOUeaYPa. ITANCHHEA MaTepWan

WM KX COYETAHKE,

3.1.25 pagvodapMaueBsTHyHeckrd Komnnekt (radiopharmaceutical kit): [penapar,
HOTOpLIA Jonsed ObiTh BOCCTAHOBNEH WNK COSQWHEH C PagWOHYKNKMOAMKM ANA nonyqedus
KOHEYHOro paavodapMaleBTUYecKore npenapaTta, oDbIMHO HENOCPEeOCTBEHHO nepeq ero

NPAMEHEHWERM.

Mpumedarue - B cnydae pagdiofapMalesTHYeCckorns KOMONEKTa, EOTOPLIA  gonsed  DwiTe
AKTHRHPOBAH PASHOHYENMOAMKE NOCNE NOCTABKA Sr0 NPOWIBOSWMTENSM, AKTHEHCH (HOPMHPOBAHHOR | CySCcTaHuMe

CHMTARTCA Ta HacTe &0 COCTaBa, KOTORAR NpedHaiHaqeqa ana nepedsca PaduoHyY RO MN CERILIBABTIA C HIABA.

3.1.26 pedpepeHTHan akTHBHOCTb (reference strength): AkTueHocTe cyBoTaHuuM wnu

HopmupoBaHHoW  cyBeTaduwmr  (cyBcTaduwi), wocnonbayeMas B KAYecTBe 3TanoHa, no

1
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OTHOWEHWKD K KOTOPpOMY onpefenAeTcd akTHEHOCTE HCCNedYeMoro NN 3apelMcTprpoBaHHOro
NekapCTBEHHOID CpedcTea.

Mpumedarnwe — Ecnv akTMEHBIR WMHPeaMeHT WweeT opMy CONM WNe regpata, 10 pedepedTHan

AKTHEHOCTE MOKET DbiTh BRpaMEHa 8 TEPMAHAX AKTHBHOCTI Ba30B0MD BEWECTEA.

3.1.27 HopMmupoBaHHaa cybcTanyma (specified substance). ®apmaueBTU4ECKan
cybcTaHuwsa, xapakTepu3yeman rpynnold 3nNeMeHToB, KOTOpble ONWCLIBAKT KOMONEKCHOe

BELUECTEBO MNW YEA3bIBAKDT JONONHHUTENBEHYH MHPOLMALWKD O NeKapCTEEHHLIX CPeACTEAX.

MpumedaHus

1 MNpuMepany CONONHUTENEHEE JNEMEHTOR ONMCAHAA MOMYT CNYHMTE KAYECTED, S0MHWLE MIMERSHWA,
dareckan DopMa, KOMNOHEHTEL, NPOHIBOOAUTENL, EDHMTHYHEIE ITAMNB NPOUARSACTREHMHONS NOOUSCCA (K NPUMapy,
IHCTDAUMA, NPOUBCCHI CHHTEIA W DEKOMBUHALMK), cnegwbuEaLMe B AHANWTHYECKME METOOR, WCNONLAYEMEE ANA

CNpedenaHda COOTEETCTEMA Cneddusanmi.

2 [OnA oNMCAHWE HODMHDOBAMHOA  CYBCTAHLMK MOMYT WCNOMNL30BATLCR YETHPE PAINWYHEE T

DANEMEHTOR, MEXIY EOTODEMA CYWECTEVIOT DNpadeneHHEe OTHOWEeHWA.

3.1.28 cnoHcop (sponsor). @uavydeckoe nuuo, Oypma, WHCTUTYT WUNK opraddsaums,
HeCcyllaa OTBETCTEBEHHOCTE 33 WHWUMWUPOBAHWA, OpraHd3auu  unv  PUHaHCHpOoBaHWE
KENWHWYEeCKOM WocnegosaqHua.

3.1.29 aKkTMBHOCTL, KONW4YecTBeHHbLIA coctaB (strength, guantitative composition):
CogepwadHue CcybBCTaHUMK  WNM  HOPMWUPOBAHHOM cyBCTaHUMKM, BhipameHHoe B dopme
KONMYECTBa B eQMHUUE A03b, efuHuLe oBLema MNK Maccsl B COOTBETCTEBMM C AO3MPOBAHHOW
hopMOoRr.

MNMpumeyaHmus

1 B onvcadii KoNUYECcTEEHHOMND COCTaea cyfoTaduMi (cybcTanuMid) MnK HopMUpPoBAHHON  cyBoTaMu|u
EOHEYHOMD WCCNeayesMord  WnKy  3apervcrpyupoBalHond  NexaptiBeHHOro  CpeacTea {E JABACHMOCTA QT aro

NEKADCTEEHHOA OopME} HEODXOOMMO YE3IATE MACCY WA KONHYeCTED e0WHEAL BUONordYeckol akTHEHOCTH B

pACHETE Ha BAMHIALY A0Sk, MACCEH WNK 0FLEMa ANA Kauaoi cyBcTaHUKKn MNK HODMUDOBAHHON CyECTaHLMK.
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2 CyBcTamuMs WNH  HOPMUPOBaHHAR CYECTAHUWA, CYLLECTEVIOWaA B DopmMe cOBOWHEHKA WA
NoCHIBOOHOMD BEWECTEa, 0DAIaTENEHD JOMeHA OwbiTh ONWCAHA KONWHECTEEHHO C yKalauues 00WER Macchl M,
ECNH 3T HEOGXOOMMO MIMTH YMECTHO, MACCE AKTHBHOMD KOMNOHEHTA WNH KOMNOHEHTOS MONEKYIb.

3.1.30 cybetaHumAa (substance):. Nwboe eewecTBo OUONOTMYECKOrD, MUMHEPANLHOID
WKW XMMKWYECKOrD NPOMCXOMAEHWA, CcnocobHoe K OTOENLHOMY CYLWECTBOBAHWID M MMEKLles

onpefeneHHsId cocTae.

MpusmedaHmus

1 Cybctamumi soryT BeiMh NPOCTEIMK WM CRMELLEH H MK,

2 MNpocTele cyGCTAHUMK ONMCRIBAKTCA C NOMOWBLE MAHAMANEHD O0CTATOYHOMRD Habopa anemMedHToR
OaHHBX W OZNATCA HA NATE THNOB. XAMAYECKWE, NDOTEMHE, HYKNEWHOBEE EWCNOTR, NONAMEPE M CTDYRTYRHO-
CaIHopogHEe cyboTaduMK. CySCTaHuWMA MOMEeT NPegcTaBnATe cobO CoMe, COMBEAT, CRBOGOOHYIO KWCMOTY,
CEOGOOHOE OCHOBAHKE, CHMECH CEAIAHMEIX KOMNOHERTOR, KOTODBIE CORBMECTHO Bhl QENEHE! MW CHHTEIRPOERHGI.

3 Mo BOIMOSHOCTA J0N#HA WCNONLICEATECA TEPMHHONCIMA W ONPESENANWWe XapakTEpHUCTHRA K3
rapMakoneiHey cTaTeln. OnpegenAlllkie INaMedTR IABUCAT OT THNa cyBCTaMuUMK.

4 OToenNeHoe CYLLESCTREOBAHKE 03IHAYAET CNOCOBHOCTE CYOCTAHUWWM CYLUECTBOBAT: OTASNBHD OT Meoboi
apyron cybocTadydd. CyBCcTaHuMK MoryT NPedcTasnaTe cobBold xopows ongedeneHHBIE BelecTEa, WMESKWWe
GNEEAENEHHYID  XAMHWSECKYI0  CTPYETYPY, CHHTETHHECKHME  BeLWECTBa  [HANDWMEp, CMECH  HIOMEepOB),
BCTPEYAMWHECA B NOUPOOE CMECH XHMHUYECEHX BEWECTE, MMEOWHE ONpegeneHHble MONekyNapHEE CTRYETYDE
(HANDHMED, KOHBKIATE JCTROMSHOR), BEWESCTEA, NPOWIBEIEHHEIE M3 PACTEHWH, MHBOTHEX, MHKPOODraHHEMOE KNH
HEODIAHWHYECKME  BEWECTE, XHMMYECKan CTPYRETYPa  KOTOPRE  MOMeT ObiTe HEW3IBECTHOR  WNW TpyOHOo

ONpEaeNAERMON.

3.1.31 egMHMua wamepeHua (unit of measurement). BewecTeeHHOE CKanNApHOE
3HaueHMe (PUAMYECKDW BENWYMHLI, ONpedeNeHHOW W oJoDpeHHOW cornalleHwem, © KOTOpOW
MOMET CpaBHMBaTeCA Nbas gpyras BenuuMHa TOro #e poda ONsA BblMHMCNEeHWA OTHOWEHWA

OBYX BENWYKWH B (DOpMe YKWcna.

Mpvsedarie — B 1ApHCHMOCTA OT XapaKTEPa ITANOHHOR WKANL, BEDIMEHAE 2OHHULE WIMEDEHNA
MOET NPEAcTARNATE MWGS GNIMHECKYIo 80WHMLY MAIMEPEHWA, CEAIAHHYID C CHCTEMON DEMHUKH (HAaNDHMEp,

egurHdyE CH), nuBo nporisoneHo oNpegeneHHYIo e0dHMLY WIMEDEHMA, KOTOPaR MOMET OTHOCHTECR K
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ANpegeneHHoMy cTanaapTHomMy obpaauy, CTAaHgApTHOA NPoOUEnyDe WIMEDEHWA, MEPE MATERHaNa WK JAWE K 1K

KomMOMHALMAM.

3.1.32 epuHuya npepctaenedwa (unit of presentation): KadecTBeHHLIW TepMKH,
OMUCEIBAKDWKWA egUHWLY NpeAcTaBneHWA ¥ ONMCAHWA aKTMBHOCTHM NeKapCcTEEHHOro npenapata

HIMTKW NDOW3BedeHHOMN0 NpodyeTa.

MpumedaHHa

1 EOHMUBLl NPEACTARNEHWA KCNeNLIVIOTEA 0COBEHHD YacTH Ha MECTE CKAZAHWA NALKENTY MeOMUHHCKEA
MAOWA, BCNE KONMYSCTEZHHAR 80MHHLE MAMEDEHNA HE NDHMEHKMA.

2 EfsHMUA NpeOcTaBNeHHs MOoMEeT WMETh TO e HSIBAHKE, 4TO W B ADYTOM HODMATHEHOM CNoaape
OaHHBX, HANDUMep, NekapcTEeHHan Ao3nposanHas fopmMa, HO 3TH 083 NOHATHA HE 3KBHBAMNEHTHE WM OOMMHLE

WMETE B HOPMATHBHOM CNOBADE PAZHEIR YHUKANLHEIE WISHTEWKATOPE TEpMUHOR.
Mpumep = Tabnemua, cnped unuy doza cnper scodepwum 100 Mke 8 pacyeme Ha CRpeny
(edunuya npedcmasnequs = caped).

3.1.33 yHUKANbHbIA @ w“aeHTHgKWKaTop wagenuwa (UDI, unigue device identifier):
YHUKANBHLIK  MASHTHWMKATOR, NPUCBOSHHEIA  M3Zenv  MedWUMHCKOro Ha3sHadeHwa B
COOTEETCTEBMM C  TpebosaHvAaMmk  MewnayHapogHoro  opyma  OpraHoB  perdcTpauudm
MedAUWHCKNX W3genui (International Medical Devices Regulators' Forum).

3.1.34 apgwwoBaHT (BakumHel) ((vaccine) adjuvant): KomnoHeHT, yCWNWBAKLLKA
WMMYHHBEIA  OTEET K aHTUIeHy WunKM Mogynupyrowuid ero Ana NONyYeHWs Henaemoro
MMMYHHOTD OTBETA.

3.1.35 cnosapb (vocabulary): TepMUHONOrMYECKUA CNOBAPL, COOEMKALUMA TEPMHHE K1

onpefeneHua M3 oOHoN Nk Bonee KoHKpeTHbIX 0DNacTer 3HaHWA.

Mpumedanuwe — OnpegensHde agantuposano we MCO 1087-1:2000, onpepeneHue 3.7.2,

3.2 CokpaweHun

3.21 KC

HopMaTheHEIA cnoeape (CV, controlled dictionary)
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3.2.2 FDA

YnpaeneHwe nNo CAHWTAPHOMY HaZg3aopy 3a Ka4YecTBOM MNULLEBLIX MPOOYKTOB W
medukamenTos CLUA (United States Food and Drug Administration)

3.23 EP

Eeponelickan dhapmarkonen (European Pharmacopeia)

3.24 IMDRF

MexayHapoOHsd QopyM OpraHoB pervcTpauuy MeduuMHcKMX u3genad (International
Medical Devices Regulators' Forum)

3.25 ICH

MemxayHapoaHas koHdepeHuwa no rapmodHu3aumy  (International Conference on
Harmonization)

3.26 ICSR

OT4ET No De3onacHOCTH NPUMEHEHMA NpenapaTa oTAeNbHbIMK NayweHTamu (Individual
Case Safety Report)

3.2.7 IMP

wccnenyeMele NexkapcTeeHHsle cpeacTea (Investigational Medicinal Products)

3.2.8 IMPID

HOEHTHDKUKATOD WCCnNedyesMoro nekapcTeenHoro cpeactea (Investigational Medicinal
Product ldentifier)

3.259 MPID

naeHTUdKUKATOD NerkapcTeeHHoro cpeactea (Medicinal Product |dentifier)

3.2.10 PhPID

waeHTudKMKaTop NekapcTeeHHoro npenaparta (Pharmaceutical Product Identifier)

3.2.11 UoM

eauMHuUa uamepedma (Unit of Measurement)

3.2.12 USP
15
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Papmarkones CLUA (United States Pharmacopeia)

3.2.13 UDI

YHHKANBHEIA  HWASHTUWEHUMPEYHOWKA  Kod  MeauuuHckoro  Wagenua  (Unigue Device
Identification Code)

3.2.14 HLY

opraHusaumna Health Level Seven

3.2.15 TermID

WASHTUDKUKATOD TEPMUHA M3 HOpMaTKeHoro cnoeaps ( Term ldentifier)

4 TpeboBaHuA

4.1 3nemenTbl, Tpebyemble ANA YHWUKaNbHOW MAEHTWMWKALWW NeKapcTBEHHbIX

npenapaTos

B HacToAwem pazgene  oONWCaHbl  3NeMeHTH, HeobxoOuMbie ONA  YHUKANBEHOW
WaeHTUMUKALWMKM ¥ ONWUCAHWA NexkapcTBeHHbiX npenapatoe. B Hem Tawke npuBefeHbl
Tpeboeaquna k obecnedeHno MOEHTUMWKALKMKM NeXapcTBEHHOMO Npenapara.

MoenTudmkayma nekapcTeedHoro npenapata (PhPID) poniHa ObiTe OCHOBaHA Ha
cnegylowes NoOgMHOMECTEE 3INEMEHTOB, ONWCHIBAKOLWWX NeKapCTBEHHOE CPEACTBO:

a) cybocTaHuma vnu HopmupoeakHana cybcTaHuua(cyboTaHumu);

b) BKTMBHOCTE, &0WHWUbI  3KTMBHOCTHW  (8QWMHWMUBI  W3MEpEeHMA  WNW  edWHWULL
npegcTaBneHns ),

c) pedepeHTHbIe AKTUBHOCTH,

d} npUMeHAEMAan NO3MPOBAHHAR opmMa,

e) MeOUUMHCKOE W3enue (ABNAILWEECA KOMNOHEHTOM NEKAPCTEEHHOIO CpencTea).

16
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NeTancHoe onucaHue 3TUX 3NeMeHTOB NpueefdeHo B cTadHgapte WMCO 11615, Kpome
TOro, B 3TOM CTaHgapTe ONWcaHsl 3NeMeHTbl MHMOopMauuKM O NPpoW3BefdeHHbIX NPoaYyKTax,
KOTOpbIE AOM#HE! BbITe BOCCTAHOBNEHL! Nepes NpUMMEHEHUEeM.

MoeHTUMKaTOpE! NeKapCcTBEHHBIX NPENapaTos W aNeMeHTsl ONWCaHWA 3TUX Npenaparoes
OOM#Hbl NpencTaenATe ekapcTBEHHbIe nNpenapatbl B COOTBETCTBMW C  WH@OpMauWeHd,
cofep#alledcA B perdcTpauloHHOM [ocke COOTBETCTBYIOWErD 3aperMcTpUpOBaHHOMD
nekapcTeeHHore cpeactea. Mcnonb3oBavwe nNekapcTBeHHbLIX MNpenapaTtoe, He uMelollee
othuyuansHoro pa3spewedun (off-label usage) He BxoguT B 0BNACTE NPUMEHEHWA HACTOALLErD
CTaHoapTa.

HacToAwKWA cTaHoapT W CBA3aHHbLIE © HWM CcTadHfaptel cepud IDMP He nonsHb
nogMeHaTs NpUHUMNE Nogaepsxn Donee wWpokmx ceugeTenscTs 3ddekTUBHOCTH No
OTHOWEHWK K AOpYrMM NekapcTeeHHeIM CpeAcTBaM, KOTOPLIM NPWCBOESHEI MOEHTHYHbIE
waeHTudrkatTopel PhPID, ynomanyTele 8 cTangapte MCO 116815,

JnemeHTsl  OaHHblX, HeobDxogumele Ana  redepayue  wgedtudwmkatopos  PhPID,
ONMPAKDTCA HA KOHTPONUPYemele cnoeapw (KC), oNMCaHHBIMK B CNeayowmMx cTaHgapTax:

IS0 11615, Health informatics — ldentification of Medicinal Products — Data elements
and structures for the unigue identification and exchange of regulated medicinal product
information  (Mucdopmatvzayma  3nopoBed.  MOoeHTUDMKAUMA NeKapCcTBeHHbIX  CPencTs.
AnNeMeHTel JaHHbLIX W CTRPYKTYPR! ANA YHWKaNsHOW WOeHTuduKauny u obMeHa uhdopmalmed o
perncTpupyeMblX NeKkapcTBeHHbIX CpecTeax),

ISO 11238, Health informatics — ldentification of Medicinal Products — Data elements
and structures for the unique identification and exchange of regulated information on
substances (Mudopmatuzauma  3gopoebs.  MioeHTudpukauwa NekapcTBEHHbIX  CPeacTs.
ANemMeHThl 0aHHBIX U CTPYKTYPE ANA YHUKANBHOR WaeHTUdMKauMKM 1 obmeHa uHpopmaumed o

pEMMCTpUpYeMbix hapMaUeBTHYecKnx CyBCTaHumaAx);

17

FOCT rocTPuCO 11616-2014 CrpaHuua: 26/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roct P UCO 11616-2014

SO 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
(MHdropmaTnaauma agopoeba. MoeHTHGWKALWMA NEKAPCTEEHHLIX CPEACTB. 3NeMeHThl 0aHHbIX 1
CTPYKTYPbl ANA YHWKanNbHOW waeHTudwuraummu v obmeHa wHbopmauwed o pervcTpupyembix
dopmax 003IUPOBKK, EAWHMLAX NPpefcTaBNeHWA, cnocobax BEeAeHUA W YNAKOBKE ),

SO 11240, Health informatics — Identification of Medicinal Products — Data elements
and structures for the wunigue identification and exchange of units of measurement
(MHopmaTnaauma 3gopoesa. MoeHTHdMKAUKWA NEKapCTBEHHLIX CPeacTe. JNeMeHThl JaHHbIX W
CTPYKTYPBl ANA  YHUKANLHOW  WOeHTWgMKauwu W obmedHa wHdopmaumed © egMHMUaEx

W3MEpEHWA).

4.2 MNepepgava vHpopMaUuKK O NEKapcTBEHHOM NpenaparTe

Ona  obecneseHda  yonewHoro obmedHa  wWHpODMAUWMER O pPEFMCTPHPYEMbIX
NerapcTBeHHbIX CPEOCTEAX MEeXOy y4acTHWKaMW, Ha3BaHHbIMW BO BEEAEHWM, NepeaBacMbie
cOOBLWEHWA OON#KHL WMETe CTPYETYPY W OpMaT, nNo3sonAMe O0ECNeYnTe NONHYK
COBMECTHMOCTE W BAAWMHYK NPUEMNeMOCTe PEanW3auni 3Toro oGMeaHa.

YUUTLIBAA BaWHOCTb CTaHAapTW3oeaHHoro obmeda WHOpMauWed, NpedHasHa4YeHHoR
ONA  OCYWECTBNEHWA PErynATOPHOW AaKTMBHOCTW W (DapMakoHagzopa, ANA  Nepegasni
WHOPMaUKKM O NEeKapCTBEHHbIX  CpeacTeax  cnegyeT  MCNoNs30BaTe  COOBLWEHWA,

onpefenedHsle B cTakgapre HLT sepoun 3.
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5 MgeHTUhULUKMpPYOLWMWe XapakTepMCTHKM NeKapcTBeHHLIX NpenapaTtoB

5.1 Cnon 1 ypoBHW MAEHTH(PMKALMK NeKapCTEEHHBLIX Npenaparos

5.1.1 O6wMe NnonoXeHWA

MoeHTuduKkaTopel NekapcTeeHHsx npenapatoe PhPID gon#Hel ObITe NpegcTaeneHs
Ons Aeyx cCNOee (CNoW AKTUEHOW CYBCTaHUMK KU CNOW HOPMUPOBAHHON CYDCTaHUMK), KaMOsIA 13
KOTOPLIX COOSPMUT YeThipe YPOBHA MASHTURUEaLMK ONA KA 0o NekapcTBEHHOro Npenapara,
CoAgpHalleroca B NeKapoTeeHHOM CpeacTee.

Moentudukatopst PhPID nonsHsl reHeprpoBaTeCA © WCNONL3CBaHWEM CTadgapTa
onucaHMa cybcTaHuwid (oM. crtangapt MCO 11238), nonoxeHuid pazgena akTUBHOCTH W
NpMMeHAemMol ao3zvpoeadHod dopmsl (oM. ctadgapt MCO 11239) v craHgapta onvcadus
eauHWL MaMepedius (cm. ctadgapt MCO 11240), Kak 370 MNNKCTPUPYETCH HUKE.

PediepeHTHaA aKTHMBHOCTE OOM#HA NOBTOPATECA HAa 000MX CNOAX WASHTHUMMWKATOpROB
PhPID. Ona ponwHa ObiTe nNpou3eegedHa Wz wHpopmauywu 00 akTMBHOW cybcTaHumMm K
HOPMUPOBAHHOW cybcTaHumK B 3aBUCUMOCTW  OT  chneuudmWyecknx  XapakTepUCTUK

NekapCTeeHHOre Npanaparta.

Mpusmedarue = Boe cnod vogeHtvdrrkaTopos PhPID gormeHsl DbITe ONACaHE! HA HETbIPEX [PainH-HbX

YPOBHAX, NpOHYMEpPOBaHHER oT 1 ao 4.

Tabnuuya 1 —YeTwipe ypoeHa waeHTudmkaTopoe PhRID

Crnow YpoBHK

Cno# PhPID_SUB L1 — TepmuH cyBecTadymu (cyboTaHumi)

MOEHTUDUKATOPOE | PRPID SUB L2 — TepmuH cyBCTaHUMKM (CyBCTAHUMIA) + aKTHBHOCTE +
PhPID  aKTWBHOW | patheperTHas akTUBHOCTL

cybeTaHumMu PhPID_SUB L3 — TepmuH cyboTaHumu (cyBeTaHuMidy + npumeHasman
noavpoeaHHan dopma
PhPID SUB L4 — Tepmud cybBoTaHuuM (cyBeTaHumi) + akTMBHOCTE +
pedrepeHTHaRA aKTUBHOCTL + NPUMEHAEMAaRA No3WpoBaHHan dopma
19
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Cnon PhPID SpSUB L1 — TepMuH HOPMMPOBAHHOM cyBcTaHumK
waeHTuukaTopos | (CybBocTaHuMe)

FhPID PhPID SpSUB L2 — TepMMH HOPMWPOBAHHOM CyBCTaHUKHIA
HOPMUPOBAHHOM {cybcTasumid) + aKTUBHOCTE + pediepeHTHan aKTUBHOCTb

cybocraHume

PhPID SpSUB L3 — TepmwH HODMWPOBAHHOW cybcTaHumm
{cyBocTalumid) + nprumeHaAeman go3npoeaHHan hopma

PhPID _SpSUB L4 — TepMuH HOPMHPOBAHHOW CyBCTaHUWKA
{cybcTaHuMid)  +  aKkTUBHOCTE +  pedepeHTHas  akTMBHOCTE  +
NpUMeHaeMan 0o3anposadHan dopma

MpumedaHua

1 lNekapcTeeHHBA  Npenapat  MoHeT nNpegcTaBnare cobol  KOMONeKS NeKapcTea ©  M3Jenress
MEOUUMHCKOND HAIHAYEHKA (HANPHUMED NeKapgcTBo/Magenda, DHonomYeckuid aredT/Magenva). B atoM cnydae ua
BCEK DENEBAHTHLIN YPORHAY MASHTUDHEALWA NPENAPATa BMECTE © TEDMAHAMY CYBCTAHUWMA (CyBCTaHULMA) o
HOPMUEOBAHHOH cyDcTanumy (CyDcTasuiA) QoMmeHe BulTh YEalaHes TEPMAUH KW KOBHTUMOHUEATOR TEPMIKHA MAO0enuA
MEOWUMHCKOMD MAIHAYSHWA (YHHEANMBHEA HOeHTAQUKaTop v3genna). Takas ceAie JonwHa DOwiTe ONMcada c
NOMOWSLE NEAMOR  acCoUMalkK NPUceoeHHBX  WaeHThdWEaTopos PhPID © nedapcTEEHHbIM CPEgecTEoM W
cooTEETCTEYIOWKME naeHTndnkaTopos MPID » PCID, sak aTo oGprcopano & cTangapre MCO 11615,

2 MNoHaTHE AKTHEHOCTH HE NDHMEHUMO K W30EMNAK MEOMLHMCKOD HAIHAYGHKA.

3 HopmatvBHeE O0EYMEHTE B GAaHH0OR HPWCOWELWK MOTYT YTOYHATE TpeBoBandR, OTHOCAWMECH K
pEeAnNMIALMA CTAHOAPTE B Y4acTH HHQOoOpMaLKMK 08 WINenvy MegUUMHCKONS HAaMaYeHHa, Hanpumep, Tpebopare,
YTOGERE 3TA MHDOEMALWA NPESCTARMANACE TOMBED MO JANQOCY.

4 [MexapcTeeH s NPEnapaToM MoXeT GbiTk KOMMINEKS NEKApCTea © ARL0EAHTOM (HANDUMED, BAKLKWHA).
B aTom cnyyae Ha acex penesaMTHbY YPOBHAX WASHTUOUEALKA NPENARaTa BMECTS © TEDMHHAMKA CyDCTaMuMM
(CyBCTaMUMA) 1 HODMUDOBRAHHOA  CyDCTaHUMM (cyECTauUWA) OoNKHE ObiTe YEA3AHE TEDMUH W WISHTWOMEATOR
TEQPHMHA A0LEANTA. TakaAd CEAYL J0NMHA DuiTe ONMCAHA C NOMOWED MPAMONR ACCOUMALWMM NDHCEOSHHELX
daenTadgkaTopos PhPID ¢ nexapcTBeHHsM CReacTBOM W COOTEETSTEYVIOWMY MagHTWdukaTopos MPID w PCID,

KaK 3T0 obpucoBaHo & cTaMgapre VOO 11615,

Ona onvcadva akTUEHOCTH OONMHB BhITh YE33dHbl KONWMYEeCTBD, edWHMULl MaMeEDEHKA

WANK egUHALLI NpeacTaBneHus.

MpuMmeHaeman [03MpoBaHHas GopmMa NPOoOW3IBOOAWMTCA M3 ONWCAHWA NEeKapCTEEHHOMD

npenapara.
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5.1.2 WgentTudmkatop PhPID HopmupoBanHoW cybecTaHumm

Kak onucano B ctangapte MCO 11238, wHdopMauma 0 HOPMWPOBaAHHOW cyboTaHumm
{cyBcTaHuuax) noniHa cofepwaTs AeTanbHble XapakTepucTUKK oTOensHoW cyboTaHumm unu
COCTAE BELWECTEa, COOSPHALLErD HECKONLKD CYBCTaHUMA MNK HECKONEKD Handeckx opm.

Ona  ynpoweHwa  peanq3auyy  3NeMedTel,  Heobxodumele  ONA  ONWCAHMA
HOHTpONUpYEMBIX CYBCTAHUMIA, OOMKHEI BelTe NOAPazaeneHbl Ha YeTbipe TPyl

37K rpynne: onpefensHs! cnedykowum obpasom:

a) HopumuposanHan cyboctaduma rpynnel 1. JonwHe: GbiTe WCNONB3I0BAHEL 3NEMEHTH,
ONUCLIBAKDWME  BelWEeCcTEO, COAEepHMallee  HeCHONMbKo  cyDCTaHuWW,  pacTeOpWTENHM,
WCnonbayemMele  ANA  M3IrOTOBNEHWMA  PACTHMTENbHBIX  WNW  ANNepredHHblX  3KCTPakKToB,
cneyndMiHbie Mapkepbl UMK WHBIE NPU3HAKK, NPUCYTCTBYIOWMWE B BELWECTEaX pacTUTENLHOMD
WNW HABOTHOMC NPOMCXOMOEHWA, NPY HeobXoOMMOCTH dmnanyveckyls dopmy cybocTaHuMK, a
Tawke Nobele CBOWCTEA, CYLWECTBEHHEIE ANA ONWCAHWA BELWECTEA.

Mpynnel 3NeMEHTOB, WCMONb3yeMelx ANA ONpefseneqHWs HOPMWDOBaHHOW cyboTaHumu

rpynnel 1, AOMKHS BENKOYaTL B cebfA COCTaBHLIE KOMMNOHEHTI, Pranecryn popmMy M CBOWMCTEO.

Mpumevadue — Takana rpyINHPOBKa JNEMEHTOB  NO3BCNAET OaBaTe CNPeOensHHA  MHOMX

MNECMBILUNTEHHD NPOWIBOOWMBIX BELECTE, MCNONBIYEMEE B COCTABE NEKAPCTREHHEX CDEQCTE.

b) HopmupoeanHas cybBcTaHuWa  rpynnel 2. JNeMedTsl  rpynnel 2 OOM#HG
WCNONB30BATECA ANA YKAZAHWA CEE0eHWA O NpoMaBoduTENe cyBCcTaHUMU UNKW HODMUDOBAHHOW
cybeTadymu rpynnel 1 U MUMHUMANBHOW MHOPMaLUKK O NPOM3BOACTBEHHOM NpoLUecce.

MuHUMansHan MHMOPMAUMA O NPOWIBOACTEEHHOM NPoOUECcce O0MKHA BKNKYATE B ceda
0By  xapakTepWcTUKy  MEeTOo4a  NpPoM3IBodcTea (HANPWMEP, CMHTE3,  3KCTPaKUMA,
BOCCTAHOBMEHWE), TWNa NPOM3BOACTEBEHHOW CHUCTEMbl (HAanpUMep, KNeToYHYH [WHW,
pacTUTeNbHLIE WNK XWBOTHBIE TKAHW), NPOM3IBOOCTEEHHYID CHUCTEMY (KOHKDETHYH KNeTOYHYID

NUHIAK ).
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MpurMedad ng — INEMEHTEl TPYNINE 2 NOIBONAKT NPOCAENHBEaTE CYDCTAMWMK 00 NpOMIB0OMTENA. DK
OOIBCAAKT TAKKE OTNWYATE CHHTETHMYECKME NenTHOE 0T PeKOMOHHAHTHLIX W Nonyyate dHdopMausme o
NOOHIBOOHMOE KNETOHHOM NHHNAM.

c) HopMupoBaHHan cybcTaHumA rpynnel 3. 3nemMedTel rpynnel 3 O0MKHEl YKA3LIBATL
KAYECTBO BELUECTBA, @ TaKKE WCTOYHMWK, PErnaMeHTHpPYHLWMA JaHHOE KauvecTBOo. 3NemMeHTbi
pymnel 3 OOMMHLL  MCNONB30BATLCA  ANA  PasnNWYeHds  QapMakonedHoro KadecTea W
TEXHWMECKOrD KAYeCcTEa BelUecTEa.

Ecnw thapmakonedtbie cTaTb, onWceiBakiWme cyBcTaduMo B pasHbix dhapMakonenx, He

rapMOoHH3IMpOBaHEL, TO COOTBETCTEYIOWKE CYBCTAHUMA JOMKHEl PACCMATPUBATLECA KaK pasHLIe.

Mpumeyanne - [na GonewuHcTEa GapMaUleBETHYECKMX cyGCTaHUMWA MCNONBIVICTCA NOoKAZaATENM
kayectea USSP (dapmarcnes CUA), EP (Eeponeicxan dapsascnea) w JP (Papmakcnes HAnosaw). K
DACTATENBMBIM CYOCTAHUKAM J0MEMbLl NPUMEHATECA TAKWE NOKAIATENW MAYSCTEA, E3K «CTAHOADTHIOBAHMAAY,
#3A0AHHBIR KONUISCTBEHHLIR COCTARY, $HECTAHAAPTUICEAHHAR:.

d) HopmwpoeauHas cybcTaHuwAa rpynnsl 4. 3nemedTs! rpynnel 4 JonNMHB! YKA3LIBATE
HaubBonee deTanbHee ceegexns o cybcTadumMn. OHM OONKHEl BKNOYaTE B ceba nHdropmaumo o
KPWUTHYECKWY NDOMIBOACTBEHHEIX Npoueccax, cneyndrrkauMy (ANA KOMNOHEHTOR JOMMHE BhiTs
YKa3aHbel NPUMECH W CONYyTCTEYHILIWE BeWecTea), CMNoBecHOe onpefeneHWe eduHWUb
WaMEepeHUa, pedepeHTHoOE BelWecTBo W aHaNUTHYeCKWe MeTOodbl, WCNoNb3yemsle Ona

onpefeneHua qperkTUBHOCTH.

MpamMedadke — Cneuddrsdas dHdopMan|a O KOHTPONMPYEMBIX CYBCTAHUWAK TPYyNnel 4 Hepenko
NEOCTEBNASTCA B PEMTMCTPALMOMHOE OOCHE B HECTRYETYPWUPOBAHHON dopme, 4To saTpyawAeT es cbop W
oprakvIaumia. TNpMMEeHERME NoNed JadHblix, NPeanoweHHblx 8 HACTOAWEM cTaHgapTe, ABNRETCA OOHHM M3
cnoccBos OpraHMaanE W CTRYKTYRHPOBaHKMA 3TOR WHGDpMAaLKK, NOIBONAWWAM 0ANErYvTs 88 HCNONBI0BAHHE

ONA cocTaeneHks 0D3opos U UEHEN COOTBETCTEHA.
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5.1.3 MgenTudHKauwns HOPMUPOBaHHOW cyBcTaHUMKM NekapcTEBEHHOro npenapara

(PhPID SpSub)

MoexsTudukaTopel PhPID koHTponupyembix cyBcTaHUMA JON#HEl COCTABNATECA NO TPeM
roynnas M3 LveTeipex (rpynnel 1 — 3), onucaxHslx B ctadgapte MCO 11238,

Cpynnet 1, 2 W 3 cOOQepwaTt anNeMeHTel AaHHbiX, Heobxoguwmele ana Gonee geTansHOW
WaSHTUMUEAUWK NEKApPCTEEHHOMO MNPenapata, COOTBETCTEYHIWEA HasHaveHuwo w obnactwu
NpUMeHeHWA HACTOALLEro cTaHaapTa.

[pynnel 1 — 3, KaK NpMCBaMBaAEMbIe AKTUBHBIM cyBCTaHUWAM, O0MHKHEl MCNONL30BATLCA B
HAcCTOALWEeM CTaHOapTe ONA ONWCAHWA WOEHTUMUKAUMK  NeKapcTBEHHOro npenapaTta o
NOMOWLK COOTBETCTEBYHILWKWE 3HaYeHHd noeHTndukaTopos PhFID.

pynna 4 npegHazHaqveda ana Donee TOHKOro YPOBHA MOSHTUMMKALMK CyDCTaHuKMA, He
TpeGyemore ONA Uened WOSHTWDWKaAUWK nNekapcTBeHHOro npenapata W He JonkHa
WENONB30BATECA NPW reHepauri oeHTudpukatopa PhPID.

MHbopMayna 0 HOPMUPOBaHHOW CyBCTaHUMK OoNKHa DbITe NPeACTaBNEHa C YKa3aHWeMm
3MEMEHTOB O8HHBIX, OMNWUCBIBAKILWKMX AKTHEHbIE CYDCTAHUWMKM NEeKapCTBEeHHOro npenaparta W
KOHTpONUPpYemble cyBCcTaHuMm rpynnel 1.

Fpynnel 2 W 3 OoM#Hel ObiTe aCCOUMMPOBAHLI HENOCPEACTEEHHO C  AKTHMBHLIMMK
CcybBCcTaHuWAMK NeKapCTBEHHOMD Npenaparta U ¢ HoOpMUpoBaHHOW cybocTadHuwen rpynnel 1.

NMpumeyarus

1 MpUCBCEHWE W NPUBAIKA MDYON KOHTRCNRPYEMBX CyBCTAEHUMIA K ONpeaneHHbIM KNaccaM NpenagaTon
OOM#HE DTE ONACAMHSl B DYHOBOACTEE N0 peandiaudd ctadgapta. Jetansuys vHdgopmague of anemedTax,
OMHCEIBSEMILUNY CYDCTAHUMH W KOHTROMHDYeMEE CYSCTAHWWH, M. B cTasgapTe MO 11238,

2 HopMaTHBHEE A0KYMEHTE B JAHHOE HPUCOWMELMK MOrYT YTOYHATE TReboBaHHs, OTHOCALWMEBCA K
DEANHIAUNMA CTaMOapTa 8 YacTh cnegudHsadt WegopManie O KOHTPONKpYeMbIX CyBCcTaHuMax, Hanpumep,

TpefonaTe, 4Tofk: 2Ta MHPOPMALKWA NEEOCTARMNANSCE TOMBLKD N0 AANPOCY.
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5.2 KpaTtHocTh

OTHOWeHWA Mexdy 3NeMeHTamd OaHHbIX, ONWCEIBAKWKWMKA NekapcTBeHHBIA npenapar,
OOM#HbI COOTBETCTEOBATE CNEefy UMM TPeDoBaHMAM K KpaTHOCTH:
- € oOHMM waeHTwdkaToponM PhPID ponwHa BeiTe cBA3aHa 0QHAa NexapcTBeHHAas
O03WpoBaHHaA dopMa (KpaTHOCTE OTHOWEHKMA: 1..1);
- ¢ ogHMMm  waeHTwdukatTopom PhPID  momer ObiTe ©BR3aHa 0gHa  eguHULE

NpegcTasnedua (KpaTHOCTE oTHoWeHWA: 0..1)

Mpumedadue - EgWHMLBE NpegcTaEneddd WonNoNeIyioTeA ocoBeHHo Y4acTd Ha MecTe OHAXaHWA

NALMEMTY MEJALMHCKEDR NOMOWM, SCNK KONWYSCTEEHHAR B0MHMLA WAMEDEHHA HE MPHMEHR KA,

- ¢ ogHMM uaeHTudukatopoM PhPID moxeT BbiTh CBAZAHO HECKONLKO aKTHUBHLIX
cybcTanumi (KpaTHOCTE OTHOWEHWA: 1..n);

- ¢ 0OHWM WaeHTUdEukaTopoM PhPID moxeT 6biTe CBAZAHO HECKONLED SKTHBHLIX
HOHTpONUpyemelx cyBcTaHUMA (KpAaTHOCTE OTHOWeEHKA: 1..n);

- ¢ oaHumM uoeHTudukatopom PhPID ceRaaxa 0gHa aKTMBHOCTE (KPATHOCTE OTHOLUEHMA
1..1), OCHOBAHHAA HA OTHOLWEHWW OOWH-KO-MHOTMM C AKTMBHbIMM CYBCTAHUMK MK
HKOHTpONUpYEMbIMK - CyBCTaHuMAaMK  (KPaTHOCTL OTHOWEHWA: 1.n); ONA  HUOKWX
npenapartoB OoN#Hbl BbITh OQHOBpEMEHHD YKa3aHbl eauHuua obbema (KpaTHOCTL
OTHOWEHWA 1..1) ¥ 0BWKHA 0BLEM KOHTEHHEPA (KPATHOCTE OTHOWeHKA 1..1);

- ¢ ofHum  waeHTupukaTopoM PhPID ceRiada ogHa pedepeHTHaA akTHMBHOCTL
(KpaTHOCTL OTHOWeHWA 1..1), KoTopaA mo#eT ObTh BbMWCNEHAa W3 3HAYSHWA
AKTHUEBHOCTH HECKONBKWX CYDCTAHUMA WNW KOHTRONKPYEMBIX CyBCTAHUMA (KpaTHOCTE

OTHOLWEHWA 1..n).

5.3 MNpegcTaeneHWe aKTUEHOCTH B (POPME KOHUEHTPaLMK

AKTMBHOCTL XWOKMX NpEeNapaTos OoMsHa BbiTe BoipaMeHa Kak B dopme oblield Maccos

BellecTea B obbemMe KOHTEWHepa, YE338HHOM B pPervcTpauMoHHOM O0Cke, Tak W B dopme
24
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KOHUEHTRAUKMKM (Hanpumep, 8 1 mn). MNpy redepaguy v npuceaveaduy waedtuukatopa PhPID
AKTWBHOCTL O0M#Ha DeiTh BoipaweHa B dpopme obler Macosl BellecTea B 00LEME KOHTERHEPA
{cnoneaya waeHTMgukaTopel MCID u PCID) ¢ yka3aHuem COOTBETCTBYIOWEW KOHUEHTPALMMK
SKTWUBHOMO BeWlecTEa, NpeicTaBNeHHol B kaxnom waeHTudwmkatope PhPID ypoera 2 wunw 4.
Oba npegctaBneHus OON#HBI PAcCMaTpWMBATLCA B KadvecTee o0DA3ATENbHLIX 3NEMEHTOE
OMUCAHWA NeKapcTBEHHOMD Npenapara.

Mpumep - Ecnu dea npenapama umewm oJuHAKOByHr akmueHocms & 1 mn, Ho
npedcmaaneHkl 8 KOHMeLUHepax paiHoso obwema (npenapam A 25 me/S mn u npenapam & 50
ma/mn), mo um donwHel BeiMe NpUCcEOeHsl paiHbie udedmudguramops: PhPID, npu smom dns
udenmudchuramopoe PhPID yposweld 2 u 4 donwHbl 6biMb yKa3aHbl IHAYEHUR KOHUEHMPpauuu
Npenapamos, pagHeIe 5 Ma/mn.

AKTUBHOCTE B (POPME KOHUESHTPaUMKM QON#HE BbITh BEIMUCNEHA W3 3HAYEHMA BKTUBHOCTH
BELECTEa BO BeeM ODbeme KoHTelHepa U AoN¥Ha DelTe NpeacTaBNeHa Ha BCEX PENEBaHTHLIX
ypoBHAX waeHTWukaTopoee PhPID, roe akTMBHOCTE YKa3aHa B COOTBETCTBMM C QaHHbIMK K3
pPErMcTPaUWoOHHONo Q0Cke.

Ons obecnedeHUA BIaWMHOW NPUEMNeMocTH NpW ofmMeHe OaHHBIMW O NEKAPCTBEHHLIX
npenapatax akTUBHOCTE B pOpME KOHUEBHTpauWK Oon#Ha OuiTe NpejcTaBneHa Kak anemedtT
[aHHblX U oToDpameHa Ha akTMBHOCTL BO BCceM OObeMe KOHTEWHEpa Ha BCEX PEeneBaHTHBIX
YpoeHAX WoeHTUdKMKkaTapos PhPID.

BoluMcnenwe KoHUeHTpauwu W ee oTobDpameHWE Ha aKTWBHOCTL BO BCceMm obbeme
KOHTEWHEPA Ha BCEX pEeneBaHTHLIX ypoBHAX waeHTudukatopos PhPID gonsHel BuITe yYTeHs

N« peanaaddd 1 CoONnpoBox e HAacToOAWerD CTaHdapTa.

5.4 WpenTudmkaTop nekapcreeHHoro npenapara (PhPID)

WMoexTudwvkaTop nexkapcTeedHoro npenapara PhPID npenctaenaet coboM yHUEENLHGLIMA

KOO, NPHUCBOSHHLIM HA YPOBHE NeKAPCTEEHHOMD NPenapaTsa W BKMOYaKWWE B cebs ONMCaHHbIE
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Hixe xapakTepucTukn. [ns npenapartos,

PEMMCTRDaUMOHHDMD

J0ChEe  OOMMHbI

BLITh

KOTOpble B COOTBETCTEWMKM C HDK}THEHTEILLHEHTI

BOCCTaHOBNEHLI

nepeq,

npUMeHEHWEM,

waenTudukaTop PhPID gonsed BeniodaTte B cebA xapakTepwcTWKW Npenapata nocne ero

BOCCTaHOBNEHWA.
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Mpuwedavue - bonee DeTanedas WHDOpMauWa 08 2NeMeEHTaX  OaHHeX, XAPaKTEPWIVIOWNY
EOHEDETHEE CyBCTaHUMKM | KoHTpOnWpyeMsle cybocTasdume npueededa B ctangapte WMCO 11238, B cocras atodl

WHDOPMaLHKH BXOOAT aTpHEYTe, ONDEQenAWWEe WOEHTHHKALMD NEKApCTESHHOND NPENapaTta W NoHCEaUBaHne

HaeHTAgkaTopos PRPID.

5.5 3nemeHTbl cNoA cybcTaHuMW nekapcTeeHHoro npenaparta (PhPID_SUB_Lx)

5.5.1 CocTae cnoA cybCcTaHUMW NekapcTEBEHHOro npenapara

B coctae cnos cyGCTaHUWK NEKapCTEEHHOMD NpenapaTta BXOOMT ONWCAHWE aKTHBHEIX
cybcTaHuwid, exnovawwee B ceba ceefeHmA 0D AKTMBHOCTM, NPUMEHAEBMOR Q03WDOBAHHOW

hopmMe 1 U3OENMK MEOWUMHCKOID HA3HAYEHWA (NPW ero Hanu4Mu).

5.5.2 CybcTaHuma

5.5.2.1 Obwes onvcaHne
B cocTae kawaoro NeKkapcTBEHHOMD NpenapaTa AoN#Ha BXOOWTb KAk MUHWMYM 0fHa

akTueHasa cybcTaHuwa. [Ona kawpgod akTMeHoR cyBocTaHuwW gonwHa OweiTe ykazaHa ee
WaeHTUWPUKALUWA W ponk.

5522 Wpentnduratop cybocTaHymm

B atom aTpubyTe ponsex BeiTh yKka3aH MoeHTMdKUkaTOp cyBCTaHUMK, B3ATEIA M2 Habopa
3Ha4YeHWH, ykazanHoro B crangapte WCO 11238, Ona npeacraenenua woeHTWdMKaTopa
O0M#EH UCNONL3IOBATECA TUN AaHHBX CD.

5.5.23 Wpentndukatop TepmuHa cyBocTaHumm

MoenTudmkaTop TepmuHa cybBcTaHuMK NekapcTEEeHHOro npenapaTta goneH ObiTe
YKA3aH, WCNONb3yA 3MNEeMEHT MHOMECTBA 3HA4YEHMW B COOTEETCTBMM co cTaHgaptom WMCO

11238. OJonxeH DpITe ONUCAH CTAHOAPTHBIA MoeHTHUdWKaTop Tepmuua cyBoTadumu (cm. MCO

11238).
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5524 TepmuH cyboTasumm

Tepmud  cybcTaHuMw  nNexapcTBEHHOrO  npenapata  gonked  ObiTe  yKasad, no
BOIMOMHOCTH UCNONB3YA 3NEMEHT MHOKECTBA 3HAYEHWA B COOTBETCTBUKM co cTaHgaptTom MCO
11238, JonxeH DeITe 0NWcaH cTaHgapTHEIA TeprMuH cyboTansuumm (cm. MCO 11238).

5525 Pone

B atom atpwubyTe gomwHa ObiTe ykazaHa pone cybCTaduMW B Npenaparte, Hanpumep,
"AKTHUBHBIA MHIpegueHT”, "anLieanT”.

5.5.3 TpumeHsaeman noauposadHan dopma

5531 ObBwee onNWcaHWe

37107 atpubyT ONWCLIBAET NEKAPCTBEHHYH O03WPOBaHHYH (OpMYy, KOTOpas OOM#Ha
ObITe NPUMEHEHAE B COOTBETCTBMM C OMWCAHWEM, NPUBEOEHHLIM B PErMCTPALUMOHHOM O0CLE,
nocne BeINONHEHWA BOCCTAHOBNEHWA, BCni TakoBoe Heobxoaumo. 3HaueHwe 3Toro atpubyTa
pom#Ho OsiTe B3ATe W3 Halopa padHblX, yka3sadHHoro e cTangapte WMCO 11239, [Ons
NpegcTaBneHua 3TOM0 3HaYEHWA NOMMEH MCNONL30BATLCH TMN AaHHbix CO.

Mpumepsl — Tabnemka, kKancyna, opansHbIl pacmaop, CycneH3us.

Kaxabld NekapcTBEHHBIA NPenapaT MOMaT UMeTh TONBKO OOHY NEeKapcTBEHHYH Qopmy.

Mpumevanue - [lekapcTeeHdHoe COeACTED MOMET NPedcTasnATe cobol 0sa NpodasegesHblx
NpoOYETa. O0WH W3 HWXY MMEET NPOWMIBEOeHHYKD NeKapcTReHHyn @opmy “nopowor”, a apyroe - "pacTeop”,
ABNAWHWACA pacTeopuTeness. Neped NEpMMEHEHUaM OHY BOCCTAHABNWEAMTCA 00 NPHMEHSEMON O03HpoBaHHoR

oDl & MBS KACHHEIA DaCTROD .

2,532 WasHTUWDOUEATOR TEPMHUHE NPUMEHASMOW J03WPOBAHHOW opMbI

MoeHTuduKaTOp TEPMKUHE NPUMEHAEMOW NO3MPOBAHHONW hopMbl JomueH DbiTs yHa3aH,
WCMNONb3YA 3NeMEeHT MHOMECTBA 3HAYEeHWW B COOTBETCTEBMM co cTaHgaprom WMCO 11239
Oon#eH BeiTe ONWCAH CTAHOAPTHLIA WOEHTUMWKATOR TEPMUHA NPUMEHASMON O03MPOBAHHOW

dopmel (cm. MCO 11239).
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5533 TepMwH npUMeHAEMOW A03MPOBAHHON DOopMEl

TepMuH nNpuMeHseMol A03WpoBaHHOW QOopMbl NEKapCTBEHHOMD Npenapara  gon#eH
ObITE YKA38H, N0 BO3MOMHOCTA WMCNONL3YA 3NeMEeHT MHOMECTBA 3HAYEHWH B COOTBETCTEBMW CO
ctaHgapTtom KMCO 11239 [onweH OsiTb ONMCaAH CTAHOAPTHBLIA TEPMMH NPMMEHAEMOW
nosvpoBaHHoW bopmet (cm. MCO 11239).

5.54 EAWHWULI NpeacTaBnNeHus

5541 OQOfwwe NonoxeHWA

EovHuued npeacTasnequsa ABNASTCA KAaYECTBEHHOE ONUCAHWe eOWHWLE NpeacTaeneHua
¥ ONWCAHWA AKTUBHOCTK NeKapcTEeHHOro npenaparta. EgMHUUB! NpeacTaBneHna MCNonNbayTeA
0CODEHHO YACTW Ha MECTe OKa3aHWA NaUMEeHTY MEeOWUMHCHOW NOMOLLM, ECNK KONWYeCTBEHHAR
eauHMLa W3MepeHWA He npuMednma. [AnAa onucaduA eauHWubl NpeactaBneHus JOMmEeH
MCNONB20BATECA CTAHOAPTHEIA TEPMKMH (cMm. cTaHgapT MCO 11239).

Mpumep - «Codepmum 100 mwe 8 pacyeme Ha capedy (edunwuuya npedcmasneHuUs -
crnped).

2.5.42 WaeHTUdUEATOR TEPMHUHE e0WHKMUE NpeaCcTaABNEHWA

MOoeHTUWKATOD TEPMWHA eOWHWUEl NPEeOCcTaBNeHWA Oon#eH DelTe yKazaH, MCnonbays
3NeMEHT MHOMECTEA 3HAYEHMA B COOTBETCTBMM CO cTadHgaptom WCO 11239, OonweH ObiTb
ONWCAH CTaHOAPTHLIA MOEHTUMKATOR TEPMUHA BOMHUUE NpeqcTagnerdua (oM. MCO 11238).

5543 TepMwH eQMHUUR NPEACTABNEHWA

TepMuH eaMHULbI NPEOCTABNEHMA NeKapcTREHHOMD Npenaparta AomkeHd BeiTe ykasad, no
BOIMOMHOCTH UCNONLIYA INEMEHT MHOMECTEA 3HAYEHWIA B COOTBETCTEMK CO cTakgapTom MCO
11239. OonweH ObiTe ONWCAH CTAHOAPTHBIM TEPMWMH edWHWUbLl npeacTaenenwa (cm. MCO
11239).

5.5.5 Mapenue MedWMUMHCHKOM HAZHAYMEHKWA

Ecnu meauuMHCKoe W3fenve ABNAETCA YacTeH NexkapcTBEHHOrD NpenapaTa, To ANA ero
OMNUCAHWA MCNONB3YINTCA CNeayWWe 3NeMeHThl JaHHbIX.
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5551 WaenTudukaTop TEpPMHUHE M3ZE8NWA MEJWUMHCKOID HA3HaYeH 1A

WMoeHTUWKaTOp TEPMMHE WM3OENWA MEOWUWHCKOID Ha3HavYeHwsa Jonwed DelTbe yHazaH,
WCNONbL3YA 3NeMeHT, B3ATEIM W3 OnNpejenedHHoro MHOMEeCTBA 3HAYeHWHA. YHWKANbHBINA
waeHTUWPUEATOD M3denus OomnkeH OblTe NPUCBOEH HA OCHOBE MEXOYHAPOOHOW CNpaBOYHOW
TEQMUHONOAA.

5.5.5.2 TepMWH U30endsa MeJUUHWHCKOMD HA3HANEHWA

TepMUH WMAONENUA MeOWUUWHCKOID HA3HaYEHWA, RBNRHLWENOCH YAcTeH) NEKapCTBEHHOM
npenapata, JonwedH ObiTe yKa3aH, N0 BO3IMOMHOCTA WMCNONL3YA 3MEMEeHT, B3ATLIA U3
onpegeneHHors MHOXecTBa 3HavYeHWW. TepMUH W3genuA JoneH ObTh NpUCBOEH HA OCHOBE

MEROYHaPOAHOW CNPaBoYHON TEPMUHONOMMK.
5.5.6 MNpuaHak KoHWASHUWANBHOCTH

Kateropua koHWOSHUWENEHOCTH MHGQOPMAUWK, NPUCBOEHHAA OpraHviauued, Moxer
ObITe yKA3AHA Ha BCeX YPOBHAX WoeHTWdWkaTopoe PhPID. OdHa gonsHa DeiTe B3aATa w3
COOTBETCTBYHILWEIND HOopMaTweHoro cnoeaps. [Jomsdbl OblTb yKa3aHsl cam TEPMMH M ero
WaeHTUHUKATOD B 3TOM CnoBape.

Mpumeps:

1 KondhudenyuansHan.

2 bBei ozpaHuYeHUuL.

5.6 InemMeHTbl CNOA HOPMWPOBAHHOW CyBCTaHUWW NeKapcTBEHHOro npenaparta

(PhPID_SpSUB_Lx)
5.6.1 CocTae cnof HOpMUpOBaHHOW cyDCcTaHUWKM NEeKapcTBEHHOro Npenapara

B cocrae cnoA HOpPMWpOBAHHOW C}"ECTEHLI,HH NekapCTEEHHOM npenapata exX0OgudT

OMUCaHKME KOHTPONWDYeMbIX C'_l,l'ﬁCTEIHLI,Hl-_'l. BENIOYAKWeae B ceba cBegeHWA 0B AKTHMBHOCTH,
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NPMMEHAEMOR  003UMPOBAHHOA hOpME W M3OENWW  MEOWUWMHCKOrO HaszHavyeHusa (Npw ero

Hanu4mK).

Mpumedanre — HopwaTMeHse OCKYMEHTEl B OaHH0R opucavEdmn MoryT ocnabute Tpebomadus,
OTHOCAWMKECA K DEANHIAUMA CTAHOANTA 8 YACTH YEAIAHMA KOHTRONUPYEMER CYDCTAHUMEA, HanpUMep, TPeEoBaTE,

UToB 978 WHDHOPMALUWA NpEacTABNANACE TONLKD M0 JANPOCY.

5.6.2 HopmupoBaHHana cybcTaHUMA

B cocTae kamOoro nNekapcTBeHHOro NpenapaTta gonXHa BXoOWTh Kak MUHWUMYM ogHa
HopMupoeanHas  cyboraduma. [Ans kaxgod HoOpMupoBadHHOW  cybcTaduwu gonwHa DbiTs
yKa3aHa ee waeHTWMEAUMA U pons. HopmupoeanHan cybCcTaHuWA OOMMHA MMETL CCbINKY Ha
OOHY MNK HECKONBKD CyBCTaHUMA.

56.21 WpentnduraTop HopMupoBaHHOW cyboTaHumm

56.21.1 WoeHTudurkatop TepMuHa cybBoTaHUum

NOoeHTUUKaTOp HOPMUPOBAHHOW CyBCcTaHUMK Jon#eH DeiTe B3AT M2 HADODa 3HAYEHWH,
ykasaHHoro B crangapte MCO 11238, [Ona npegctaeneHws waeHTWUKATOpa OOMNKEH
WCNoNbL3oBATLCH TUN daHHex GO,

MoeHTUdUKaTOp TepMWHA HOPMMWPOBAHHOW CcyDCTaHUWW NexkapcTBEHHOMo npenaparta
pgom#eH ObiTb YKa3aH, MCNONb3yd 3NeMeHT MHOMEeCTBa 3HAYeHWHW B COOTBETCTBMW CO
ctaHgapTom WMCO 11238, [Jonwed ObiTe onucad cTaHOapTHeld waeHTudWKaTop TepMuHa
cybecranumu (oM. MCO 11238).

5525 Pone

B stom arpubyte gomsHa ObiTe ykazaHa pones cybcTaduud B npenapaTe, HanpuMep,
"AKTHEHBIA MHIpegueHT", "aaLiBaHT .

5.6.2 TpumeHsaeman noavposadHan dopma

37107 atpubyT onWCbIBAET NEKAPCTBEHHYH) O03WPOBAHHYH (OpMY, KOTOpaA OOMH#Ha

ObiTh NnpyMeHeHa 8 COOTBETCTBHMKW C ONMCaHWeM, NPpUBEOEHHBLIM B DElMCTDAUMOHHOM O0CHE,
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Nocne BLINOMHEHWA BOCCTAHOBMNEHWA, ECNW TakoBoe HeoOxoawmo. 3HayeHwe aToro atpubyTta
gom#Ho OsITe B3ATe W3 Halopa padHblX, ykasadHoro e cTadgapte MCO 11238 [Ona
npecTaBNeHnA 3TOMC 3HaYeHWA QoN#eH WCNONB3IoBATLCA TUN AaHHbIX CD.

Mpumepsr - Tabnemka, wancyna, opansHeld pacmeop, cycnewsus. Kawoded
NexkapcmaenHbIl NPenapam MOoMem UMems MonbKo 00HYy NekapcmaeHHyo thopmy.

Mpumedadwe - [EKAPCTBEHHOE COeACTEO MOWET NEeACTaBnATE cofod  Opa  NPORIBEOEHHBX
NOOOYKTA: OOWH W3 MUY MMEET NPOMIBEQEHHYI0 NEKapcTeeHHyio dopmy “nopowos”, a gpyroe — "pacTeop”,
ABNAIOWMWACA pacTeopUTenas. MNeped NEMMEHEHUEM OHK BOCCTAHABMWBAKTCA 00 NPUMEHREMON 00IKPOBAHHOM

PopMEl ¢ MHERELUMCHHLIA DacTROD .

5631 WaeHTnduKaTODR TEPMHUHAE NPUMEHAEMOWA 03WDOBAHHOW OpMBI

MoexTuduKkaTop TEpMUHE NDUMEHAEMOR O03MPOBAHHOR hopmMbl OonxeH DbiTe yKa3aH,
WCNONbaYA 3NeMeHT MHOMECTBA 3HAYEHWAW B COOTBETCTEBMM CO cTaHgaptom WMCO 11239,
don#ed BeITe ONUCaH cTAHOAPTHLIM WOEBHTUOWKATOR TEpPMWHA NPUMEHAEMOW O03WpOBAHHON
dopmel (cm. MCO 11239).

5.6.3.2 TepMuH NpUMEHAEMONW O03WPOBAHHOW DOopMEl

TepMuH NpUMeHseMol O03WpoBaHHOW OopMbl NEKAapCTBEHHOMD Npenapara  OqomHeH
ObITh YKA3aH, N0 BO3MOMHOCTM WCNOMNB3YA NEMEHT MHOMECTEA 3HAYEHWHW B COOTBETCTBMM CO
craHoapToM KMCO 11239, [Hon#eH ©B6ITe ONWCAH CTAHOSPTHRIW TepMUH NPUMEHAEMOW
Ao3upoBaHHoW hopmet (cm. MCO 11238).

5.6.4 EAWHWULI NpeacTaBNeHWs

EgWHWUen npeacTaBneHla ABNASTCA KAYECTBEHHOS ONWCAHWE edWHWUL NpencTaBneHWA
¥ ONMWCaHWA aKTUBHOCTW NeKapcTEeHHOro npenaparta. EauHuusl npefcTasneHus MCNnonbayioTes
OCODEHHO YACTW HA MEeCTe OKA3ZAHWA NAUMEHTY MEeOWUWHCKOW NOMOLM, 8CNK KONWYECTBEHHARA
eauMHMua WaMepeHWA He npuMedHdma. [AnAa onucadkA eduHWUbLl NpedcTaBneHWsa SOoNnmKeH
MCNONbL30BATLCA CTAHOAPTHLIA TepmMuH (cv. MCO 11239).

Mpumep - «Codepwum 100 mkz 8 pacyeme Ha cnpeds (edunHuya npedcmasnedun =
cnped).
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5641 WMaenTudueaTop TEpPMHUHE eOWMHAUL NpeaCcTaABNEHNA

MoeHTUdWKATOp TEPMUHA eaWHWULI NPEACTABNEHWA O0M#EH DelTe yKazaH, Mcnonbays
3NEeMEHT MHOKECTBA 3HAYEHMA B COOTBETCTEBMM cO cTadHgaptom WCO 11239, OonweH BeiTe
ONWCaH CTaHOAaPTHLIA MOeHTUKKATOP TEpMKUHA equMHKMULl NnpegcTaesneduns (cy. MCO 11239).

5642 TepMwH eQuHUUL NpeaCTaBNeHusA

TepMuH auHULbI NPEOCTABNEHWA NEeKapCTEEHHOMD Npenaparta AomkeH BeiTe ykasad, no
BO3MOMHOCTH MCNONL3YA 3NEMEHT MHOMECTBA 3HaYEeHWI B CODTBETCTBMK co cTaHgapTom MCO
11239, Honwed ObiTb onNMcad CTaHZApPTHBIA TEpMMH edWHWUbl NpegcTasnedws (cm. MCO
11239).

5.6.5 Magenwe meldUUWHCHEOM HazHaAYEHWA

Ecnu meauuunHckoe W3fenue RBNAETCH YacTei NexkapcTBEHHOMD npenaparta, To ANA erc
OMUCAHWA MCNONB3YINTCA CNegyWWe INeMeHTEl OaHHBIX.

5.6.51 WaeHTudukaTopR TEPMHUHE M3JENKWA MEOVWLWHCKOID HA3HaAYEeHWA

MoeHTUdWKaTOp TEPMMHA WM3OENWA MEOWUMHCKOrD HAa3HavYeHwsa Jonwed DblTb yHazaH,
ecnv HeobXo4WMO, WCNONB3YA 3MEeMEHT, B3ATHIA W3 ONPeOenNeHHOro MHOMECTBA 3HAYUEeHWA.
YHUKaNbHLIK WOEHTWOMKATOD W3genua gonsed DbiTe NPUCBOEH HA OCHOBE MEXOyHapOOHOW
CNpasoYvHON TEQMUHOMOTMW.

5.6.5.2 TepMwH U30endd MedUUHWHCKOMD HA3HANEHWA

TepMUH WMAODEenUa MeOWUMHCKOrND Ha3HaYeHWd, ABNAKLWENDCH YAcTeH) NeKapCTEEHHOMD
npenapata, Oon#edH ObiTbe yKa3adH, N0 BO3IMOMHOCTA WMCNONL3YA 3MNEMEeHT, B3ATHIA U3
ONpedeneHHoro MHOMEeCTBa 2HAYeHWA. TepMMH nagenus OonxeH BeiTb NPWCBOBH HA OCHOBE

MEXOYHAPOAHOW CNPaBOYHOW TEPMUHONOMMK.
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5.7 MoenTudprumMpyowme XapakTepucTHEM ANA ONMCAaHWA aKTUBHOCTH

5.7.1 OnvcaHve aKkTUBHOCTH

B 3aBUCHMMOCTH OT HAUMOHANEHOW WK PETMOHANEHOW NPAKTHKKW AKTHBHOCTE MOMET DbiTh
OMMCAHA KAK KONWHYeCTBO COOepHaHWA aKTHEHOM WNK HOPMUPOBAHHOW cyBCTaHUuMK (Hanpumep,
B eAWHMUE 003bl, eAuHUue oDbema MnM eauHWUbLl Beca, B COOTBETCTBMM C NEKapCTBEHHOW
POPMOA MNK 8AKHWLEA NPEeOCcTABNEeHAA ).

Ecnu nekapcTeeHHoE CpegcTBO MMeeT pazHble A03WpOBaHHele opMel A0 W nocne
BOCCTAHOBMNEHWA, TO B pazfene nNekapcTBEHHOMO npenapara gonxHa OBeiTe  onucada
SKTUBHOCTE DaKTHYECKW NPUMEHASMOro NekapcTBeHHOro npenapara nocne BoCCTaHOBMNEHWA

WINW pa3sefeHrs B COOTBETCTEMW C MHDODMAUKMEW M3 DEMTMCTRALUMOHHOMD O0CkLE.

MpumedarHus

1 WMpenTudpueatope PhPID ke gonsHe cogep#aTe WHGODMAUWKD, OTHOCAWYIOCA K OO3MpoREe. YueT
PakTHYECEOND KONWYECTEa npenapara, MNPAMEHEHHOMD NOCTABWKKOM  MEIHUHHCKON MNOMOWKM WK CamKm
MALHMEHTOM, HE BXOIOKT 8 0DNACTE NOHMMEHEHHA HACTOALEND CTaHGapTa.

0NA HEKOTORLIX NERADCTEEHHLIX NPENAPATOR TOYHAA aKTHEHOCTE G006l HE MOMET DkiTh YEA3aHa 1M B TAKMX
CIY4aRx OOMNHHA DhiTh BEpaMeHa B QopMEe JHanasoHa, Hanpisep "He Bonkwe” 1N "He MeHeLE" onpeaeneHHors
AHAYEHMA.

JHAYEHAE AKTHBHOCTH, YEAIAHHOE ONA NEXapCTEEHHOD NpenapaTa, QoMmEHD OeiTe MOEHTHYHS aHaqeHHs
AKTHBHOCTH NOCME BOCCTAHORMNEHKA B 00 LEME, VEAIAHHOM B PEMMCTRALHOMHOM OOCRE .

Mpusepii

1 Kowyoxmpam douemakcena 20 mz/0.5 mn ¢ pacmaopumenas 1,5 smn: dojupoaanHan hopmMa u
AKMUAHOCTE, UCNonLIyesMan dng udenmudgrukamopa PhPID, donwHes 6Lime "pacmeop dolemaxkcena ang
unsexyul 20 mal2 mr (10 mainn).

2 NMuodhunuzam abamayenma dna uwdhyaud He codepwum pacmaopumens. JoiaupoaanHan hopsa
U akmuaHocih noche pazeedeHus YhalaHbl & UHEMPYRUUL NG APUMEHSHUR! 3MU SeMUYNUNLI JOMKHEI
Gkimb UCMONLI0aankl dna udesmudgukamopa PhPID: nuoghunuzam abamayenma Ana ungyaud 25 mMaiMin.

2 OnNWCcaHHe aKTUBHOCT NPHBSAEHMD B NpUNoEeHsd B.

34

FOCT rocTPuCO 11616-2014 Crpatuua: 43/80

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roCT P UCO 11616-2014

5.7.2 ATpubyTel ONMCaAHWA aKTMBHOCTW B 3NeMeHTax cnoa waeHTWdHkaTopos

PhPID

5721 AKTHBHOCTE (KOHLUEHTPALKWA)

AKTHMBHOCTE (KOHUeHTpau1a) onpenenseTca KAk KOMWYecTeO
cybcTaHuMW/HopMUpOBaHHON cyDCTaHUMK,  NPUCYTCTBYHOWES B OOHOW  edwHMue
nekapcTBEHHONo npenaparta, Hanpuwmep, "2 w1 owmn®, "2 s/l Tabnetea”. OnA TeEEpOLIX
003MPOBAaHHBIX GOpM oHAa ODBIMHO WOEHTMYHAE AKTMBHOCTM (NpezedTauuu). Ona muaux
NpenapaToB  JoM#Hbl  DbiTe  npueegedel  oDWMA  0DbeM KOHTEWHEpPa, YKA2aHHbIW B
PErMCTPALMOHHOM A0CHE, W AKTUBHOCTE (KOHUEHTPaUWRA) B eguHuLe obbema.

5.7.22 AKTHBHOCTE (NpeacTasneHue)

AKTHBHOCTE (KOHUEHTpauUWA) onpefenseTca HakK KONMYecTeO
cybcTaHuMW/HOpMUpOBaHHON cybCcTaHumK, nNpUCYTCTBYIOWEE B O3HHOM  KONWYecTBe
NekapcTe&HHOro Npenaparta, Hanpumep, “10 M/ mn®, "2 mri1 TabneTra”.

5.7.23 3HaveHWe aKTUBHOCTH (KOHUEHTPAUWK W NpeaCcTaBNeHHA )

3Ha4YeHWEe AKTUBHOCTW A0MMHO DbiTe YKA3aHO © NOMOLWbLK CUMBONE  euHKLbL
HIMEREHWA W WASHTUOUEATOPA 3TOMO CUMBONA B COOTEETCTEMKM CO cTaHgapTom WMCO 11240 u
ero peaynsTHRYLWeA HODMaTHBHOW TEDMUHONOMASN.

Ecnu akTHUBHOCTE ONpeaenAeTcA HA OCHOBE &0WMHMULI NPeacTABMNEHWA, TO &8 3HAYEHWE
OON#HO ObiTe YKa33aHO C NOMOWbBK TepMUHA W wWaeHTWMKATopa 3Toro TepMuHa B
COOTBETCTEMM ©0 cTadgaptom WCO 11239 w ero  peaynbTUPYIOLWEH HOPMAaTHMBHOW
TEQMUHONOTASA.

BenuuuHa v egMHWULI 0MaNa30Ha aKTUBHOCTW QOM#HLl DbITE yKa2aHe! B COOTBETCTEBMM C
dopMoi npeacTaBneHna Tuna gaddelx RTO <PO,PO>. 310 no3ponfAeT yKazaTk 3HAYeHwe
AKTUBHOCTH KaK OTHOWeHWe OByX (U3INYecKWx BenW4YMH, B KOTOPOM W B YWCNWTENS, W B

JHameHaTene YEa3aHbl edWMHMUB M3MeEDEHKWHA. |_||:]1-'1 STOM MOMHO YEa3aTh HHAEHEeE W BEpXHEE
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JHaYeHWe, a Takwe OWana3s’oHbl HUHHWX W BepxHuX 3HadYeHwd. Ecnw HuxHee v BepxHee
3HavYeHWe OfWHAKOBO, TO WHTEPBAN 3KBUBANEeHTeH eJWHCTBEHHOMY 3HaveHwio. Ecnu HuxHee
3JHAYEHWE PABHO HYNK WKW HEe YKa3aHo, TO WHTEpBAN WHTEpnpeTUpyeTcA Kak "He Bonebwe
BEpXHEro 3HadeHus". AHanorMyHo, ecny BepxHee 3HAYeHWE He YKa3aHo, To WHTepsean
WHTEPNPEeTUPYETCH KaK "He MeHbLUIe HIHHErD 3Ha4YeHUR".

CumBON egMHNLLI MAMEDEHWUA M MOEHTHUKATOP 3TOMD CMMBONA OOMKHE BBITE YHa3aHLI
B COOTBeTCTBMM co cradgaptom WMCO 11240 w ero pe3aynsTupyllWwel HoOpMaTMBHOW
TEDMUHONOMMEA.

Ecnu akTUBHOCTE ONpefenneTca Ha OCHOBe "eQMHKUUBI NPpeacTaBNeHwa”, To ee 3HadYeHne
gom#Ho ObiTe YKa83aHO € NOMOWLH TepMuMHA W waeHTupukaTopa 3Toro TEpMMHA B
COOTBETCTEMKM cOo cTaHgaptom MCO 11239 w  erc pesyneTHpywlled HOpMaTMBHOW
TEQDMUHONOMAE M.

57231 OnwcaHwe  axkTMBHOCTM  NPENapaTtoB,  COCTOAWMX W3 HECKOMbKMX
WHIpeaWEeHTOR

AKTMBHOCTE Npenapara, Cogep#alerc ABa WMHIpedWeHTa, Mo#eT DwiTe ONMcaHa Kak
HONWYEeCTBO MNEpPBOr0 WHIPEeJWEeHTa MNioc KONWYEeCTBO BTOPOro WHIPEOWEHTa B efuH4ue
npegcraenequa, Hanpumep, «15 mr + B50 mr/1 Tabnetkan. B cooTBeTCcTEMM CO CTAHOAPTOM
MCO 11615 akTMBHOCTE Takoro npenaparta Byget onucada Bonee geTankHo, NO OTAENLHOCTH
ONA KaM4oro WHIPEeOMEeHTAa, HO B HACTOALLEM CTAHOApTe TakaA OeTanu3aura He TpebyeTca.
[ns TekcToBOro NpeAcTABNEHWA 3HAYEHWA BKTMBHOCTHM B NOLODHLIX CNOMHLIX CNYYanX MOXHO
WENONB20BATE TWN OaHHsx RTO =P0O,PQ=.

5.7.24 PedepeHTHaA aKTHEHOCTE

57.241 0OBwee onvcadue

CyBcTaHuMKM M KOHTpONMpyemele cybDCTAHUMKM MOIYT BLINOMNHATE B MaeHTWdwukaTope
FhPID nee ponu:

- AKTMBHaA WNW HOpMWpoBaHHas  cybcTadHuywa, aobasneHHas ans OpPMUpOBaHWA
36
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AKTUEHOW OCHOBI npenapata;

- 0OHO3Ha4YHaA CBA3b ¢ aKTHBHOCTLHY Npenapata. ,I'J,J"IFI Kaxaoro nekapCcTtBeHHOMD
npenapata JOMNHHa BbITh YhaddHa akTHUEHOCTbE, acCOoOUMWpOBaHHaA C OOHOW KWK
HeCKONbEMBMKA CFﬁETEHLlMHMI-‘E MIMK EOHTDONMUPDYEMbIMA C}fﬁCTEHLI,HFIMH. H:I'JDME TOrO,
npy HanM4yKy BOIMORHOCTH ﬂ-E'd]E{]EHTHEH dETHMBHOCTE Npenapata MOXeT BhiTh
CBA3aHA ¢ Be3podHOW cBOGOOHOW KMCNOTOW, Be3sofHbiM CEOBOOHLIM OCHOBAHWEM
Wnu ¢ cyBoTaHumMen, «Co3gadHols ANA ONUCAHWA aKTHBHOCTH.

Mpumeps:

1 Mawkpenunaza cAywum npuMepomM, kosda 3IHaveHue akmueHocmu npedcmasnaem
coboa pedgepenmuyre awmueHocme. [lawkpenunaza (ceuwas) udenmuguuyupyemcsa Kak
akmueHan cybcmanWyus, HO AKMUEHOCME MNPEnapama OCHOSaHa Ha mMpex pPasnuyHbIX
cybcmanyuax: NaHKpeamuYyecKan nunaia, NaHKpPeamuvyecKkas Mpomeasa u naHkpeamuvyecKan
amMunaza {cm. npunoweHus B).

2 ludpoxnopud mopdhuna: unbexkyus, codepwawan 5 Mz sudpoxnopuda mopguna e 1
M, uMeem akmuaHocme 5 mMa/mn sudpoxnopuda mopipuna u pehepermAyro akmuanocmbs 3,8
ma/mn Baioaoeo MopghuHa.

EYECTEHL{HH WA KOHTpONMPpYemMble CFECTEIHLI,HH MOMYT WCNoONE30BATECA Kak
FIE{DEPE!HTHJ:-IE ne#A  OoNWCAHKMK  akKTHBHOCTH  WCChedyemora MWW 3apelfMcTpipoBaHROMG
NekapCcTeeHHONe Cpedcrea.

AKTMBHOCTE pedepeHTHOW cyDCTaHUMKM MNKW HOPMUMPOBAHHOM cyDCcTaHUuMK Jon#Ha OwiTh
OMKUcCaHa KaK EONWYecTBO C'_I,I'ECTEIH LIk, NpUCYTCTRBYHOLWEe B AaHHOM EOnUMyYecTez
NekapCTeeHHONe Npenaparta. Ee aHaveHKne AOMEHHD BblTh ONMCAHD KNAccoM « AKTMBHOCTL .

5.7.242 AxTWBHOCTbL pediepedTHON cybBoTaHymn

Ecnu atpubyT akTHEHOCTH pedhepeHTHOW cyDCTaHUMK YKA3aH, TO Bro 3HaueHue QOMKHO
BhITh ONMMCaHd, UWCNoNb3yYA TELPMHH K HﬂEHTHd}HHETDD TEpMWHA B COOTBETCTEMK CO CTaHAaPTOM

MCO 11238 1 ero peaynsTUPYHLWKMM HOPMATHEHLIM CNOBapEM.

37

FOCT rocTPuCO 11616-2014 CrpaHuua: 46/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roctT P UCO 11616-2014

5.7.24.3 AxTwBHOCTL pediepedTHON HOpMUpOBaHHOW cyboTaHumm

Ecnu atpubyT akTMBHOCTH peepedTHOW HOpMUpOoBaHHOW cybcTaduvu yeasal, 1o ero
3HavYeHWe [OOMKHO ObiTe ONWCaHO, WCNONL3IYA TepMWMH W WoeHTWdMKaTOp TepMWMHa B
cooTeeTcTerKn co cTaHgapTom MCO 11238 v ero peaynsTHPYHOLWKMM HOPMaTHBEHLIM CMOBAPEM.

57244 [uanazoH pedepeHTHOW aKTMBHOCTH

AKTMBHOCTE pedepeHTHON cyBCTaHuMM UMK HOPMUPOBAaHHOW cyBcTaHuMK gonmkHa DeiTe
YKa3aHa Kak Konu4ecTBo cyboTaHumu, NpUcyTCTBYHLWEE B AaHHOM KONWYECTBE NEKAPCTBEHHOID
npenapara

CumBON eguHULEl MAMEDEHUA W MOSHTUUMKATOP 3TOMD CMMBONA OOM¥HL OLITE YKa3aHkl
B COOTEETCTBMM co cradgaptom MCO 11240 w ero peaynsTUpylOWel HOpMaTUBHOM
TEDMAHONOTMEA.

Ecni akTUBHOCTE ONpeenAeTCcA HA OCHOBE 0MHMULl NPeacTABMNEHWA, TO &8 ZHAYEHWE
nom#Ho ObiTe YKa3aHO C NOMOWLH TEpMWMHA W waeHTupukaTopa 3Toro TEpMUHa B
cooTeeTcTeMM co cTanHgaptom WMCO 11239 w ero pesynbTUpyoOWed HOpPMaTMBHOW
TEDMUHONOTAE .

BenuuuHa v eaWHWULI OMANa30Ha aKTHBHOCTW OOM#HLl BbITe YKAa2aHbl B COOTEBETCTEWM C
dopmoid npeactaenedusa Tuna gaddelx RTO <PQ,PO=. 310 no3eonser yKazaTbk 2HAYEHWE
AKTUBHOCTA KaK OTHOWeHWe OByX (U3NYeckux BenW4YMH, B KOTOPOM W B YWCNUTENE, 4 B
JHameHaTene yKazaHol eQWHWUBL HamepeHwA. [py 3TOM MOMHO YKa3aTbh HWXHES W BEDXHee
3HaYeHWe, a Takwe Ouana3s’oHbl HUKHWX W BepxXHWX 3HadqedHuwd. Ecnn HuxHee W BepxHee
jHaYeHWe O0WHAKOBO, TO MHTEPEBAN IKBUBANEHTEH edWHCTBEHHOMY 3HaveHWo. Ecnu HuxHee
3HAYEHWE PABHO HYMNK WKW HE YKa3aHO, TO WHTEpPBAN WHTEpNpeTWpyYeTcA kak "He Bonbwe
BepxHerc 3dHadveHusa”. AHanorvYyHo, ecny BepxHee 3HAYeHWME He YKa3aHo, To WHTepsan

WHTEPNPETUPYETCA Kak "He MEHBbLUE HWKHETD 3HAYEHUA".
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CumBon eguHnLbLI MAMEDEHWA W MOEBHTWKUKATOP 3TOMC CMMBONA OOMKHL BBITE YHa3aHbl
B coOoTBeTCcTBMM co cradHgaptom MCO 11240 w ero peaynsTUpPYHOLWER HOpPMaTUEHOW
TEDMUHONOMA2H.

57.245 Mecto namepeHua pedepeHTHOW aKTUBHOCTH

MNpu HeobxooumocTW B 3ToMm atpubyTe momeT ObiTh YK33aHO MEecTo WIMEepeHus
pedepeHTHOW aKTHBHOCTH.

57246 Crpada pediepeHTHOW GKTUBHOCTH

B atom arpubyte wmomeT ObiTb yKasaHa cTpaHa WNW  CTpaHbl, [ONA  KOTOpPbIX
O2ACTBUTENbHE 3HAYEHWA OWanazoHa pedepeHTHOW AaKTHBHOCTH W COOTBETCTEYHLWES MECTO
wamepedun. Kog cTpadol BuibupaeTtca k3 Tabnuusl OpyxDyKBEHHbLIX KOAO0B, ONpefeneHHblX B
cTaHnapte MCO 3166-1.

Ecnu MecTo MaMepeHus yKa3aHo, TO OAHA WNWM HEeCKONLKO CTPAaH Takwe OoMHHsl ObITh

YE33aHbI.

5.7.3 OnucaHWe aKTMBHOCTH NNAcTLIPA

AKTMBHOCTE NNACTBIPA MOXET DBITh BhlpameHa "B eduHWUy BpemMeHn” unu "B kawxaom”
nnacTeipe B COOTBETCTBMM C WHGOPMAUWEW W3 perucTpaudoHHoro gocee. Ecnu 3HadeHwe
AKTUBHOCTK "B EOWMHKULY BpEMEHKW" HE NPUMEHWMO, TO OHA OoM#HAa ObITh yKa3aHa "B kawaom".

MpWw  yKazaHu¥  AKTUBHOCTM NNACTRIPA "B edWHWUy  BpeMeHuW™  reHepauyua
waenTudukaTtopa PhPID ponsHa oCywWecTBNATECA B COOTEETCTEMKM  CO  CRegyHwWmia
NpPUHUMNaMIA

- MCNONBE20BATE JHAYEHWE CKOPOCTH BhlOeneHwa npenaparta (Hanpumep, 1 mer/1 vac),

YKa3aHHOoe B PErucTpaluMoHHOM QOCke,
- WCNOMNBL20BATL KONWYECTBO, Bhilensemoe 3a BCE BPEMA NpUMeHeHWd (Hanpumep, 24

mMrr{24 waca).

39

FOCT rocTPuCO 11616-2014 Crpatuua: 48/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roctT P UCO 11616-2014

Ecnu cHOpOCTb BbIAENEHWA HE yKAa3aHa B PErdcTPauMOHHOM O0ChbE, TO HAOO YKa3laTb
KONMWYECTBO NpenapaTta, cofepHallesca B nnacTeipe (Hanpyumep, 50 MKr 8 KawOoM NNacTeipe),

d He BelAenAemMOoe KONHMYECTBO.

6 Baaumoceasb mexay naeHtudcgukaropamu MPID n PhPID

6.1 MoHATHA, HeobXoOWMMBIE OANA YHUKANbHOW MOEHTWU(RMKAUMK NeKapcTBEHHOro

cpeacTBa W ero accounMauvK ¢ naeHTudgukaTopamu PhPID

Ha pucydre 2 nokazada KOHUENTYansHas B33aWMOCBA3L Mexay WAsHTUUEaATOPaMK
MPID w PhPID. 31a pgwarpamma saenfetcs dparmedtom Donbweld  KOHUENTyansHOW
auarpammel, npueegeHHoR B cradgapte WMCO 116815, k koTopod Hago obpawateca gna

NoNY<eHHA Gonee OeTanbHOW HH[E}DFFMEILI,HH O KNaccax, NoE33aHHBIX Ha 3TOM DUCYHEE.
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class MPID-PRPID

Bepcws HanmeHonaHAe Knac cudmeaums MpousmoguTents
NEKAPTTOOHHOTD MEKIPCTHEHHOTS InpegnpeaTAR
CpegcTaa CpeOc TEa {Opramesaymn)

ParucTpaynomssg
Maenmadukarop MPID T O EBE P M
NESSINEH 0 KASCC
" MexagcToenHoe
cpescToD”
NMexapoToenmos
¥nokomaneon
CpeacTo
w‘lﬂm
HemsTeguratopw PRPT '
o T T T
‘Hatop
AgeiTAd rEATOaan
BRPIG®
-
Nesapc raeHmLm
o npEnapaT Hiaenae
jﬂil L w
_'.“:'H*_'“_
X NpPa KTEHT THEW
T R e TR R HOT HirpeanenT
npenapaT

PucyHok 2 — KoHuenTyansHas B3auMOocBa3b Mexdy maeHTugukaTopamy MPID 1w PhRPID

B HacToswem cTaHfapTe oOnpegenedHel NOHATWA, HeobxXoOuMele ANA YCTAHOBNEHWA
CBA3W  WoeHTudurkaTopos  PhPID ¢ perynvpyeMsiMid NEKAPCTEEHHBIMK - CpegcTBamMi
(2aperMCTPUDOBaHHLIMK UMK MCCNEAYEMEIMA B KNWHWYECKOM WCCNEAO0BaHWM) B COOTBETCTEMK
co craHgaptom MICO 11615, MMpu yCcTaHOBNEHWM CBA3M HeoDX0OMMO NPWMOepHUBATLCA
Chneqywus NpMHUMNos:

a) NeKApCTBEHHOE CPEOCTEC MOMeT ObiTe CBRA3EHO € OOHWM WKW HECKOMNBKMMK
NEKAPCTEEHHLIMK NPENapaTami K3k HOMMOHeHTamu cnocoba npuMeHeHus  (HanpumMep,
KOMNNEKT W3 BarMHankeHeIX Tabnetok 500 mMr v BHEWHero BaruHaneHoro kpema 10%);

b) nekapcTeeHHEIE NpenapaTel, COASpHAaLUME BKTHBHYK cyDCcTaHuMio (CyBoTaHumM) unu

KOHTpONUpyemMy cyBoTaduuin (cyBcTaHumu), HeoDXOOMMO XapakTepW30BaTb, YKA3LIBAA WX
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(pedhepeHTHY0) BKTMBHOCTE, (NPUMEHAEMYK) NekapcTeeHHyw cdopmy npenapata, nwboe
Wa0enMe MefWUMHCKONO H33HAYEeHWA, ABNALWEECA HEOTHEMMNEMOW YacThLi NEKAPCTBEHHOMD
CpencTea (HanpuMep, NCANOXKA ANA KNeTOUHOro NEKAPCTEEHHOND CpeacTea);

C) AOMMHO WCMONL30BATLCA ONWCAHWEe NexapcTBEHHOrO npenapata (npenapaTtos) B
003WPOBAHHOW NeKapcTBeHHOW opMe, pa3pelleHHol ANs NpUMEeHeHWA, ecnu Heobxogumo,
nocne BOCCTAHOBMNEHWA, B COOTBETCTEMM C OMUCAHWEM MPUMEHEHWA B PEMMCTPALMOHHOM
falsle =N

d) cefsb MexOy 3apericTpUpOBaHHLIM (MCCNEeOyeMbIM) NeKapCTEEHHLIM CPEACTEOM W
NekapcTeeHHbIM NPenapaTtoM (npenapataMu) gon#Ha OwiTe NpeacTtaeneqa 8 opme 0OHOM
WINW Heckonskux uoeHTudguekaTopos PhPID.

MpuMmeHeHue cTadHgapTHex  waedThugukatopoe  PhPID  swadenHo BaxHo 4nsa
YCTAHOBMNEHWA CBAZM MEeway NpenapataMy Ha 3TOM YPOBHE JeTanua3auuu, Hanpumep, 4Tobbi
WAEHTUDMUMPOBATE NPenapaT 8 YCMNOoBWAX, KOraa TOproBoe (NaTeHTOBAHHOE) HAUMEHOBaHWE
wnu  ugeHtudwkatop MPID He waBecTHbl. 3NemeHTbl, COCTABNAKWME WIeHTMhMKATOp
nekapcTeeHHoro cpegcrea (MPID) onucadel B cTaHgapte MCO 11615,

MoedTudukatop PhPID  gomwed ©ObiTe CBA3aH C OOHWMM  WINW - HECKONBEMMK
NerKapcTBEHHLIMK CPEOCTEAMM, COOAEPHKALMMKU OOWMH W TOT He NPUMEHRAEMBIA NEKapCTBEHHLIW
npenapar.

NekapcTeeHHoe CpeqcTBo MOMeT DbiTe CBA2AHO € OOHMM  MNK HECKONBKMMW
waenTudukaToparu PhPID, nockonery mexay waeHtudguearopamuy PhPID v MPID cywecteyer
OTHOLIEHWE MHOTHE-KO-MHOMM.

Mpumep - Ecnu nexapcmeedHHbie cpedcmea codepwam me Me CAMBIE JIMeMeHMbI,
Komopbie onpedeneHbl H3 KOHKPEMHOM ypoene udewmudgbuxamopos PhPID, mo onu dommHbl
uMemes udeHmuyHeil udenmughuramop PHhPID. Hanpumep, nexapcmeeHHoe cpedcmao A,
codepwauwiee apmayesmuyeckyro cybcmanyuwo X, dommHO UMEME MOM  We CcaMmbil
udenmudchuxamop PhPID ypoenr 1, ymo u nexapcmeennoe cpedcmeo B, komopoe codepsum
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my me camyro cyGemanyure X. Janee, nexapcmeendsie cpedemea A u B, kawdoe us nomopeix

codepwum cybocmanyuro X u uMmeem So03UpoBaHHYH nexkapcmeeHHyre opmy Y, Ho npu smom

OMAUYAMCHA Ce0el AKMUBHOCMbIO, JONMHLI UMemMs oduHakoesie udesmucbhuxamops PhPID

Ha yposHsax 1 u 3, HO pasusie udenmuthukamope: PhPID ra yposwsax 2 u 4, nockonbky

AKMUBHOCTE ¥ HUX Da3HARA.

HMoeHtudgurkatopel PhPRID  gon#He

BLITe CBAZAHLI

C NekapcTEEHHBIM CpedcTeoM,

W3ydaeMbiM B KNAHWYECKOM WCCNefoBaHvK, Ha Bcex dpa3ax paspaboTeM, a Takwe nocne ero

PEMCTPALMW Ha OAHHOR TEPPUTOPMKM KDHCOMEUWMK, MameHeHne noboro anemedTa, BXO4AWErc

B cocTae waedHtudwumkatopa PhPID, censadHoe © MaMeHeHMEeM NekapcTBEHHOro cpefcTea,

OOMAHD FTAPAHTUPOBATE NPUCBOSHKME HOBOMD UaeHTUdKMKaTopa MPID.

al : vabop aTtpubyTos MPID
DM PBrand A kancyna 250 mr{Smith & Co)

CE[HAdR =D

-

a2 : vabop aTprbyToe MPID

IO PBrand A kancyna 250 mr tlones)

L [BAdb >

ToB WMFID

DiiPBrand A& wancyna 125 s Smith & Col

bl : vabop aTpK

CLCHAGR >

cl : nabop atpubyros MPID
man (O Harg)

DM PBrand A cycneH3adA 125 mar/s

CCCEHAIL >

rocTt

M) : Habop woeHThKMKaTopoe PhP D
N cyborasyEn = parags
WO dopme cybcTaHumi = studgs
MO akTeHoCcT cyDoTaHUAM = vawrx995
M1 arTHEHOCTH fopmbl evBoTadummK = wezy399

01 : vabop woeHTHdHEaTopoE PhP D

0, cyboTaHyMKM = pgrags
WO fopMmet cyDcTaduMK = stusss
MO akTeHoCT CyDCTaHUHK = ey 353
WO 3HTHEHOCTH GopMbl CYBCTaHUMKA = vwwxS88

02 :wabop woenTHdHraTopoe PhIP D

W0 cyboTaryMe = pgragg
W poprme cybcradumn = wts595
MO arTHRHOCOTA cyBomaryr s = wyw3a9
MO akTHBHOCTA Gopmbs cyboTaHW e = sxwdha

Pucynok 3 - Mnnioctpauua ceAsun Mexdy wilentudwraTopamu MPID u PhPID

6.2 Kputepry naeHTHpMKaLMKM NekapcTBEHHOro Npenapara

6.2.1 OBwMe NoNoXeHMA

B atoMm nogpasgens onWCaHo, KaK AOMNKHE TEHEpUpoBaTECA WaeHTUgMEaTopel PhPID.
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6.2.2 HeckonbKo npenapaToB, YNakoBaHHLIX B 0AMH Habop W NpUMeHAEMbIX Kak

OTOeENbHBIE NPpenapaTbl

NekapcTeeHHOMY npenaparty, COCTOALUEeMY W3  efWHML, COoOepHawWmvx pazHble
cybBcTaHumK, nuBo UMEeRLWMX pasHsle  aKTMBHOCTW  WNKW  O03MpoBaHHbIE  OpMBl, W
npegHaszHavyeHHslx ONA NPUMEHEHWA He3aBWCcMMO Opyr o7 gpyra (HanpusMep, KOMNOnexT
TAabneToK U KpeEMa, KOTOpbIe COMMAacHo PeUenTy O0N¥HGLI NPUMEHATECH B Pa3Hbie WHTEpBan.
EPEMEHW, WNK BNUCTEp, CcOfep#alwd TabneTkn C pa3HoW aKTWBHOCTHH), AONMHO BbiTe

NPMCBOSHO HECKONLKD aeHTudmkaTopos PhPID, no ogHoMy Ha Kaxakid npenapat Habopa (oM.

nodpasagen A.d).

6.2.3 HeckonbKo npenapartoB, YNAaKOBaHHLIX B Habop WM nNpegHasHaYeHHbIX ONA

BOCCTAaHOBNEHHA H NPHMEHEHWA B Ka4YeCTBE OQHOMNS NEKapCcTEEHHONO CpegcTea

Heckonskkm npenaparasm, ynakoeaHHeiM B Habop (KOMEBWHWDOBAHHAA YNaKoBEA),
KOTOpLIE OOM#HE NPUMEHATLCA KAK OOHO NekapcTBeHHoe cpelcTBo, donwed ObiTk NpUCBOEH
OAWH coCTaBHOW naeHTWgurkaTop PhPID nekapcTeeHHoro cpefcTea Ha ypoeHe Habopa.

Mpumep — MNpenapam MOoXem NOCMasNAMLCA 8 sude dByX KOMMOHEHMOE, NOPOWoK dnsa
UAbLBKYUOHHOZ20 pacmeopa U pacMEopumens ONA UHLEKYUOARHOZ0 pacmaopa. Oduw
udenmuchurvamop PHPID donwexn 6GeimMbe NpUCBDEH MpuUMeHRemol dJdosjuposaHHol chopme
UHBEKLUOHHOZO pacmeopa (oM. npunomenue 5).

[Npenapatel De3 pacTeopuTened (OTOEnNbHLIE NpenapaTsl] Tawse O&yayT WMeTs
fo3npoBaHHyw  dopMmy nocne BoccTaHoBneHws. [lpenapartam, npeoHasHaveHHbIM  ONA
WAroTOBNEHWA DAcTBODOE, HANPUMep, nNpenapartaM ¢ go3upoeaHHoR dopmoi "nopowok” Gea
QAcTBOPUTENA W NPenapartaM ¢ Oo3vpoBaHHod QopMod "Nopowok” ¢ pacTBOPUTENAMM, ¥
KOTOPLIX BOCCTAHOBMNEHHbIE Npenapartsl WOeHTHYHBl, OCMKHbL NPUCBAWBATLCA O4WHAKOBLIE

HaeHTHpuEaTopel PhPID.
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:NpoWiBeAeHHbIA NPOAYET
MNpoxapeneHdHas ACaMpOBaHHaa Gopma = MNopowod 408
HHBEKLLHOHHOTD DACTRODA
EoWHKLA npeacTasnedda = Hap oo
Cogepmanre ynadoskn = 1 eguunuya

COSAMHERRDIM C NP O LY TUM

:NpoWiBeAeHHbIA NPOoYET
MNpowapedeHHas AC3MpOBaHHAaa Gopma = Pacteop ana
HHB2ELBOHHSTD DACTRODA
EqMHMua npeactasnesda = $nako

Conepsadne ynadoBsre = 1 eguHmla

LagT

: lekapeToeHHBIA NpENapar
|:I'_'Ililr1_'ll'.'l_','_l_l.'HH|.'I.F .IJ,’..“"_EI-"[:IL"'IQ-_:‘I-H.'JH QopMa = l-"'|II'L-L"l.U,I-1I.II-Hh:--i HAaLTEQRD

CongpsaniMe ynakoBKK = 5 mn

3ATOT Npenapar BoCCTAHOBNEH M3 0BYK NPOW3BELEHHbIX NPOSYHTOR. ¥
MOOMIBOAMTENA COOCDHAHME YIAKOBKA HE ABALTCA MIMEDHMBIM,
MO3ATOMY MCNOABIYIOTCA S4MHMLE NpeacTapneduA. ConepHanme
BOCCTAHOBAGHHOMD NPENApaTa YHAZAHO B MA, NOITOMY &0KHHLEI
MpeSCTIBAeHHA HE HyHHBL.

PucyHok 4 - Mpumep Habopa AN\ BocCTaHOBNEHKMA

6.2.4 KoMmnoHeHTLI Habopos, He ynakoBaHHble BEMECTE (Hanpumep,

paguwoapMmaueBTHYECKMX HabopoRB)

MNexapcTeeHHOMY CpeacTey, KOTOpOE 3aperdcTpMpoBaHO Kak Habop, BCe KOMNOHEHTH!
KOTODOro A0M#HE! GbiTe BOCCTAHOBNEHL!, M KOTODOE QOMKHO NPUMEHATLCA KaK O4WH Npenapat
(B COOTBETCTEBMKW C PErdcCTPAUMOHHBIM J0Cke), O0M#eH DbiTh NPUCBOEH OOWH WOEHTUMWKaTOD
PhPID, cooTBETCTEYOWWA BOCCTAHOBNEHHOMY NPEnaparTy.

Mpu Bhinycke paguodapMauesTiyeckux Habopoe ObiBAKOT CWMTyauuw, Korga no
coobpaxeHram De30NacHOCTH KOMMNOHEHTH Habopa BMECTe He YNaKoBLIBAKWTCA. 3T0 He

OOM#HD NPUBOOWTE K rEHepauMK HoBoro uaeHTudwmkaTopa PhPID, kone ckopo npenapat Bein
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3aperMcTpupoBaH Kak pagwodapmayesTudeckuid Habop, NpUMeHAEMEIR KaK OOWH Npenapar.
OnucaHua npouecca Npow3scfcTea paguodpapmauesTvyeckoro Habopa OOM#HO codepHaTs
WHROPMAaLWID © NponaBodcTee Habopa W O peKOMEeHOOBAHHOW KOHeuHOW CTaguu nonyJeHwa
pPaAMOoaHTMBHOID NexKapcTeeHHOro npenaparta. Heobxogumsle cneuyndmkaumn paguoHyKNKMOoe
OoMm#Hbl OBITE ONKCaHLl B COOTBETCTEMM C obwel unu cneunansHoi drapMakonelHol cTaTeen,
ecnu Takoeas umeeTcA. Kpome Toro, OOM#Hel DbiTe ONWMCAHB KOMNOHEHTOB, CYLUECTBEHHBIX
ONnA nepeHoca paguoakTweHelx wMeTok. [onwxHa ObiTe OnNWMcadHa Take CcTpyKTypa 3TMX
KOMMOHEHTOB, CYWEeCTBeHHbIX ONA NepeHoca paguoakTUBHblX MeTok. [lna paguoHyknnios

AoMAHbl BbiTe ONUCaHBlI COOTEBETCTRYOWWE AOSDHEIE DEAKLIMK.

6.2.5 PaznuyHbie npegcTaBnedHWs aKTUBHOCTH WAEHTHMHbLIX NpPenapaToe B ABYX

Mnu Bonee PernoHax

MNpenapaTy, 3aperiCTPUPOBAHHOMY B HECKONLKMX PErioHax ¢ MOSHTUYHOW aKTUBHOCTEHD,
HO C pasHbIiMK cnocobamu ee NpefcTaeneHua, JomweH DeiTe NPUCBOEH OOWMH WOeHTUdWKATOR
PhPID.

PaanuuHble perioHansHele NpeacTaBsNeHus, KoTopbie ¢ TOMKM 3DeHWMA WOeHTUMUKa LM
KOHKPETHOW aKTWBHOCTW TOMO e CaMoro npenapata ABNAKTCA CHHOHMMaMW, OOMHHL MMeTk
OAWH W TOT e uaeHTudukaTtop PhPID, He 3aBucALWLMA OT pervoHa.

OTobpameHWe  pazHblX  CUHOHWMWYHLIX — PErMOHANBHBIX  TEPMMWHOB  KOHKDETHOW
SKTUBHOCTA  MOMET YJYMTBIBATECA NpW  peany3auyuy  CcTaHdapTa W CONPoBOKAEHWW

WHOPMALUWOHHOA CUCTEMBL.

6.2.6 NpegcTasneHne uaeHTudukaTopa PhPID gna nnacTteipA

AKTMBHOCTE NMNACTEIPA MOMET DblTe BhipaxeHa "B KawJom" Nnactelpe Wnu "B eauHuUy

spemMeHd” (ecny 310 npumeHumo). B gonondedue © MaeHTUOUEALMK KONWYECTEA aKTWBHOMD
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BELLECTEa B Kawiom nnacrelpe, nNpy redepaduw wgedtudwkaTopa PhPID gna nnacteipa
HeobxXoQMMo NpUAEDAHMBATLCA CNeayIoWMX NPUHLWMNOE!

- WCNONL30BATE  3HAYMEHWEe CHKOPOCTW  BbiJeNeHWA npenaparta (yKa3laHHoe B
PEMMCTRAUMOHHOM QOChE;

- MWCMNOMNL30BAaTL KONWYECTBO, BLIAENAEMOE B e0uHUUY Bpemedy (Hanpumep, 24 merf24
4aca).

Ecnu cropocTe BbIOEMNEHWS He yKazaHa B pericTpauMoHHOM Oocbe, TC Hando yKkalatb
KONWYecCTBO Npenaparta, cofepxaleecA B nnacToipe (Hanpumep, 50 MKr B KaxJom nnacTteipe),

4 HE BelOenAemMOoe KONMHYeCcTBO.

7 Baaumoceasb mexay maeHtudgurkaropamu IMPID u PhPID

McocnegyemelMi  NEKAPCTEEHHEIMKM  CPEACTBAMWM ABNAKTCA Te CpeacTBa, KOTOphle
M3YAKTCA B KNWMHWYMECKOM WCCNenoBaHuK Ha beex da3lax pa3lpaboTku, nNpealecTByrwMy
PErMcTpauUMM NeKapcTEeHHOMD CPeacTea B pErkoHe, rie oHo A0NKHO BeiTe BBeaeHo B 0BopoT.

B uwoeHtudwukatope IMPID wcnonebayetcs obwui Habop atpmbyToB Wococnegyemoro
nexkapcTeeHHOro cpenctea. Korga BceM 3TUM  atpubyTam  nNpUCBOEHBl  ONpefeneHHsle
3HAYEHWA, TO B COBOKYNHOCTH OHW NPegcTaBNRAT KOHKPETHOE MNOHATWE, COOTBETCTRYIOLEE
waeHTudukaTopy IMPID. WabnoH cTpyKTypbl MAEHTHKMKATOPa COASPHKT.

a) KOAWPOBAHHLIW CEerMeHT cTpadsl (AByxDyKBEHHLIM KOO CTpaHbl B COOTEETCTBMM CO
cTaHpoapTom MCO 3166-1);

b} KOAMPOBAHHLIA CEMMEHT CNOHCOPA (WASHTUDHUEATOD OpradHyaaumi);

C) KOAWPOBAHHLIW CErMEeHT NekapcTBEHHOrO CPeacTea; B 2aBMCUMOCTH OT MECTHLIX
TpebosaHuid hoOPMUPYETCA MNKW CNOHCOPOM, MNK YNONHOMOUYEHHBIM OpraHomM.

Ha pucyHke 5 nokazaHa KOHUeNnTyaneHaA B3aWMOCBA3E Mexny WAeHTUhUEaATOopAMM

IMPID w PhPID. 3ta pguarpamma senaetcAa dparmedToM DonNbWER  KOHUENTyansHOW
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ouarpamMmes, npueefedHod 8 crtadgapte MCO 11615, k wkoTopol Hago obpawartscs gns

NonNy«eH1A Bonee geTanbHoOW HH[I]D[JHEILI,HH O KNaccakx, Noka3aHHBIX Ha 3TOM DUCYHEE.

class IMBID-PREID /

Bepcwn Ha st ot i Knaccwimeaums MpousEoam e
80 £ ey RGTD FNERAPCTOSHHONS Ipe grpenTiae
i K PC T HHOrD CpoOcmma [Opramesaymna)
CpegcTEd
Pajpowenae Ha
Haermadacarop [MPIE
OKSSOSEH 0 KNSCC npoBeArHAE
"HMccesgyemoe e ENAAAMECKEDID
ARKADCTOEHHOE T Wee . 0 DR GO B AR
cpeAcTRD” T N Rl G TR HHOE
OpeACTIED
/ .
MO PCTARHECT
AsmnTeguwatopw PRPD P APHDROAOMYECRHE Cpeasmma
WLAKFEHE 0 CAACC CUORGTDA

‘Habop
AQEHTA REATIfOn
PhPID”

\
I Nerapc TEeHHLIA
HMaaenae
Ty i nEeEnaparT - i
HAIHA T HHET
Hapakmopacmara / \
T TIRE O Wrrpe guesTt

npenapata

PucyHoK 5 — KoHUenTyansHan B3aanmMocBass Mexdy waoeHTuduraTopasmy IMPID v PhRID

MoeHTudmkatopet  PhPID ponmwHsl  ObiTe

ACCOUMMPOBAHEl C  WCCNedyembimu
NekapcTeeHHLIMKM CpegcTEamMi, W3ydaeMbIMW B KNWHMYECKOM WCCNedoBaHWW Ha Bcex dazax
pa3paboTEM, NPefwecTBYWKY DerMcTPaUWK NEKAPCTBEHHOID CPEACTEa B PEryoHe, e OHO
Aon#HD BeiTe BBEegeHo B oDopoT. Mamedenwe nwboro anemedta wientudukatopa PhPRID,
BLIZBAHHOE W3IMEeHeHWeM WHdOopMauWK O MNexkapcTBEHHOM CpeacTee, AOMKHO NPMBOOWTE K
NPUCBAKMBAHWK HOBOMD WOeHTUMKWKaTOpa IMPID.

MNpuHUKMNBE NpvceaneadHua waedTugueatTopa PhRPID vccnegyemomMy NekapcTBEHHOMY

CPEOCTEY WMOEHTWMHLI
48
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cpeacteam. OOHAKO Yy pa3HblX YNONHOMOYEHHBLIX OpPraHW3auwid MoryT DeiTe CBOW Noaxodbl K
npuceaveaHuo waeHTudmkatopos FPhPID. Kpome Ttoro, umeeT 3HadveHwe eolbop ypoBHR
waedTuukaTopa PhPID, roTopeid, K NpUMepy, MOMET 33BWCeTk OT 1a3bl KNHMHHWYECKOro
WCCNenoBaHua.

B HacToAwem cTaHgapTe onwucadsl oblimMe nogxodbl K reHepauMd W NPUCBOEHMIO
woeHTudMkaTopoe PhPID wocnegyemsiM NexapcTBeHHbIM cpeacTeam. Beibop Toro, B Kakoe
gpems KakoW ypoeeHs wasHTuduearcpoe PhPID Byner wocnons2oeateca ANA UCCnNegyemoro
NekapcTBEHHOMO CpeacTea, OOMKEeH OCYWECTBNATLCH HA PernoHansHOM YPOBHE peanqaauud

HaCTOALWeErS CTandapTta.

al : Habop arpubyros IMPID CECEATR®
= I0MPTrialBrand A& kancysa 250 smr (Smith & Ca) | —— <

= 00 : mabop WaeHTHdUuKaTopos PhPID
WA cyAcTanuue = pgroos
I dopsisd cyBoTakuWie = 5tu999
——— M akTresocTk cyBcTanude = vawixS59
a2 : wabop atprbyTos IMPID cecpraber | F AKTHEHOCTA GOpRMbl CYECTAHWMK = w2yS5s
=I0OMPTrHalBrand B wancyna 250 sar {Jones)

01 : wabop waeHTMbuaTopon PhPID

bl : uaBop atpubyros IMPID EECEATRDS HA cyBcTanume = pgra9s

= IDMPTrialBrand A rancyna 125 mr [Smith & Ca) | — ’ ﬂ”ff’?';:‘m”fgj:ﬁ‘l: - “:392 o
KTHEH Wi 1 M= W=

MO akTrEHocTH Sopmel cyBoTadumK = w9

02 : wabop waewTHdulatopos PhPID
£l : wabop avpubyron IMPID C CEAT RS M cyBeTakuien = pgroog
= IOMPTralBrand C cycnenaws 125 marfS . - —— —— M dopsisd cybcTaqubn = uts999
(O'Hare} M4 akTeesocTy cyBoradMM = w555

M axTiEHOCTIA HOpRabl CYECTIHLMA = Xoa/909

PUCYHOK B - BuICOKOYPOBHEBLIW NPUMep CBA3W Mexay waeHTWdgrkaTtopamw IMPID w»

PhPID

8 KoHuenTyaneHaa Mmoaens

Cocras NekapCTBEHHOMND CpelcTeda, EEpEfHCTpH[}IDBEHHbIFI YNONHOMOME2HHBIM OpraHoM,

OON#eH NepedaBaTbCA B CTPYKTYpMpoBaHHoM copmate. OAnd MNMocTpauuMK aToro Teavca Ha
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PHUCYHEE 7 npeacraeneHa BbICOKOYDOBHEB3A HKOHUSNTYaNbHad MOoOenNb HHEi]DpHE!LI,HH O
NekapCTeeHHOM Npanapate, a B NPANosKeHn A npyueedeHLl neegcTabyUTeNbHBIE NMPUMEeDB]

NPHUCEOEHWA WOEHTUPHKATOROE NEKaAPCTBEHHBIM NPEnapaTam.

50

FOCT rocTPuCO 11616-2014 Crpatuua: 59/80

M4 GostExpert.ru


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roCT P UCO 11616-2014

class PRPID Working smodal _f'

DGo3HANEHHA
Cmmi S cTEHpn

CooH KosTpanaTy Eeod CE TaRLne

CIEC

Floamme rosTpannpyseci cyborasyan m HCO 11238 Cyb-arahisith
LT [t
P HIT L 1+ Vaserndazarnp cybcrasgam
=g e | TIOWEHE A, ROHEES LR UM G 20T (.1
— -
Fane
PhPIO_FuB %
|
Acramszcre (0.7 II||
+ . EOMRHLa roeogTemden [{ |
= FMassrmEacarop I|I 0.1
_F Pl Db dobl Dopdip - S0 10 HbSsau@ a1, 1]
1.4t Humesscns <ue P e paiTHan 3 6THED oM
Habiop | = Merssesesen nmsoees-as dopus 12.1] i o0 1
e WTHEATOpoS +  [HERSI0H paRpEETH A oyl eTa s 30, 1)
Frhitil *  MassTumNnEmTSE SetSTEHT SO Sok TRomR e A cyS ot |8 1

= i gesTspipesT

=+ flecro Ao

o R T RO CploTBRL 1. 1]

srhepamTeon CypSoTas g 31

— W5 BUIB = CTROHE podieranT-on cplioTatu [0,
_q--l 4 Arnamsoste |01 —_—
i EodHiye NEpRaoTaames ma [9..1] | a.d
+  HI=HTadhpsrsmep [ I
+ F g i o g, e e sEn e e us-sm 0, 1| -\'"\-\._\_\_\_
SRS H TR H e T |
+ [laTn sepor + o wm chovam 0. 1f '“'-u._q_ 1.7 |
K OH TR A Dyl a R Sl TaHiiA
+ HomsTrk TR EOHTE - & cyEcTm [1.5
+  TMomsEr Do oy B A0eTH [0..1]
+ Paone
Wacranwnapra 11235 - Toncke ANA ENAKD TRGLMH, BRACEHNE ANACOTE HE OMHE
HoWtpamitiiidalan ¢yfOTlsaiiA Wity 2
4 Uns-Tu NSO ERFTEN E R Ty CTARLLAN
1 ArETouREs mopHyrE
I (R - P TS T
/___——— LR s J
K - oA
.1
HEOHTROAHIYENA B ST T HUINR FROSEh 0.1
Sl @i
= AIRHTARe ST ROs TOOHU rarOr By ROrBragiie
= O THEHCATOD OO TONLIH + e
- Hegmssoas=ae 8.1 |+ Spavsscansos
4 OTHHLEH B
Mo 0.7 0.1
",
L — “h
- —_— KOHIT M oiirda s R TowHiHe: Fodedts 3
E A | = Il T A TOf D T O p et Lyl DT el
ITo FE VRGNt B OTRNTYRR @ ononod = Dowince we crater
EEAICADEKILHA R DOTODOM B BRge DRpeaeE
DOIDEFEIEHE DTHOLLE HT BTy <A HEUY FRFL
S s |

Ane sassrrhearacopa ooe oo e S e d LT
crpEssne=sors B cTasaEnss MO0 11816, mocss marms
M D=0y s dsia s © ayong B ypoases § 23
HOTE O GO DThE CAPSI0T CAHOTD: Jaaud Hah Byad
AOCTATOMHO.

F"HC}I'HDI{ F BbICGHGfPDEHEEEH KOHUeNTYansHan MOdelb I-"I,ElEHTH{pI.-TI{HLI,HH NEEIPCTBEHHOID

npenapata

51

FOCT rocTPUCO 11616-2014
E[(H|[id GostExpert.ru

CtpaHuua: 60/80


http://GostExpert.ru/gost/gost-11616-2014
http://GostExpert.ru
http://GostExpert.ru

roct P UCO 11616-2014

Mpunoxenune A
(cnpaBo4Hoe)

Mpumeps!

A1 ObBuwee nonoxeHWe

Huxe npuveedeHs! nNpuMepsl  NpegcTaBneHnA  BA30BbIX  3NEMEHTOB  OaHHLIX,
WCNONL3YEMBIX NPKW reHepauny HaeHTUUEaTOpoB NekapcTeeHHoro npenapara (PhPID).

A.2 Mopent naentudgukaTopa PhPID

Ha pucyHke A1 nokasadHo Mogenvpyemoe npeicTaenedne aneMeHTos waeHTugukaTopa
PhPID ons agbweaHTHOW BakuWHel oT rpunna H1M1. QetansHaa undopmauus ob anemenHTax

OaHHblX, obpaaywowmx woeHTudukatop MPID B 3Tol Mogend, NpUBedeHs B Npunoxedun B

MCO 11615,
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A.3 Teepabik opancHbIW Nnpenapar (pUcyHor A.3)

Toproeoe HaumeHoeadue: LITHDRUGE {nutua kapboxar, dapmakonen), Tabnetim 300

MI C NPONOHIMPOBaHHEIM yorOoeHHeM, SO IDMP Manufacturer Alpha.

KomMnoHeHTel: 1.

AKTUBHOCTE/(OpMa BeiNycka: TabneTuw 300 wmr.

AKTHBHBIE CYBCTAHUWMM: NWTHA kapBoHaT.

PedepeHTHanA aKTHBHOCTE. MOHLI NWTKHA, 8,1 MMONb.

Tabnuwuya A.1 - Cnow u ypoBHK

Cnow YpOBHK
Moentudukatope | PhPID _SUB L1 — nuTtua kapboxat
FhPID, Crnow PhPID SUB LZ — nuTtua kapBonat 300 mr (moHel nutua, 8,1 mmone)”
AKTHEHON PhPID SUB L3 — nutua kapbodHat TabneTtkw, nNpoNoHrMpOBaHHOE
cybecTaHumm
YCBOEHMWE
PhPID SUB L4 — nutua kapBodat 300 mr (MoHsl nuteA, 8 1 mmons)
TabneTku, NPONOHIMPOBAHHOE YCOBOBHUE
Maoentudmkatope | PAPID _SpSUB L1 — IS0 IDMP Manufacturer Alpha, (dapmakonedHoie
PhPID, cnoi | ctaten USP, EP) nutka kapboHat
HOPMUPOBAHHOW | PRPID SpSUB L2 — ISO IDMP Manufacturer Alpha, (dhapmakoneiHeie
cyBeTaHumK cTtatel USP, EP) nutua kapbonat 300 mr (MoHsl nuTua, 8,1 mmons)

PhRID SpSUB L3 — IS0 IDMP Manufacturer Alpha, (dapmakonenHoie
cTateu USP, EP) nutua kapBodat 300 mr TabneTkM, NponoHrMpoBaHHoe
YCBOEHWE

PhPID SpSUB L4 — 1S5S0 IDMP Manufacturer Alpha, (dapmakonenHeie
cTateu USP, EP) nutua xapboxat 300 mr (MoHB! nutuA, 8.1 mmons)
TabneTku, NPoNoHMMpOBaHHOE YCBOBHWE

rocTt

NMpumedaHus

1 B 2TOM NPpUMERE AKTHEHOCTE W pedepenTHaA aKTHEHOCTE DaTNHYHEI,

2 [OetansHeie

ANBMEHTEl  JaHHLN, ONWCHBAKNWWY  CYySCTAHUMIDIOHTROMUPYEM YD CyBCTaHLMIo

(HANDHMED, MCTOYHKE, KBYECTES, AONCNHATENEHAA MHDOPMALKA O NPoWM3BcAcTEE) oM. B crangapTe MCO 11238,
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-
L
PucyHor A2 - Mopgens wgentudmkatopos PhPID: LITHDRUGE (nutwa kapGowar,
dhapmakonesn)
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A.4 Heckonbko npenapaTtos, YyNakoBaHHbIX B OOWH HHEUP M NMpUMEHAEMBIX Hak

OTAeNbHEIE NEKAPCTEEHHBIE NPpenapaThl

Toproeoe HavmeHoeaHwe: COMBIDRUG™ xkomMBWHWpOBaHHAR YNaKoBKa (BAarMHaNbHbIE

Tabnetku 500 mr u kpem 1 %), 1ISO IDMP Manufacturer Bravo.

KomMnoHeHT Tl 2.

AKTHBHOCTE/(opmMa BeiNycka: TabneTey 500 Mmr v kpem 1 % 4NA HADYHHOMD NPUMEHEHKWEA

AKTHBHEIE CYBCTAHUKMK: KNOTPpHUMAa30on TABNeTky /KNAoOTPUMA30N KpeM

PedepedTHas akTueHocTe: SO0 Mr knoTpumazon/1 % knoTpusaszon

Tabnwuya A.2 - Cnou u ypoBHK

Cnown YpOoBHK
MoeHTHgUKATOPR PhPID_SUB L1 — knoTpumason
PhPID, '3__”0‘7' PhPID SUB L2 — knoTpuma3son 500 mr (knoTpumason 500 wr)
AKTUEHON PhPID SUB L3 — knoTpumason tabneTteu
cyboTaHume
PhPID sUB L4 — wnoTpuma3son 500 wmr TabneTew (knotpusazon 500
Mr)
MoeHTHgMKATOPR PhPID SpSUB L1 — (ISO IDMP Manufacturer Bravo) knotpumason
PhPID, cnon PhPID SpSUB L2 — (ISO IDMP Manufacturer Bravao) knotpumason 500
HOPMWPOBAHHDW Mr (knoTpumaaon 500 wr)
CyaCTAHIN PhRID _SpsUB L3 — (150 IDMP Manufacturer Bravoe) knoTpumazon
TabneTku
PhPID SpSUB L4 — (ISO IDMP Manufacturer Bravo) knotpumason 500
Mr TabneTk (knoTpusMazon S00 wmr)
MoeHTUdKMEATODLI PhRID_SUB L1 — knoTpuma3zon
FhPID, cnow PhPID SUB L2 — knoTpumason 500 mr (knoTpumazon 500 wmr)
BKTMRHON PhPID SUB L3 — knoTpumason TabneTeu
CyBCTaHuMK — -
PhPID SUB L4 — knotpuma3zcn 500 mr tabnetkw (knoTpumaszon 500
Mr)
MoeHTURKMKATODEI PhRID _SpsUB_ L1 — (150 IDMP Manufacturer Bravo) knotpumaszon
FhEID, cnow PhPID _SpSUB L2 — (ISO IDMP Manufacturer Bravo) knoTpumazon 1%
HOPMUPOBAHHOW (knoTpumason 1%)
CyBCTaHUMKA

PhPID SpSUB L3 — (IS0 IDMP Manufacturer Bravo) wnoTpumazon
KDEM ONA HADYHHOTD NDUMEHEHWUA

PhRID SpSUB L4 — (ISO IDMP Manufacturer Bravo) knotpumazon 1%
KpEM ONA HAPYHHOIO NpUMEHeHMA (KnoTpumMason 1%)
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O eTankHele IMNeMeHTel GAHHBEX, OMUCRIDIOWAK  CyBCTaHLMIO KON TROMH EYEM YD

CYECTAHLMED [HANPUMED, KCTOUHME, K3YECTE0, JONCIHWTENEHEA BHOPMaUWMA O NEoM3BOOCTEE) CM. B CTaHgapTe

MCOD 11238,

A.5 Heckonbko npenapatoB, YNakoBaHHLIX B HAGOP ANA BOCCTAHOBNEHWA M

NpPUMEHEHWA Kdk OOHO NeKapcTBEHHOE CpedcTBO

Toproaoe

HauwmeHoeaHue: ANTIHEMODRUGE  (aHTuremodiunu<eckmi

thaxTop,

HEnNoBEYeCckKMi pekoMDrHaHTHRIA ) Habop, ISO IDMP Manufacturer Charlie

KomMMOHEHTHI:

2 (aHTHreMopHNUYecrEir

hakTop, NOpPOWOK [ANA pa3jsedeHdsa W

CTEpMNEHAaA BOAA ONA MHLEKLMA)

AKTHBHOCTE/popmMa Beinycka: 250 MEMD mn (25 ME/Mn), pacTeop ANA MHLEKUKMA.

AKTHBHLIE

cybocTaHuymum: SHTHrEMODUNUYECKMA dhakTop, Yenosevecki

PEEOMBMHAHTHEIA,

PediepeHTHaA aKTHBHOCTE! aHTUreMmoprnuyeckni gaktop, 25 ME/mn.

Tabnwua A.3 - CNOW KW yPOBHK

Cnowm YpOBHK
Woentudmra- | PhRID_SUB L1 — anturemodunuyeckmii haktop, 4enoBe4eckni
Topsl PhPID, pPEKOMOMHaHTHEIA
CNOW aKTHB-

HOW CyBoTaH-
LI

PhPID SUB L2 — aHTuremoduniuuecknid haxktop, Yenoseqeckui
pekomMBuHanTHeI 250 ME/MD mn (25 ME/Mmn)®

PhPID SUB L3 — aHTuremodmunuuecknid haxtop, Yenoee4eckmi
PEKOMBHUHAHTHBIW, PACTBOPD ANA MHBEEKUWA

FPhiPID_SUB L4 — anTuremodunuyeckid pakTop, YenoBe4eckin
peKoMBMHAHTHEIA 250 ME/0 mn (25 ME/mn), pacTeop 4NA WHBEKLWA

MoeHTHUdKMKA-
Topkel PhPID,
CNOW KOHTPO-
nupyemMmon
cybCcTaHune

PhPID SpSUB L1 — IS0 IDMP Manufacturer Charlie, anturemocunu4eckmi
hakTop, YenoBeYeckMd peroMBrHaHTHEIW

PhPID SpSUB L2 — IS0 IDMP Manufacturer Charlie, aHturemodunuyeckui
thakTop, Yenoeeveckid pekomMBouHaHTHeIA 250 MEMD mn (25 ME/mn)

PhRID SpSUB L3 — IS0 IDMP Manufacturer Charlie, aHturemodhunuyeckmii
thakTop, Yenoeedeckid peKoMBMHaHTHEIW, PACTEOR AN MHLEEKUMA

PhPID SpSUB L4 — IS0 IDMP Manufacturer Charlie, anturemodunuyeckui
thakTop, Yenoeeveckid pekomMOnHadTHeIW 250 MEMD mn (25 ME/wn), pacteop
ANA WHBEeKL WA
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MpumedadHua
1 B aTom NpMMeps akTHEHOCTE W pedepenTHAA akTHEBHOCTE Da3nd-HEl.
2 [OetaneHee  INeMeHTsl  JaHHbX, ONACRBAMKWHE  CYyBCTRHUMIOMKOHTROMWDYeMyH:  CyBCTaHUMIo

(HANDUMER, MCTOYHWE, KAYBCTES, AONSNHATENEHAA HHDOpMaLMA O NPOMIBSACTES) C84. B cTadgapTe MCO 11238,

A6 [lnacTeipb

Toproeoe HavmeHoeaHwe: NICODRUGE (HMKOTMHOBLIA NNAcTeipe TPAHCAEPMANEHBIA C
NPONOHIMPOBaHHEIM BeigeneHuen), SO IDMP Manufacturer Delta.

KomMnoHeHTRI: 1.

AKTHBHOCTE (KAXO0ro U B egMHMLy Bpemenn )/opma BeINYCKa: NNacTeipe, 25 Mri24 yac,

AKTHBHAA CYBCTaHUMA. HUKOTHH

PadepeHTHan aKTHBHOCTE: HUKOTHH, 25 Mr

Tabnwua A.4 — CnoW n ypoBHK

Cnow ¥ pPOBHK
MoeHTuduKkaTop PhPID_SUE L1 — HWKOTUH
PhPID, cnow PhPID SUB L2 — HWKOTHH 25 Mr{24 4ac (HUKOTHH 25 mr)”
SKTHUBHOW

PhPID_SUE_ L3 — HWKOTUHOBLIW NNACTEIPE TRAHCASPMAaNbHEIW

cyBoTadumm
y FhPID SUB L4 — HMKOTUMHOBLIM NNACTEIPE TPAHCAEPMATbHbIA 25

MI24 qac (HWKOTKH 25 Mr)

MoeHTHEWKATODRI PhPID SpSUB L1 — 1SO IDMP Manufacturer Delta, HUKOTUH

FhPID, cnow PhPID_SpSUB_L2 — 1SO IDMP Manufacturer Delta, HukoTuH 25 mri24
HOPMWUPOBAHHOW 4ac (HUKOTWUH 25 mMr)*
CybDCTaHUmMK

PhPID SpSUB_L3 — ISO IDMP Manufacturer Delta, HUKOTUHOBEIA
NNacTelpb TPAHCAEPMAaNsHBIA

PhPID SpSUB_L4 — ISO IDMP Manufacturer Delta, HUKOTUHOBBIA
NNACTLIpE TRaHCOBPMaNsHLIM 25 Mr24 Yac (HUEOTHH 25 Mr)

MepumedarHua
1 B aToM NpUMEpE AKTHEHOCTE W pedepedTHAR SKTHBHOCTE DatndYHEl.
2 [eTtancHee  3NeMeEHTbl JaHHblY, IWCRIBAMNWKE  CyDCTAHUMIKYKOHTRONWMEYeMYD  CyBCTamHuM

{HANDUMER, MCTOUHWE, KAYSCTEDS, AGNSNHATENEHMAA KHDOPMALKA O NPOMIBSACTEES) Ca. B cTarnapte WMCO 11238,
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A.T PethepeHTHaA aKTUBHOCTL

Topropoe HavmeHosanwe: PANCREADRUGE, nankpenunasa (nunaza, npoTea3sa,
ammkna3za), 1SO IDMP Manufacturer Echo.

KomMnoHeHTei: 1.

AxTMBHOCTS /hopma eeinycka: kancyna 200 wr

AKTHBHBIE cyBCTaHUMKM: NaHKpenunaaa

PedepedTHas akTMBHOCTE: nvnaza 5 000 ME, npoteasza 10 QOO0 ME, amunaza 15 000
ME

Tatbnwua A.5 — Cnow 1 ypoBHK

Cnown YposHK

MoeHTURMEaTODEI PhRPID_SUB L1 — naHkpenunaza

PhPID, cnon PhPID SUB L2 — nadkpenunaaa 200 mr (nunasa 5 000 ME, npoteasza
AKTUEHON 10 000 ME, aminaaa 15 000 ME)®
cyBecTaHuymu

PhPID SUB L3 — nadHkpenwnasa, kancyna

PhPID_SUB L4 — naHkpenunasza, kancyna 200 ur (nkunaza 5 000 ME,
npoteasza 10 000 ME, amunaza 15 000 ME)

MoeHTrHMKaTOpBI PhPID SpSUB L1 — ISO IDMP Manufacturer Echo, naHkpenunaaa

PhPID, cnow PhPID SpSUB L2 — ISO IDMP Manufacturer Echo, naHkpenunaaa 200
HODMWPOBAHHDW mr (nunaza 5 000 ME, npoteaza 10 000 ME, amunasza 15 000 ME)*

CyBCTaHUMM PhPID SpSUB L3 — IS0 IDMP Manufacturer Echo, navkpenunaaa,
xancyna

PhPID SpSUB L4 — IS0 IDMP Manufacturer Echo, naHkpenunasa,
kancyna 200 wmr (nunaza 5 000 ME, npoTeaza 10 000 ME, amunasa 15
000 ME)

NMpumevyarus
1 B 2TOM NpUMEPE AKTWEHOCTE M PEMEDeHTHAA aKTHBEHOCTE DaINHHHEI.

2 [NeTtansHeie  INEMEHTE  GaHHBIX, ONHCHBACWKE  CYECTAHUMIEOHTROMMPYeMYye  CyDCTamuMio

{HANpKMMED, MCTOYHKE, KAYECTES, AONCAHMTENEHAA KHDODMAULKMA 0 NPoKIBOACTESR) oM. B cTangapTe MCO 11238,
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A.B MHOroKoMnoHeHTLIA npenapart (pUcyHoK A.8)

Toproeoe Haumenoeanme: GLUBRAVAE (nuornutazoHd u meTmopdmH), kancyne 15 mr +
B850 wr, 150 IDMP Manufacturer Foxtrot Co.

KomMMNOHEHTEI: 1.

AKTUBHOCTE/(POPMA BINYCKA: NUOrMKUTasod 15 Mr + metMmopdud B50 mr, kancyna

AKTHBHEIE CYBCTaHUMKW: NUOTMWTA30H, MEeTMOopEHH

PadepeHTHas akTHBHOCTE: TAabNeTka NMornMTa3od 15 mr; Tabneta MmetMopdud 850 mr

Tabnuua A.6 - CNou U ypoBHU

Cnow YPOBHM
Moentudukatope | PhPID SUB L1 — nuornutaszod + metmopdiuH
FhPID, cnow PhPID SUB L2 — nuornutasod 15 mr + meTMmopdind 850 mr
AKTHUBHOI

PhRID_sUB L2 — nWornuTasoHd + metmopdiMH, Kancyna

cybocTaHume
PhPID _SUB L4 — nuornutasod 15 mr + metmopdoud B50 mr, kancyna

MoenTudmkatops | PhPID _SpSUB L1 — IS0 IDMP Manufacturer Foxtrot Co., nwornurazon +

FPhPID, cnon MeTMopduH
HODMUPOBAHHOMW PhPID_SpSUB_L2 — ISO IDMP Manufacturer Foxtrot Co., nnornutazoH
cybeTaHumu 15 Mr + meTMopdud 850 mr

PhPID _SpSUB L3 — IS0 IDMP Manufacturer Foxtrot Co., nmornuraacH +
MeTMOopdWH, kancyna

PhPID SpSUB L4 — ISO IDMP Manufacturer Foxtrot Co., nwornutason
15 mr + meTMopduH B50 Mmr, kancyna

Mpumedadue - [OeTankHsie INeMEeHTel SaHHbX, ONMWCLIBACWNE CYBCTaHLMIOKOHTRONHPYEM IO

CYBCTAHLMD [HANPUMED, HCTOYHME, KAYECTEO, QONCNHWTENEHSA HHDOPMAaLUMA O NPOMIBOOCTRE] CM. B CTAMOARTE

WMCO 11238,
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PucyHok A3 - Mopens wgoedHtwdmkatopoe PhPID: GLUBRAVAE (NWOrMMTazoH w
METMOPMMH)
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MpunoxeHune B
(cnpaBo4Hoe)

TabnuuyHblie NpuMepbl

B.1 MNpumep npeacTaBneHnA aKTHBHOCTH
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B.2 "pII'IMEp npegcTasNeHMA aKTHBHOCTH Pa2HblX THNOB NEKAPCTBEHHBIX CPpEeOCcTB

rocTt

Tabnwua B.1 - CornaweHys No NpencTaBNeHuHd aKTMBHOCTH
EOWMHMLA HE MHBLBKLUMOHHOW 003kl (TREpOAA, MHAKAA WNH Nomykuakan)
EouHnua EnuHmMueL
3HaveHWe 3HaYEHHE
BapwaHTt Mpsnep aenuTens | MEMEPeHMA | waTens | MPEACTABNEHMA
YHCNHTENA IHaMEHATeNA
OpansHan [Equnmuall | 23 [enuHii] .
Taepaan wawnan PR Yucno [eamHKual 1 Kasgan
HenpepbiBHaA HE HHBEEKUWOHHAA 0033 (KHOKAA HNK NonyTESpAAA)
BapuWaWT Mprne SHANHUA HE::HH:;?H Swat s n EET:::ﬂ:!Imn
P P p YHCMKTENA pe IHAMEHATENA pen
YHCNHTENA IHAMEHATENA
He
MHBEKUMOHHaA | [eguHdual’ | 25 [egusuu]
WUIKOCT 1 Mn a 10 mm Yucno [eamHKual Hucno (XT3}
Wnu Bones
He
[ I wal’ | 25 [egusmu] :
_Mlqbcnumlmaﬂ [egHHHLA] L Yueno [eMHmLa] Uueno (<1) n
HHOKOCTE MEHEE [Ty 0,1 mMn
1 mn
HenpepsigHaa HE HHLEKLAOHHAA Oo3a [Teepgan)
EnuHKLa EnnHMLL
3HaveHHe 3HaYeHHE
BapwaHTt Mpymep unenuTens | MEMEReHMA | haTena | MPEACTABNEHKHA
YHENHTENA IHAMEHATENA
He
MHBEHRLHOHHARA 25 [epummy]
Teepoas 1 [eguHHLa)T Yucno [eomHMLA] Hucno r
FpaMM | 1ar
bonesa
He
i ) 25 (e oMW )
WHEAKLIMOHHAR feguHdualfr Hucno [EnmHALEA] Hicna (=1} r
TEEPOAR MEHEE air
1 rpamsa
EausHKLa napeHTepanHod foakl (80MHHMUa 0okl NPUBEOSHA B LenomM)
EpuHKLLa EnnHMLLI
3HaveHWe 3HaveHHe
BapuaHT Mprmep uenurens | MEMEReHMA | waTens | MPEACTARNEHHA
YHCNHTEnA IHAMEHATENA
Mubekunonkan | [eguevuall | 23 [eguHdg] )
ANUNHLE 0ak i 1 veaan Yucno [EoMHMLE] 1 Kaxnoan
MapenTepansHan eqMHALA 0361 (BKNKOYAR Y3CTHYHOE MCNONBIOBaAHKE (NaKoHa eaWHHLELI 003k}
Bapwanr Mpumep SHAuAHUHA HS::::::H Swiad s npﬂip{':::ﬁ::lmn
HHEMMTENA | ucnurena | “HAMEHATENA IHAMEHATENA
MHbekUHoHHaR -
Ii wal’ | 29 [eguHumy]
Taepgan 1 mn ‘ﬂm"r’:ﬁml 10 Yucno [eamHKual Hucno ATy
unu Bonea ’ al
A EELIMOHHaRA [eguHmuall | 25 [egundy] Hucno [EokHKLE] Hicno (=1} hn
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TEEPOAR MEHEE ATy 0,1 1N
1 mn
HHranarop
BapuaHT Mpumep SHauaHua HE::::::H SHas s npﬂi‘ﬂéh::::::-lm
MMCIMTENA | o e g | SHaMenaTens S ——
EOMHHLA HE HHBEKUMOHHONE J03kI (TEEPOAA, XUOKAA WK MonyxKMoKan)
WMHranatop - [Eauuauall | 25 [eguHiy]
NOpoLIBK P 1 vewaan Yucno [EokHMLE] 1 [oaa
Muranatop - 25
g ! SOUHHL]
HUOkaA pasosan [EE[I-:IHI.-'IL[EI.] “Yucno [eomHKua] 1 Kamgan
Kasgan 1 kawnan
noaa
Muranartop -
HMOKAR , ' .
“aukauall | 23 legunnu]
MHOTOKpaTHAR [Ea N b Yucno [eomHMUAa] Hucno (AT
aoaa 1 Mn 1K : 10 mn
Gonee
Muranartop -
HMOKaRA , -
“aumnuall | Zalegueing]
MHOTOEpaTHAR [Ea ] Yucno [eomHMLA] Hucno (= 1) hin
rn 0,1 mn
ooaa meHes 1
N
MMecTHaA, NMNEacT e Pk
TpascoepMansH [EaumLal 23 lepuHiu] Bpema unu
. EREMA MK - Yucno [eamHKual 1 .
Bl NACTEPE " KA OblA
P KA BIA T ki *A
Mpumedarnue - Bouwcnedwwe w oroSpasenns woenTwdweatopoe PRPID 8 cnydasx. korga

AKTHEHOCTE BRDAHASTCA KOHUSHTPAUWER & @0WHMUE 00BeMa, O0NHHE PACCMATPWEATLCA NDWM pEanyaalMdn W

CONpoRoHO8HWKM HACTORALWEND CTaHAapTa.
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NMpunoxenne QA
(cnpaeovHoe)

CeBegeHMA 0 COOTBETCTBMM CCLINMOYHLIX MEXAYHAPOAHLIX CTAHOAPTOB
HauMoHanNbHbLIM cTaHgapTam Poccuickon @egepaymm

Tabnwua OA.1

QBbo3aHaYeHWe CoelNOYHOMo CTeneHs CBo3HaYveHKWe W HAWMEHOBAHKWE
MexOyHapoaHoro cTaHoapra, COOTEET- COOTBETCTEYHILWErD HAUKWOHANEHOMD
AOKyMEeHTa CTEKA cTaHpapTa

HMCO 3166-1 —

WCO 11615 — )

HMCO 11238 - -

HMCO 11238 — )

WMCO 11240 - -

CrangapT HLY sepcuid 3, OOWAA - ¥
Mogdents NPoOYyKTOB ANA
HMMHUYECKOro NpUMeHeHWA

Crangapr HLY sepcuu 3, -
CneydrkamMig obDWLMY TUNoB
ANeMeHTOR COODLWEHWA B MOOen
NpoAYKTOB ONA KNWHWYESCKOro
NpUMeHeHWUA

CrtaHgapT HLY sepcuin 3, -
MNpegocTaesnedve WHQOPMAaALWK O
PErMCTRPUPYEMEIX NDOOYKTAX

Crargapt HLT BepcuK 3, - .
CTpykTypupoBadHasa neddopmaymna
O NpoaysTax

" COOTEBETCTBYHOWHWA HAUMOHANBHEIW CcTaHgapTt otcyTtcTeyeT. o ero yTEepHOeHWA
pekoMeHAyeTCA WCNOoNL30BaTE NepeBo] Ha PYCCKUMKA A3bIK JaHHOM MeXdyHapodHoro ctadaapra.
MepeBoa NaHHOMD MeXOyHApOOHOro cTaHdapTta HaxogutceA B PefepancHoM WHIROPMaUWOHHOM
thoHae TEXHUYECHWX PErNaMeHToB M CTAHAapTOoB.
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[1]

Bubnwuorpaduna

IS0 1087-1:2000, Terminology work — Vocabulary — Part 1: Theory and application

(2] ISO 1087-2:2000, Terminology work — Vocabulary — Part 2: Computer applications’

[3] ISO/IEC 2382-4:1999, Information technology — Vocabulary — Part 4: Organization of
data

(4] 150 21090, Health informatics — Harmonized data types for information interchange

[5]  ISO/MLY 27951, Health informatics — Commeon terminology services, release 1

(6] HL7 Core Principles

[7] ENV 1613:1995, Medical informatics — Messages for exchange of laboratory information

(8] ENV 12610:1987, Medical Informatics - Medicinal product identification

[9] ENY 13607:2000, Health informatics — Messages for the exchange of information on
medicine prescriptions

[10] ICH M5 Guideline 2005: Data Elements and Standards for Drug Dictionaries

[11] GHTF/AH (PD1)/N2ER1:2009 GHTF Discussion Paper (in view of preparation of a Draft
Guidance on UDI for Medical Devices) Title: Unigue Device |dentification (UDI) System

[12] The Food and Drugs Act and Regulations and related Health Canada Guidelines

[13] The Natural Health Product Regulations and related Health Canada Guidelines

[14] Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use as amended
by Directive 2002/98/EC, Directive 2004/24/EC and Directive 2004/27/EC

[15] The requirements to be fulfilled in the member states of the European Union by medicinal
devices and of implantable medicinal devices are respectively defined in Directive
83/42/EEC and Directive 90/385/EEC

" OTmeHeH
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[21]

[22]

[23]
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“Guideline on the categorisation on Mew applications versus Variations” The Rules
governing Medicinal Products in the Eurcpean Union, Netice to Applicants, Volume 2A
and Volume 2C

A Guideline on Summary of Product Characteristics, December 15999, (Doc. Ref. Notice
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