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MNpeanwcnoeune

1 NOANOTOBNEH depepankiEl ocyJapcTREHHEM CKOEETHRIM yYpEROeHBeN  «LieHTDansHsliA
HAYHHO-WCCNBOoRATENLCKHA MHCTUTYT GRraHv3anky ¥ MHdopMaTHsauMy agpasooxpadesus MuuucTepcrea
agpaposxpadedia PoccHibcxol Tegepaumke (DIBY UHWMOKS Munagpasa) 1 PegepancHbib Go0MeTHe M
YVUREROEHWEM « KORCYNeTALWOHHO-BHenpeHYeckan dupia 8 00NacTH MEROYHAPOLHOA CTAHARTHIALKK K
cepTudhvkauy «Pupma « MHTEPCTAHOAPT» Ha ocvope cOBCTBEHHOMD ayTEHTHYHOMD NEepeBoda DyCCHEMA
Akl MEKOYHAPOOHOID QOKYMEHTA, YRAIAHHOMO B NyHETE 4

2 BHECEH TexHu4eckin KOMUTETOoM No cTagapTwaagny TK 468 cudopmaraayms agopoesas npu
UHMHMOKM2 Musagpasa — NoOCTORMHEIM NpegcTapuTenam IS0 TC 215

3 ¥YTBEP#IOEH W BBEQEH B NEWCTBWE NMpukasom degepansHOre aredTCTBA NO TEXHHYECHOMY
DETYNHPOBAHAID W METDOMOMK o7 17 Boabpa 2074 r. Ne 1619-cT

4 HactoAwmria cTangapT WASHTWHYEH MemdyHapoadomy crTadgapty WMCO 11239 Medopmatraauxa
anopoasA. MoeHTedHkaUrs NEKapCTREHHBK CPEAcTE. INeMEHTE OAHHBIX W CTOYKTYRE. ONA YHREANBHOR
HoeHTHdmEauMn 1 obMeda wHdopMaumell ©  pErHCTDHPYEMBIX  OpMax  JoavpoBKl,  E0WMHALax
noedcTasneqds, NyTAX BEeqoHqa KW ynakoeke (IS0 11239:2012 sHealth informatics — |dentification 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=].

MeW  NEAMEHEHWA HACTOAWErD CTAHZapTa DEKOMEHOYETCA WCNONLAOCBATE BMECTO CCbINOYHBIK
MEHOYVHAPOOHEY CTAHAAPTOR COOTEBETCTEYMILME WA HaUWOoManbHble cTadgapTel Poccuickol Tegepauiu,
CEEOEHHA O KOTOPEE NEKBEAEHL B CNDaBoHHOM JONONHATENEHOM Npunowein OA

> BEEAEH BMNEPBEIE

Mpasuna NpuMeNaHUR HACMOoAWEeso chmandapma yomanoenadsl & FOCT P 1.0—=2012 [(pazden &)
Mrughopamayua 08 UsMeHerURy K HAcmoAWeMy cmandapmy nySnukyamcs & exe200nas (Ao COCMOAHLIIe 43
1 mweaps mexylieao a2o0da) UHIOpMAUUoHKNOM  Ykazamene  sHauuvosanebsle  cmaddapmels, &
GHUYLANEREID MEXST UIMEHEHUD U NONPaGoK — @ SXEMECAYHOM  URDODMALUOHHOM Vrazamene
eHauuoHansree cmandapmey. B coyyae nepacMompa (2aMensl) WY omMessl Hacmoaueso cmaxrdapma
coamaamomayiiies yeedoMnielus Bydem onylinucoeako & BOUmaduer aeinycke UHhopMayuoHHO20
yikazamens «Hayuonansdse cmakdapmeis. COMEBamomayiiiad uidhopMayun, yeedomneune o IMmaEcisi
PAIMEWANMICA Mamke @ UMbopuayLoHHOD cucmeme 0GlLes0 NAMbIOESHUA — Ha ofULUanLHoM cadme
PadapansHosn S28HMCMES N0 MEXHUYSCKOMY DESVNUBOEIHLKD U Mempanocsul e cemu Mumepeem

(gost.ru)

i CradgapTdaudrops, 2015

HacToAWWA CTAHAapT HE MOMET BuiTe NONHOCTED WM YACTHYHD BOCNQOWIBENEH, THRAKHPOBAH M
pAcnNPoOCTOAHEH B KAYECTEE OPHUWMANEHOMD WagadwA Ges paspewenws MegepansHoro aredTcTBa No
TEXHHHECKOMY DEryNupOBaHW0 1 METRONOrM.
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EpepeHue

HacToAWWH cTaHdapT pailpafoTad B CEBAIM C WHPOKOW MADOBOA NOTPEOHOCTEY B MENMOYHaDOOHOH
rApMOHKIALMK ONHCAHKA NEKAPCTEEHHLIX cpegeTa. OH ABNSETCH COHWMM K3 NATH CTaHOapTos, 00pasyow My
Basue YHHEANBHOR KASHTHRWKALKK NeKapCTREHHEX cpeaeTe. B aty rpynny cTAHAARTOB BROOAT!

22 11615, Health informatics — ldentification of medicinal products — Data elements and structures
for the unigue identiffication and exchange of regulated medicinal product information {Mudopmatvazauma
3nopoBLA. MoeHTHgMkaUMA NeKAPCTEEHHEX CPEACTE. JNEMEHTEl OAHHBE W CTRYETYEE OMA YHHAKANEHOH
HOEHTARHEAUMK ¥ 0BMEHa MHDODMALKER O PErMCTPHUDVEMEX NEKADCTEEHHLIX CREOCTEAX],

S 11616, Health informatics — Identificaticn of medicinal products — Data elements and struciures
for the unigue identification and exchange of regulated pharmacedtical product  information
(HMHDopaTHIauMa 300poBeR. FOBHTHEHEELWA NeKapCTREHHRIX CPeOCTE. INeMEHTE SaHHLIX W CTOYETYDE
ONA  YHUKANEHOR  WIeHTHdHKagMd | obmeda  wedopsauken o PEMACTPHPYEMBIX  NEKapcTEeHHDIX
ngenapaTtax),

23 11238, Health informatics — Identification of medicinal products — Data elements and struciures
for the uniguee identification and exchange of regulated information on substances (MudopmaTuaauma
anopoasd. MoeHTedMKAUKE NEKAPCTREHHBE CPEACTE. INeMeHTE JAHHBIX W CTOYKTYRE. ONA YHREANHOR
HoeHTAgHKaLMK 1M 0DMeHa nHdopmayuel o perucTprpyeselx apMaue BTHYECKENX CYDCTaHLMax);

IS 11238, Health informatics — Identification of medicinal products — Data elements and structures
for the unigue identification and exchange of requlated information on pharmaceutical dose forms, units of
presentation, routes of administration and packaging (MHQopmaTHiIauda 300p0B6A.  MgeHTHgMESLMA
NEKAPCTREHHEX CRPEOCTE. JNEMEHTE JaHHbIX W CTRYETYPER ONA YHUEANBHOR WMOSHTADHEAUKMA W ofbmeda
HHbOpMaLHeR O pErHCTDHPYEMEIX DOPMAaX JCIHPOBKK, BAMHKUAX NPeacTABRNeHKA, Ccnocobax BEEOeHHA W
YIAKOBKE ),

[S3 11240, Health informatics — Identification of medicinal products — Data elements and struciures
for the wunigue identification and exchange of units of measdrement (MHOODMaTHIAUMA 300POBLEA.
Woentidmkaumna  NekapcTRedibly  CREAcTE.  JNEMEeHTel  JaHHBE W CTPYETYPRL 008 YHREZNLHOW
HOEHTHOHEAUHAE 1 0SMEHa MHDODMALKEA O EOAHALAXY WAMEDEHNA).

AT cTaHoapTel waedTHpuEaukry nekapcTeeHHblx cpegets (IDMP - Identification of Medicinal
Products) npegHazsaveldsl 4NA Moagepsks QearensHoCTH Oprasos KoHTPONA 0SpaleHda NekapoTae HHBIX
CPEOCTE BO BOEM MUDE, BRMOYSA KOMTPONE 33 paspaBoThol W pervcTpauded NexkapcTBeHHbIX CpeqoTe,
YNPABNESHAE WX HKHIHEHHEIM GHENOR, 3 TAKE KEOHTROMNE PHCKOE ¥ dhapMakeHagacp.

OnAa  gocTAMEHWA  OCHOBHLIX  Ueneld  kowTpons  ofpaleHdf NesapcTeeHHbX  CPeacTe M
drapMakcHaniIcpa HeobX0AMMO ODECNEYWMBATE HAOEMHbLIA, KAYECTEEHHBIA W COMMACOBAHHLIA  OSMEaH
HHPOpMALWeR 0 NeKapcTEeHHBIX cpeacTeax. MNoaToMy cTasgapTel IDMP pernamMedTipyioT KAk MAHKRYR
cRegyiowe ooMeHs WHQOopMaLMei:

- MENDY ODTAHAMK KOHTDONA O0paLYEHKA NEKADCTEEHHBIX CPeacTE,

- MeXay DapMaleETHYeCckol DUDMON W ORPrador KoHTRONA obpale A NeKapcTESHHBLIX CReacTe;

- MENOY CNoHCOPOM KNUHMYECKOrS BCCNeqoBaHHA M Opradom KoHTRONA obpalleHna NeKapcTBe HHIK
cpegoTa;

- MENOY OpraHoM KOHTpons OofpaweHdA NesapcTBeHHbIX  CPEeacTs W JDYIMMK YHACTHHEIMK
oS paleHds NeapeTEEHHBX CpeneTa;

- MENOY Opradamy  KoHTponA  oOpaledHns  NeKapCTEeHHEX  CPEeacTs W MEesOyHapogHERH
HCTONHAKAMA JaHHBIX,

CocTapHeMy 9acTamd cTadnaptos [DMP senawoTca cneyWdsdeaume cooBwerni. Ouil cywaTt ona
CNACAHKA W 0ESCNEYeHna UENOCTHOCTH YEASAHHLIX BEWe 0bMEHCE KHEQODMaLHER.

YHMEANLHBIE  WIEHTADHMESTOPR, NDWCBOSHHBIE B 2 COOTRETCTEBMM C0  cradgapTtamd  [DRMP,
NEeAHAIHAYEHE  ANA  HENONBASEAHMA & TeX  NPHNOHEHAAX, EOTOpRIM  Heofxoadma Hanessasn
HOEHTADHKAUMA W OTCNEKHBAHHE NRRMEHEHHA NEKADCTEEHHBIX CPEOCTE.

Ona painudHey Wened ¥ pasdelx YyCnoEdd B cTaHZapTay MHOODMaTHIaUHME 300posea, apeiauH|y M
KOMTRONA NEKapCTEEHMEX CREOCTE WCNoNsIyeTcA Donblwioe 4Wcno BailcBulx NoHATHA. B HacToAwem
CcTaHOapTe NpHBEaEHEl TE TEDMHHLl W ONPESENEHAA NOHATAR, KOTOPEIE NPedHasHaqersl 08 YHHEANsHOHR
HOEHTHOMEALMY  PETHCTDHPYEMLIX  NeKApCTBeHHEIX  COEOCTE, ONMcaqdHe WX cBOMACTE W Nepeaads
COOTEETCTEYVIOLLEN MHOODMaALIHIA

TepMuHe ¥ ONpedenedns, NPUHATLIE B HACTOAWENM CTadgapTe, NPpeoHaHaqYeHsl AnA obnerdeHmsa
HHTERNPETALMA W NPAMEHEHAA  IOPASHYECKHE W HODMATHEHEE TPeDoBaHWE, HO OHM HE  JO0MsHG
NEEBANAPOBRATE HAO IWPAOHYECKE 00AILIBAIOWMMA JOKYMEHTAMA. B cny4ae COMHEHHMA WK NoOTEHUKANBHOND
ROHNKMETa J0NMHE NDMMEHATECA TEPMWHE! H ONPEOENEHWA, NEUHATEE B KDHOWYECKKH ODAILIBaLW MK

OOKYBMBHTAX.
v
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B sacToAWeM cTaswdapTe MpegnoMeHs NemMedTel GaHHbl, CYWeCTREHHD Heodxogusele N9
OMUCAMAA HOPMATHEHLIX TEDMAHOR, WCHONLAYEMEY ANA WOCHTUOMEAUMKE NeKARCTREHHEY A0IRPOBAHHEIX
dropes, SOMHMU NDESCTABNSHKR, NYTER DESOEHMA K YNAKODEW, 3 TAKKS ANA Nepesola TERMAHOE Ha OpYron
A3k ¥ BEnedua Bepcklil. Kpome Toro, B HeM NEUBEASHE DEEOMEHIALMY N0 0TODPAKEHKKD TEpMUHOB,
KOTODBIE YHE WCNONsIYIOTCR YYACTHUEAMHY 00DALEHWA NESADCTEEHMLIY CPEOCTE, HA CHCTEMY MNOHATHA,
NPeAnNOKEHHYID B HACTOAWEM CTAHIApTE.

BepeEHdi YpoReHE MOHMATHR BENKKYaeT B ceba:

- NeKapcTEeH Y0 A0IMpoaaHHyio hopiy,

- EOUMHWLE NPEOCTABMEHWA,

- MyTH BEEOEHWA;

- YNAKOBKY.

Bonee TEXHUYECKME INEMEHTH OadHsx, cbecnedvBalowme NPeacTanne e 3T NOHATHRA, ONUCaHE
OTAEMNBEHO OT HAK. K H{M OTHOCATCA:

a) TeDMMHLL B KOOs,

b) nepepcoe Ha DpYroN ALK,

Cl BEQCHK,

d] oTobpaxeHna.
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HALULWOHANBHBIA CTAHOAPT POCCHMHUCKOW DEQDEPALMMK

WHOOPMATH3IALUWA 3A0POBRA
MoeHTHdMEALMA NeKAPCTEAHHLIX CPeACTE. INeMEHTLI DAHHBIX W CTPYKTYDE ONA YHAKALHOH
HOeHTHgHEAUWKK K oBmeHa MHOpMaUWEd O PErMCTRMPYEMEIX (hopMax QOIMPOBKH, BOMHALAX
ApeaAcTARNeHMA, NYTAX BESOGHMA W YNAKoBKE

Health informatics — Identification of medicinal producis. Dafa elements and sinocturas for the unigue identification and
exchange of regulated informalion on pharmaceutical dose forms, units of prasentation, routes of adminisiration and
packaging

ﬁara BBEOEHWA — 2015—10—01
1 OBnacTe NPUMEHEHHA

B HacToAwWweM CTAHAADTE ONHCaHLI

- JNEMEHTE  OAHHEX, CTPYETYDLl M OTHOWEHWA Mexny Husk,  Heobxoguuee anA obseda
MHBDODMALKWER, KOTOPAA YHAKANBHO W OOHCIHAYHO WAEHTHQUUUPYET NekapeTReqdbe  OOIMDORAHHEE
Popsibl, GOMHWLE NPEOCTABNEHAR, MYTH BESOEHMA W 80MHKLE YIAKOSKA (KOHTERMEDE!, NPoDNM, KPRILWLKK K
YCTPOWCTES NEPMMEHBHWUA), OTHOCAWMECH K NEKADCTEEHHLIM CPROCTBEM,

- cnocobel YCTAHOBNEHMA CEAIM MEXOy NepeRofany OTOEeNbMsX MOHATHR HA PaiHbie  S3kKK,
ABNAKLLMMACA HECTLEMNEMON YACTEID 0EMana nudiopMaynei,

- CNoCoD ONWCaHMA BERCHA NOHATHIR, NOIBONKIOWHR OTCNEMHEATE MK JBONKLWKD,

- MPABMMA, NOIRSAANHLWE BMECTHEM YNONHOMOYEHHBIM OPFAHAM COANABATE FADMOHMAMDOBAHHBLIE W
KOMCTLYETHEHLIE OTOODAMEHMA CYWECTBYIOWWY MECTHLIX TEDMHHOB H3 TEPMHHEL, NPEeLNGHeHHse 8
COOTRETCTEMM C HACTORLLAM CTAHOADTOM.

Kpome Tora, B UenAx OSecnededus yonelldors NpMMEeHsHMA HACTORWErs CTAHOAQRTA, B HEro
BEMIOHEHEl  COBUTHM,  HeoBXCAMMEE  ONA  WCNONLIoBAHMA  Opyrax  cTaddapTos  vaeHTHEUEILKMK
nekapeTeeMubly cpeacte rpynnel IDMP {(ldentification of Medicinal Products) w crasgaptos obmMena
MHEODMaLKER O NEXapoTRBRHHLIX CPEOCTRANX.

2 HopMaTUBHLIE CCLINKK

Ona NpAMEHEHKA HACTOAWETD CTaHgapTa HeoGXoguMMEl CNeOyLHe COBNoYHBIe AoKyMenTs. OnA
OATHROBAHHLIX  CChINOK  NPUMEHAKT  TONBKS  YEASAHHOE W3I0AHKME CChINOYHOMD  OOKyMEHTa, AnNA
HEOATHROBAHHEX CCENOK NDUMEHRINT NOCMEOHEE WA0AHWE CChINOYHOND OOKYMEHTa (BKNKHYAA BOE £r0
MaMEHEHMA).

WMCO 639 (poe wacTik) Koosl ANS NoEACTABNSHWA HAZBaHWK Aaeikon (IS0 6359 (all parts), Codes for the
representation of names of languages)

WMCO 3168 (pce yacTw) Koow ang NpegcTaEnequa Halgaswia cTpad ¥ eguMHILY WX 30MAHKRCTRETUEHO-
TEppMTOpHaneHoro genedds (150 3166 (all parts), Codes for the representation of names of countries and
their subdivisions)

WCO 21080 WedopmaTtvsauws 300p0BeA. MapMOHAIMPOBAHMLIE TWNL  JaqHHux  OnA  obsesa
MHBopkMalKei (150 21000, Health informatics — Harmonized data types for information interchangea)

3 TepMHHbI, onpegeneHnA, CUMBONbI U COKPaLLEHHA

3.1 TepMuHEl W onpegena KA

Ona uenei HACTORWENDS CTAHOAPTA HCNONBIYIOTCA CNEQYIOWME TEPMKHE W CNPEOENEHHA.

311 npumeHAeMman aAcadpoBadHan  copma (administrable dose  form) [NpuMesAssan
OOAMpOBaAHHAA NekapcTReHHan GopMa, NONyHeHHan B peayneTaTe Bcex HeoDXoguMex NpectpaiosaHsi
NPOWABESEHHON JO0IHPOBAHHOH hopmMel.

flpusmepsl = Pacmeaop dna uNLeKyud, mabnemka dna npuéMa anympe, meaeepdan kancyna c
MopoLWKoM G UH2amauyuu.

Mpumedanuse — [MpaMEHREMEA S0UP0ERHHAR OpMa MOBHTMHHE NPOH3BELAHHON NOIMPOBRAHHDA hopme B
CINYHE5N, HOr0a NpoM3Ee0SHHBEIR NPOayET He NpecipaayeTos (10 8CTh KOME OH REARSTCA NMEKEpCTESHHBIM NDENaPaTom ).

Haganue odHUMankHoe
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3.1.2 ycTpodcTEC ANA NPUMEHEHWA nNekapcTeedHoro cpeactea  (administration  device):
YETROACTRO, NEEOHASHEYEHHOE ANA NPABUNEHOMD NDMMEHERKA NEKapCTREHHONS CpaacTRa
Npusepkl = Hana, opanbhbil WwnpLiy.

MpHiMa4aHus

1 ¥oTpoRCTED ONA NPAMEHEHWER MOHEET DeTh NPUHAONEHHOCTED KOHTERHEPA © NEESPCTEEHHBIM SDEOCTROM MK
B KPbILIKA.

2 TepmuH 30anTHpoBaH M3 cTadaapra [ENY 126101957

3.1.3 cnocob NpHMeHEHWA NeKapcTEEHHOMO cpeacTea (administration method) OBwui cnocod
NOUMEHEHWA NEKapCTESHHON Npenagara.
Mpusepsi = ANMAUKALUSR, UNZANALUS, UHLEKULA.

Mpuuma«Hadne — Cnocof npuMeEHEHHA REMAETCR O0WMM TEPMHHOM, WCHONBIYEMEM 008 TOYNNADOEHN
MOHATHA, OMACHBEMWMY CHOQHLE JNEXKEPCTEEHHLIE JOIMPO0BEHHBIE DOpMEL. H HE ABNASTCA TOHHBIM OTNBCIHWEM
NPAMEHEHHR MW NYTA BEE5EHHA.

3.1.4 Gazopan goanpoBannan dopma (basic doge form) OSWan 2apaKTEpUMoTHEA NEKADCTRBEHHON
OOSMECRAHHON ROPME!, MCNONBAYEMAR ANA MEYNNWDOEKE NOHATAR, ONACHBAKWKY CHOOHBIE NERADCTEEHHbIE
OOMDOBAHHEE DOopMBl.

315 kpelwka, npobra (closure) MNpedseT, WCNONBLIYEMBIR ONA 33KPLBAHWA YNAKOBKW B UENAX
NEABKNEHOND XPAHEHAA A [KOFLA 3TO NPAEMIEMO) HCNONBIOBIAHWA NEKIDCTEEHHOMD CRedcTRa.

NMpusmeps) = Konnawow, 3awuma om demedl, 3agUHYUaaoWULica KonnayoK.

MpHME4aHMR
1 B epeiwsy moseT BT BETROSHD yOTROACTED 4NA NOMMEHEHWR NEREPCTEEHHOD CPpaOCTRE.
2 Kpeiwsa MoseT DeITh HEOT hEMNEMDA H30TEED NEPEMHHDA YNEKDBHA.

31.6 kogupoBaHHoe noHATHE (coded concept) TWn gaddex, O0LCOWHAKILMA COBOEYNHOCTE
FOOMPOSAHHER TEPMHHOB, ONACHIBAKWME GOHD W TO e NOHATWE, HO B paaHol DopmMynWpoBEe WK ana
PAIHLEE MEorpAfHYEcEny TEPDUTODMA.

an MaYHddHne - H:U,HHFIDEHHI-H]E‘ NOHATHE WCNONLIYETCA ONA YMPRENeHUA NepeEndamMy Ha JPYyrie S3kme 1
FEMNASTCH D308 THNOM SaHHEX, NMNPUCYTCTEYHILIMM BO BCEX BRCOROVDOBHEBERIX HOHUENTYANEHBIX MOOEMTAX.

3.1.7 napa wog v TepMuH (code term pair) Tan gasdes, O0eeguHAsCWwrie aTprbyTe, Heolxooumse
ONA CIHCAHKA OTOENEHOMD NOHATHA Ha KOHKDETHOM AJLIKE K ON8 KOHKDETHOR Meor padn-eckol TEDDKTORMH,

3.1.8 komBuHMpOBRaAHKAA NeKapcTEeHHAA AoanpoRanHan dgopma {(combined pharmaceutical dose
form): EguHsIi TEPMUH, ONMCHIBAKWKA 083 kNt Sonee NponagegeHHLIX NPOoLYETa, EOTOPRE CNeUnansHesm
ofpasoM  EOMOAHMPYIOTCA O0A Nony4eHHds OQHOMS NekapoTBeHHore npenaparta. B aTe  ondocadde
BEMICYAETCA MHEODMAUME O JoaMposaduol Qopme kEadaoro NpoMIeefeHHcro NPOLYETA ¥ O NPAMEHAS MO
OOSMPOBAHHON BopMEe NeKApCTREHKOMD NpanapaTa.

MNpusep = [Mopowok U 820 PacmMaoplimens NPpUY UI2oMOoeneHUd pacmaops Gna U LeKu L.
MekapecmaennHoe cpedemao npedemaansem cofold dea npouleededMilx npodykma:
pacmeopResMibil nopolor U e2o pacmeopumens. Mekapemeannbit npenapam, UI2omoeneHHbId U3
amux dayx KoMmoHeHmoa, npedcmaanaem cobol UHLeKYUOHHLID pacmacp, KoMOUNUDOaaWwHOU
nexapcmaenMol doaupoeamnol thopmoll  gansemcs snopoldor U pacmeopumens  dnsg
UHBEKYUOHHOSO DACMaopay [CM. Makke mabnuuy A.7 a npunoxexusy A).

319 vynakoeBka (container) wWagende, SaNAKWEescs YacTekl  NEKapCTEEHHOMND CDedcTBea M
NEegHAIHAYeHHOE ANA COOBDHAHWA, MIBHTHEMKILWHA KN TRAHCNORTHROBKK KOMIOHERTOR NEKapCTREHHOM
CpEOcTEa.

MNpusmepsl = Asnayna, nyasipex, kopofika.

Mpumadadme — MoHATEE aynakossas OCODWAET YACTHEE NOHATHA NEQEHHHON yNAKOSKM, NROMERYTOHHOR
WTIAKOEKH 14 BHELIHEA YyTIaKDEH.

3110 HopMaTHBEHBLIA #cnoBape (controlled wvocabulary) HoHedHOe MHOEECTBEO  OONYCTHMEBX
IHAYEHWA ANEMEHTE OAHHEBX.

MpuMasaHus
T JormySTHMEMM 2HEHEHWAMK MONT BTl KOOR, TERCT WK 9MCNE.
2 Tepmud ananTiposad M3 pokymedTa CDISC Clinical Research Glossary WB.D, 20089,
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3111 woeHTHMEATOP TEPMUAHA B HOPpMaTHBHOM cnosape (controlled vocabulary term identifier):
MoeHTHMUKATOD  NOMATWA, KOTOPRIA  NyBENMKyeTcA  aBTopoM  CHCTEMBL  KOOWPOBAHWA B  HaqdecTES
NPeONoYTHTENEHOMD KIEHTHRHKATORA DAHHOTD NOHATHA B 3TOR CHCTEME KOQHMDOBAHKA.

MpuMeEYEHHA
1 37107 MOaHTHDMEETOD HE MEHABTCR & TEYEHNEM BOSMEHN 8 B Cy4E8 M3MEHEHNA BEDCHHY PRECYPCH SHAHWA.
2 Topmuy aganTypoead w3 gosywedTa HLT Core Principles.

3112 nepedYHan  ynakoBka (immediate container, immediate packagingl  Ynakoska
NPOXABE0EHHOTS NPOOYETA WNW NeKAPCTBEHHOD NPENANATA, MAMEKLLAR C HMM HeNOCPEACTREHHEIR KOWTAKT.
fMpumepir = Amnyna, hrakoM, NpedaapumankHo 3anoHeHHLIU WRPpULY, MYy3kipek, Gruciep.

MpumMedaHUA

1 MNepauyHaA ynakoska MoseT BuTe BNOMEHE B YOTPORCTBEO BEE0SHWMR NEMARCTEAHHOM CREOCTEA MNW B TApY
B0 MHTETPHPOEEHE © HAMM.

2 Ponk NepevHHor yNasossn MOMaET BeNDNHATECH QO03WDOBAHHOR NesapeTeeHHor dopmon. TTpuMepom momeT
CIYHATE KANCYNE © NOPOLWKDM N8 WHFEnALAE. B 3Tam chy4as sancyna He RENARTCR yMEHoBE0n.

3 ANbTEpHETABHDS COBMECTMMOE OOPSOEnSHWE Neped-4HoR ynawoeed |Cimmediate packaging’) npwespaso B
Avparmvee 9227EEC.

4 AZanTHpROBAHHDS CNPEgENEHAE K3 cTasgapTa ENY 126101987

3.1.13 npegnonarasmoe MecTo Beegeddn (intended site): Obwee ykaladde MeCTa TENA, B KOTOPOES
O0IC#EH BEOGHMTRCA NeKapcTeeH LR Npenapar.
Mpusmepes — YwHoe, 2nainoe, nepopansHoe.

M PHMEYEIHHE - riFIE,lJ.I'ID.I'EEF-EBMDB MECTO BESOSHMA ABNRETCA  obwmm TEPMAROM, HCNONBIYEMEIM MR
TRYNMApOE KW MOHATHE, OMHCEBARIWNY CXOOHEIS NexdpCcTEEHHRE OO0ZADOEaHHER III‘.'.‘EPMH. H HE REMNAETCHE TOMHEIM
QMACAHNEM MECTE BEEEBOEHAR MNH MyTH BEE0EHAR.

3.1.14 npomeskyTouHan ynakoBka (intermediate packaging): KoMTeRHep, cofep¥alivd NepaqdHyio
YNAKDEEY 1 BNOMEHHLIA BO BHSLLHKI0 YIAKOBKY.

Mpumep - Kopobka.

3115 npowapepgenHan poavpogadHan dopma (manufactured dose form): TMNpowspeaeusan
OO3poBaHHaA Qopma PapMauesTHYECKDH CyDCTIHUHH, ewe He npecbpalobadHan B NekapcTheHHBIR
npenagar.

Mpumep = 1 opowor ANA UNLBKYUOHHOZO pacimaopa.

Mpumedanue — [MpoviseneHHEs O03MPOSEHHAR POPME HOSHTHHHE NPMMEHREMOR Q0IMpOBRSHHOA hopme B
CHy438%, KOG NPOoMIssgedHos  NEKEPCTEEHHOE CPEQCTEO HE npecpasyeToA (TO BCTe KOO OHO  ABNAETCA
NEKAPCTEEHHEIM NPENARETOM ).

3116 npouaBegeHHId  npoaykT (manufactured item) KadecTeeHHaa W KONKMYECTEEHHAA
KOMNOIWUMA KOMNOHEHTOR, COOEDWALLARACA B yNAKOBKE NEKapCcTBEHHOND CpeqoTna.

MpuMedaHuA

1 NexaporeaHHos CREOCTED MOMET COSEDMATE OOWMH MM HECKOTNLED NPOW3ER0EHHBIX NPOOYKTOE.

Z Bo mHomax cOyqaAx NpoMIBegeHHBEIR NPOOYKT TOMOSCTEEHEH NEXEpCTEEHHOMY npenapary. OOHEKo BcTe
NPAMEDE], KOTOE NpOMIBSSEHHER NPDOOYET NPETEPNSEE3ET NpEobpainsaqus 00 NDMMEHEHWR K NALWEHTY (B KEHesTES
NEKARCTEEHHOM CPEOCTEA} W TOTO8 OH HE TOMGECTESHEH NEXapCTEEHHOMY NPENAPATY.

3 MNpowsageHHLIR NPOSYET HE MMEAT NPAMON KOHTAKTA © BHELHEN YyNEH0EXKDR 38 HCHNHYEHAEM CNy43SeB, Korga
BHELIHAR YTIAROEKE REMNABTCR TAKHE K NEPBENHHDN YNAKDEKOA.

3117 nekapcreerHoe cpegcteos (medicinal product) BewecTeo wvne EomBOMMaUMA BEWECTE,
NPHMEHARMEE K OPraHuaMy YenoBeks (W EMBOTHOND) ANA nedYseHds M npodornakTiikn safonesadyi o
LEnki OQHArdOCTIERN WK BOCCTAHORNEHKS, KODDEELWA NMBO WIMeHEHHA HIA0NOTAHECKIY dyysrLMia.

[EMY 13807:2000;, ENV 12610:1997]

MpuMeYaHUA

1 NexaporasdHHoe CPeOcTEd MOMET COOBPMKATE OOWH WNH HECHONLEHD NPOVZEEOSHHB NPOOYETOR 4 OOWH KWNW
HECKDMERD NEREPCTEEHHBIX NPENADATOE.

Z B penmoTopeld HPHCOAELMAY NOKapCTESHHDE CREOcTel MoseT OuTe onpanensHo kak nodos eallecTed WM
KoM OMHAELMR BELWLECTS, MCNONLEYEMEX AMA NOCTAHOBKK AKArHo3a.
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3148 wpenTrdmkaTop nesapcreedHdore cpepgctea  MPID  {medicinal product  identifier):
YHAKANBHEIA  WOSHTUDHEATOR, NMPUCEBOEHHEIN MEEPCTESHHOMY CpegeTey B ACNOon{edns  § mobosy
CYLLACTEYIOWENMY PEMMCTRALMOHHEMY HOMEDY, NPMCEOSHHOMY YNONHOMOYSHHSEIM 00TaHOM.

MpuMaYadHe — 3T0T MIEHTAHHERTOR NPEAHA3HIHEH ONA USNEA w4ETa W ONA NOBLIWSHAR Ge30nacHnoT
MAUMEHTE, NOCKOMGERY © 960 NOMOWEE MOSHD OOHOIHEYHO WISHTRHOHMUWMPOBAT: NEEARCTESHHNE CPEOCTES BO BOOM
Mipe,

3.1.19 BHeWHAA ynakoBka (outer packaging). BHEWHWA KOHTERHED, B KOTOROM NOCTABNSETCH
NEKARCTEEHHOE COEQCTRO.
NMpusep - Kopobka.

MpUMaYaHMR

1 NerapoTBEHHEIR NPENEPAT MO NPOM3BEJEHHBIE NPOOYET HE MMEEST HENOCPEACTEEHHOND KOHTAXTA © BHELWHER
YTAROBKON 33 MCHNHEHEHMEN CIYH38E, KOS BHEWHAR YIAHDEKE CITGHHT TEEE NEPENHHOR YyIAROER0H.

2 ANbTEPHAETHEHDE COBMECTARDS ONPEOSNEHRE BHEWHEA ynaxkosry Couter packaging”] npreagedo B dupakties
SAZTEEC: "ynaxoeka, B KOTORY D NOMELLBHA NEPEMHHAR yNakossa”.

3.1.20 nerkapcTeeHHas AacaupoBanHan dopma (pharmaceutical dose form) Marepwansuoe
NOOABNEHWE NEKapCcTEEHHOND  CPEOCTRA,  coOepwalers apMadgsTideckee  CcyBCTaduM Wi
BCMOMOrATENLHBIE BRECTES, KOTOROE JOMMHD DblTh NDHMEHERD K NaLWEHTY.

Mpuwmadadne — TepMEH $00IMPOBEHHER NEKEPCTEEHHAR hopas MOMET NPUMEHATECH HaK K NDHMEHABMOR
NOIVMPOBSEHHDA NEXaPCTEEHHON (HOPME, T3k W K NPOVZBEOSHHDA DO3MPOBaHHON NEXaPoTEEHHON thopMe, B 3aBHCHMOCTH
OT NPOOYKTE, KOTOPEIA OH ONACEEET.

3.1.21 nexkapcTeeHHLIA npenapar (pharmaceutical product). KadecTBeHHas W KONWYECTREHMAA
KOMOOIMUKMA MEXapCTEeHHoro CpegeTea B A0aMpoBaMucl  Qopse, paigeweddold AnA  NpuMeHeHds
YNOMHOMOUEHHEIM DPradcM 1 CNUCAHKON BMECTE © COOTRETCTEVIOWEH MHAOPMALWMER KW PENACTPALMOHHOND
OOCkE.

MpHMaYaHMR

1 NerapoTEeHHDS CPEgOTED MOMET COOEPHETE QOHH HITK HECKDNEED NMPenaparTog.

2 Bo MHOMX CNy4aAX NEEEPCTESHHEIE NPENARAT MOEHTWHEH NPOMIBSGEHHOMY Npogy«Ty. DOHaKD ecTe npuMeps,
HOTgE NPOWIBEOEHHLIR  NDOOYET NRETEPnaBasT npecpai0BaqHuE 40 NPHMEHEHMR K NAUWEHTY (B KE48CTES
NEXaPCTEEHHOND NPENAPAETa) U TOFOE OH HE TOXIECTEEHEH NEXEPCTEEHHOMY NPENapaTy.

3.1.22 woenTHpUMKaTop nekapcTeEMHore npenapata PhPID (Pharmaceutical Product [dentifier):
MmobansHo YHAKaNbH bR WOSHTHOHMESTOP NEKApCTEEHHOMD NpenapaTa.

3.1.23 xapakTepWcTdka aedcTEWA (release characteristics)]: Ondcadue  ModsDUUWDOBAHHOTD
NepHoas BLEMEHH, B TEYEHHE HOTOPOrD AKTHEHBA WHIDEOWEHT OKadmBaeT OelcTEME Ha Teno noone
NEHMEHEHWA NEKADCTEEHHOND NPENARaTa, B CRABHEHHH C TRAOKUWOHHEM, HENOCREACTREHHBIM JERCTEHEM
AXTHEHOID WHIPEOWeHTa.

NMpusmeps: = JamednexHos, NpoaoHzUpoeanHoe, He moduguuupoaanHoe.

3.1.24 nyTe Bpagendn (route of administration): MNyTe BEEOEHKA NEKAPCTESHHONC NPENApaTa B TENO
WNK KOHTAKTa © TENok.

MNMpusepki = BHympuaeHnbil, MepopanbHbil, 8 KOWLKOHKMUSATLHEIO MeWwor 2naza, a
NoMocis pima.

3.1.25 cocroAadue eewecTtea (state of matier) Puawyeckos COCTOAHME MONEKYNADHON OpMb
npenapara.

Npusepki = Fazoobpaiwoe, xudkoe, nonymeaespdoe, maepdoe,

MpimaYadne — YHA3aHWE COCTORHWA BAWSCTEE WONONLIYVETCR QMR FRyNMApoBEd GA30sk 003MpOBaHHEN
hops B COOTBETCTEMM C ME hH3H=ECHHMK CEORCTRAMK,

3.1.26 npeobpazopawde (transformation). MNpeobpazopadWe NDOMIEEOESHHOT0  NpOOYETAa,
HeolxooMmMoe QA NONyYeHWA NeKapcTReHHorD Npenapara, BuiNoNHASMOE, Hanpumep, STobbl Nony-HTE
NEAMEHASMYI OOIMDOBAHHYI0 ODKY WA NPOHIBEASHHON QOIMDCBARHON gOopil.

Mpuwma<HadHne — Ecny NpUMEHABMER O0aMpOSdHHAER GopMa COENEOEET © NPOMIBESEHHOR O03MPOBAHHOR
ropsoi, To npedbpazoeane He TpalyeToR.
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31.27 epuHnua wameperna (unit of measurement). JefcTenTensHas cKanapHas BenwdHHa,
onpeqEnaHHan ¥ NPMHATAA NO COrMalle D, ¢ KOTOROR MOMHO COAaBHWTE MOGYIo ODYIyIo BEMWYREY TOro Me
pOOA W BEIPAIMTE HE OTHOLWEHWE B BHAE YHCna.

MpumedarHue — B 33BMCAMOCTI OT XapERTEPE CTAHOAPRTHON WKENE, BLIPEHEHHS BOMHALE HAMBDEHIER MOSET
NpaacTaenaTs Neio hUan4EckyD auHRLY BIMEDEHAH, CBA3EHHYH © CHCTEMOE BENWHEH [HANpeMap, eguedgel CH),
NMG0 NPOMZECHEHD ONPEOSNEHHYED SOUHULY WIMEDEHWA, KOTOPDEA MOMET OTHOCWTECA K ONPegeneHHoMy CTaHOapTHOmM
Q0pazUy, METOOMES HAMEDEHUA, MEEE MATEDKEANE WNH SEHE ¥ WX iomivsauwenm.

3.1.28 eguHKua npeacrapnedda (unit of presentation) KadecTEEHHBIR TEpMHH, ONWCHIBAKILWWA
OWCEPETHEIR  MCHMCNASMEI  oOBLexT, cnysawui onA  NpeacTaenesns  asTHBHOCTH WM Konddectea
NEEARCTREEHHCTD NPpenapata Nubo NDOUIBEOEHHOrD MNEOOYETA W WMCNoMBAYEMBIE B Tex cnydass, £orga
AKTHBHOCTE MNH KESNAYECTEO BRDANANTCA B TELMUHAX IKICMNNALA ITOM 08LEKTA.

Mpusepil

1 Onucanue akmuaKdocmu: matnemya, cnpel unu dosza cnpesa ccodepwum 100 Mrkz a pacyeme
Ha cnpeds (edunUla NpedcmMaanerun = crped).

2 Onucawue wonuvyecmea: nyasiper, xopobka, cgnakow scodepwum 100 mn e nyasiperes
(edunuua npedocmaanesun = Ay3Liper).

M PHMEBEYaEHHE -— Eﬂl.'IHI.'ILI,-E NEPEACTAENEHAAR MOHET WMETE TO HE HaledHHE., <10 H ,.EIFI-'!,ITD';'I ANEMaEHT
HOpMAaTHUERDrD CROEIQRA OdaHHBIX, Hanpumeap, eEapcTeasHad Oo3npaEasHER EFCIPM-H KM -I‘:DHTHI.T'IHBFI-, HO 3TH OBa
NOHATHAR HE IFEENBANEHTHE W OOMHHBl MMETER B CNOBAPE padHblE YHHEDINEHEIE H,ﬂE'HTHI*:lHKHTGPH TEPMAHOB.

3.2 Cokpawenmns

321 CDISC - Kodcopudys nNo cTadgapTaM oGmMeHa  KNMHAHeckiMKd daddsisg  (Clinical Data
Interchange Standards Consortium)

3.2.2 CTS - ODwwe Tepmuronormyeckne cnywbsl {Common Terminology Servicas)

3.2 3 HLY - opravkaaya Health Level Seven

324 IDMP - yoenTeduEauns nekapeTeeddeps cpageTe (Identification of medicinal producis)

3.2.5 MPID - woeHTHdMkaTOR NexapoTeeHHoro cpeactea (Medicinal Product Identifier)

3.2.6 PhPID - noesTH@KEaTOR NEKApCTREHHOND npenapaTa (Pharmaceutical Product [dentifier)

3.2.7 5l - mexgyHapoaHas cucTera earHisy Tl {(Intermational System of Units)

4 TpeboeaHuA

4.1 Obwwe TpeboRaHUA K HOPMATHEHBLIM CNOBAPARM

HacToAWWA CTAHOAPT ABNRETCA YACThD CEPHM CTAHOADTOR MEEHTHEMEAUMK NEKapCTREE HHBIX CReacTR
(IDMP = Identification of Medicinal Products). B veM npreeaess cneyndrEagmi, ONdcsBamllWe cosdante
pROE HOPMATHEHER CNOBADER, CYWECTREHHEIR 0A NPHUMEHEHHS CEDWH B UENOM, B YaCTHOCTH, CNeay WM
CTAHGADTOR:

- 150 116815, Health informatics — Identification of medicinal products — Data elements and
structures  for the uonigue dentificaton and exchange of regulated medicinal product informaton
(¥uchopmaTtiaayna 3gopossA. MOeHTHOUHALWMA NeKapCTBaHHEY COEOCTE. 3NemMadThl JaHHB B CTRYETY Dk
ONA YHHEANEHOR waedTrpuEagun v obmesa udopMadded o pervcTpUpyeMslx NEKAPCTRSHHEE CRanCTRAaN ),

- 150 116816, Health informatics — Identification of medicinal products — Data elements and
structures for the unigue identification and exchange of requlated pharmaceutical product information
iMudropMaTaayks agopossd. MoeHTHOMKAUWA NEXAPCTREHHEE CPEOCTRE. JNeMadTe JaHHbiE B CTRYETYDR
ONA  yHHEANEHOH daedTHOWEaudK 1 obMeda  uedopMalked o pPEMMCTPMRYEMBIX NEEaPCTEEHHLIX
npenaparax);

OoHako HOPMATHUBHEIE CNOBAPK MOMYT WCNONBIOBATECA TAKME W HEIABMCHMMO OT OAHHOR CepeK
cTaugapTorR. ONA nepegady HOpMATWEHBIX cnopapel 8 HHOODMALKOHHBE CHCTEME., DazpadoTaHMbe Ha
ocHoBe cramgaptos [DMP, sMoryT dononesoBaTech cOODWEeHWA, ondcaHHdee & cTadgapre Health Level
Seven (HLT) Commaon Terminology Services (CT3) Version 2.

B HacToRWEM CTAHOAPTe NPedycMOTREHa S03MOMHOCTE NEepPeBOSOE HODMATHEHLELY TePMHHOB,
MoIBONAOWAA oDECnedrTE: NEpeaasy 310l vHopMaUM Bo BoCEMUPHOM MacwTabe.

B vacToAWen cTaHgapTe NPedycMOoTREHa TAKKE BOIMOEHOCTE YIPABNEHWA BEDCHAMH HODMATHBHBLIX
TEPMWHOS, NO3BONAKWAA BECTH WCTODHID JBOMIOUWH HODMATHEHBIE CROBAPEA W OTCNEXHEATE WX
H3MEHEHHA.

Kpome Toro, B HAcTORWEM CTAHOApTE NpHBESOeHL PEKOMEHOALMHA, NOMOramWMe NoNbICEATENAM
OTOOPAXATE HMEWKECE TEPMHHE HA HOPMATHBHEE TEPMAHL, 4TO NOIBONAET CEA3ATE TEDMHHE, YHE
MCNONSIVIOWWECH B PA3HLN DErHoHax, ¢ HODMaTHEH LMK TEDMHHAMA.

8
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4.2 TpeBoBaHMA K NPUMEHEHW D HOPMATHEHLIX CNOBaped B cTasaapTax cepuw IDMP

Urobbl HOPMATHBHEIE CNOBARM, OMNWCAHHLIE B HACTOALWEM CTAHOAPTE, MOMNM MCNoMNeI0BATLCA KAK
HEOTLEMMNEMaR YacTe peankaaduiy ctadgapros  IDMP, oHM  O0N#HE  YOOBNETEOPATE  CIIEDYHEALLHAM
HEATEPMARM:

- COOBPWATE TEPMHHE W MOSHTHOHEATODL, HEODXCOWMES ONA  ONWCAHHA  NeKapCTEE HHBIK
OOSMDOBAHHEX  DOopKM  NeapcTBeHMBIX  CPEQcTE W TpeGyeMsle 4R FeHepaukn W OndcasHMa
WoeHTAgukaTopoe PRPID 1w MPID;

- COQEpMATE TEDMHHBEl W HABHTHWOWKATODRE, HEOGXOOWMEE ONA YEAIAHWA NPeanonaragmors nyTH
(MyTeRr) BREOEHWA NeKAPCTREHROND CpedcTea, Tpebyemoro Ans NonHOS CNMCAHMA NeKapcTREHHOND
CpEAcTEa W redepaymna kgedTrdmkaropa MPID,

- COOEpWATE TEPMHHE W HOQEHTHOWKATODE, HEOOXOOWMEE ONA YEAIAHWA SOMHKY NPEeQCTABNEHWA
NEKApCTEEHHOMD  cpedcTea, Tpebyemoro ana  Nondoro  oNWCaHMA  akTWBHOCTA  HEXKOTOPLIX  THNOR
NEEAPCTEEHHLY COE0CTE NPK reHepauri wigutTvdgukatopa MPID,

- COQEpWATE TEPMAHE W WISHTHADHEATODE, HeoDXoOWMBEIE ONA YEAIAHAA YNAKCBKK {BKNOYaR
NEQBHYHYRD, NPOMEEYTOYHYIO W BHEWHIOH), DbIWEY Wnd npobkd, a Takke YyoTpOoWCTEa BREedEeHMA
NEKAPCTREHHOND CReacTBa, TpeGyesors ANS oNUCaHME NeKapeTBEHMOrS cpedocTsa nNpW FreHepauiW
HoeHTHgMEaTopa MPID.

HopMaTHBHEE TEpMUHSEl 1M KX KOOLl AomsHsl BuiTe 0BWaOOCTYNIHEIMA, 3 KWK NPHMEHEHWE HE DOTHHD
Tpeb0BaTE NWLEHIMOHMLIX OTYWCIEHKA

5 Cxema

5.1 OBWMe NonoxeHHA

B HacTomwem cTaHg4apTe noegnosedbl JNeMeHTel JaHHBX, CYWECTEEHHC HeobxolkMble gna
CNACAHHA HODMATHEHEE TERMUHOE, NEPEBOLA TERMHHOB HA ADYION R3EK M BEdeHHA Bepouil. Kpome Toro, B
HEM NpHMBEOeHE DEKOMEHZaUMK N0 OTODDAMEHWS TEDMHHOE, KOTODLIE WHKE WCNONLIVIOTCR YYACTHHED MM
0D pALEHHR NEKAPCTEEHHLIX CPEOCTE, HA CHCTEMY NOHATHR, NPEONOKEHHYID B HACTOAWEK CTaHOAPTE.

K aneseHTam JaHHsx, ONACHBAKWWK BCROMOraTensHEe NOHMATHR, OTHOCATCR!

- TEPMKAHE W KO0k,

- Nepeaoik Ha JpYToR Aakik,

- BEQCHH,

- oTOBpaseEHHA.

BepxHui ypopaHs NOHATHA BEMoYaaT & ceba:

) NERADCTEEHHYKD QOAMDCEaHHYID Dapy,

bjegdHMUs NpegCcTaBne A,

) NYTH BEEDEHAA,

d)ynakoeey.

B cxemax, CNMCHIBRIOWMY CTRPYETYEY 3THX 3NEMEHTOR, MCNONLAVIOTCA TWNE daddex ST (cTpoka), CD
{QECKDUNTOR NOHATHA), TS (MOMENT BEetaHi) 1 INT [uenoe Yy4cno), onpegeneHHse B cTadgapre WCO 21080,

Mo YMONYaHKD KEpaTHOCTE 3TpHIEYTa NoNaragTcA DaBHoR efuHdLe (To ecTe [1..1]1.

5.2 KoHuenTyanbHLie MOGENW BCAOMOraTenbHELX NOHATHRA

5.2.1 OBies onMcanve

MprBEOeHHBE HEKES EOHUENTYANEHEE MOOENKM ONPEOenAssT JNeMEHTE, CTPVETYDEBI W OTHOLWEHAA
MEHOY INEMEHTAMA, KOTODLIE ONWCLIBANT BCIOMOTATENbHLIE NOHATHA (TEDMHHL KW KOO, Nepesods Ha
OPYIoR AdsK, BEDCKK, OTOBDAMEHKA), HCNONEIYEMBIE B KAMACH COBOKYMHOCTIA HOPMATHBHEIX TERMUHOE.

5.2.2 TepMMHikl A KOOk

Knace  wkogTepsMdds  OCMHEH  HCNONB30BATLCA  ONA  NpegcTasnedda Gazosoro  Koga,
COOTRETCTEVIOWEA &My CTPORM TEKETA W OPYyrdy ANeMeHTOs onpeaeneHdEA noHATHA. OH MenonbayeTca B
FAHECTEE TANA SaHHLIX N CNHCAHKMK aTpUByTos kNacca okoguposarHoelloHATHE s,

Knacc skooTepmMyais WMeeT Cneqyiowne atpuby T

a) wKodw! YHHEAMNBEHEA (MAWEHOYRTASMBIR) WOEHTUHKSTOD JKISMMNADE Knacca «Kog TepskHy: [THn
OaHHex ST);

B} «TepMUH:z: TEKCT TEPMHHA, ONMCHIBAKWETD NOHATHE (TN JaHHex 3T);

Cl wONpedeneHies . TERCTOROE ONpeLEeneHne NoHATHS (TN Jadkex ST,

d} woomeHs. HEOGRIATENEHEM NDHIHAE, WCNONLIYEMEEA, 8CNd B G238 DaHHbIX XPaHATeA TEpMHHLI
NOHATHA, WCNONEIVEMEBIX TONBEG B BETEDHHAPKK, YHAILIBAST, HTO NOHATHE WMOW  cMEQMUMHCEDE M
BETELMHADHOES, WMA «TOMNLKC BETERPHHARHOCES (NO YMONYEHHIO HCNONBEIYETCA IHAHEHWE CMEJHUHHCKOS W
BETERMHADHOE) (THN AaHHER ST

&) «npUMeYaHies ! HE0SAIaTENLHOE TEKCTOROE NPHMEYaHHe (TN JaHHey ST

fl wkoOHIBIEAR. A3BK. HA KOTOPOM MNPEQCTARMNEHBl IHAYEHAA aTtpudyToR ©) = ), yEasaHHsd B
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COOTRETCTEMM Co cTangapTem MCOD 630 (Trn paukex COY;

q) «koOTepPUTORMKE. KOO CTRaMsl WK TERPRMTODMK, HCNONE3YIOWWA JaHHBIR JK3SMONAR Knaccs
#KoATepMHHy Ha A3sKe EoQHaLKas, YEAZAHHEIR B COOTRETCTEMM O cTadgapTom MCO 3166 [Tin gaHHbx
CDv.

KoaTepMKH
+Kog 0 ST
+TepMuMd - ST
+onpegenadde | ST
+nomed - CD [0..1]
+npumMedadide @ ST [0..1]
+KogHaemka @ CD
+koaTeppuTopudn @ CD

Pucyros 1 = KosuenTyansHan QUargamma THna JadHes kog Tepsis s

5.2.3 Neperogkl

Thn AaHHey «KSQWEOEAHHOETTOHATHEY CERILBEET MOHATHE, NPEACTABNGHHOE HA ONDEOEnEHHOM
A3biKE ONA ONPEOenedHHon TEPDETORWA [HanpUMED, Ha aHrMEACKosM Adbike B BenviofpUTadud ) © HYNesM |
fonee NegepcaamA ITORg NoOHATMA HA GOYIME [3blEW WHAW ONA JPYIMX TEPRHTOPMA (HanpuMep, Ha
ppaHuyIckoM 0nA PpaduMid, Ha Hemedkonm ona Mepmadun). Ero atputyT «eods COOepmET yHHBERCANBHEIA
KOO NOMATHR, aTpabyT «3HaqYeHdes COOepMHT KOO NOHATHS ON8 R3bKa W TEDPWTORWH, BlDpaHHbIX
NoMNE3ICBATENEM, 3 aTPWUEYT «NepeBcgr COOEmKHT HyNb WnKM Donee KoQoB NOHATHA ONA OPYIHMX AdbiKos
WA TEREMTORAE, BMECTE 2TA TRKW aTprbyTa onpegenaioT THN gaHH el «kogHpoaaHHoel IoHATHE

TN JaHHEX «KOOHPOBAHHOE NOHATHE Y MMEET CNeqyIoWWe aTpuby T

a) w«Kkogn: YHHEANBHEIA [ MALMHOYMT ARMEIA) HgeHTHpMKaTop IKIEMNIApa wnacca
*EOOMpOBAHHOEToOHATHE [THN JaHkeE ST,

b waHaYeHdEs. Kod, ONHCHBEIOWMWE NOHATHE HA A3LIKE (HANDKMED, Ha AHIMARCEOM) ONA TEPPHTOIRHK
(Hanpumep. BenaecbpuTang) no exbopy NoNBE30saTena (THN LadHeE ko0 TepmaHs )

C]  wnepepsd:. HyNe WNH GONes KoQoR, ONACEBRIOWIKY 3T M NOHATAE HA ODYTHX A3RKEY MKMW Ona
OPYrdx TEPDHTORHA (Hanpusep, wa doadyysckom 4nA Spadumi, Ha HEMEULRoM OnA Mepradn) {Thn GaHHbix
wkoaTepmuHs ),

KOOWpOBaHHOE NoHATHE

+roa @ ST
+3HaveHue | KoaTepMuH
+nepesoq : kogTepmud [0..7]

PucyHor 2 — KoHUenNTyansHan QUarpaMma THNa NaHHes Koy popadHoel oAt e »

5.2.4 Bapcuna

Knacc «Bepcwas npegqazdaded Ang NpeacTagnedua NPOCNEMUBARMON UCTOPMH MIMEHEHKA Kawaoro
MOMATHAA OT MOMENTA 8ro Co30aHKUA.

JTOT ENACC GONKEH MMETE CNegyeWme aTpubyTe:

a) «K0On. YHARANEHENE (MaWWHOHUTASMEIA] WOSHTREWMEATOD MOMATHR, ABRNSIOWETSCA cybnexTom
BEPCHM (THN QaHHex ST

bl spataCoagaHuwAs. WTaMN GaTel 4 BREMEHKM, YEAIRBIWHA MOMEHT COIOaHKMA ONUCaHWA NoHATHA
(THN gaMuesE TS);

cl aapToplloHATHAR. MHDopMaUkA, MgeHTHEMLMPYIOLWEEA COATATENA OMMCAHKA NOHATAA {THN Qadsex ST);

d) snatallaseHeHEAR L WTAMN GATE 1 BDEMENK, YHASKIBAKWKEA MOMEHT COINAHMA YEATAMHON BECHIM
ONMUCAHMA NOHATHR (TN JaHdex T3);

@) ucofepwaHueaMedeHUA: . TEKCTOB0E ONHCAHME MOORMUKALMK, KOTOPaA NPWUEENa K CcoIfaHKig
YESIAHMON BEDCHM ONWCAHWA NOMATHS (THN JadHex ST

f) wasTopMaMededtAs. KHDOPMALWA, WOEHTUEHLHUDYIOWAR MHED, WIMEHHBLWEES ONHCAHWE NOHATHA
(THN gaHuex 5T,

gl wcTaTyclTOHATHAR. CTATYC NOHATHE, TOE BCThL AKTHEHDE, OTMEHEHHOR M T.4. (THN ZadHux S0,
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hy sTexyweelToHaTHes [0..%]: 8Cnv NOHATAE OTMEHEHD, TO B aToM aTpubyTe MomeT GuiTe yEasad kog
OPYroro NoHATHA, KOTOPOE 3aMEHAST OTMEHEHHOE, ¥ OOHOM OTMEHEHHEMD NOHATHA MOKET DbiTe HECKONBHE
JAMEHAKLLAK (THN QaHHBX, ¢ KOOMpoBaHHoel ToHATHE

i} cHOMEpBapCHMs. HOMED BEDCHE NOHATHA [THN gadHiex INT).

Bepcus

+wog : ST

+naraCoanaHwa - TS

+agropllonsaTua @ ST

+nataamenedun TS [0..1]
+oopgepsannesmenderdnn - ST [0..1]
+agropamenenus - ST [0..1]

+octatyclonsTua - CD

+Teryweellonatue : koguposanHoelonaTue [0..7)
+HoMmepBepoum - INT

PucyHoR 3 = KoHUenTyansHas J4arpamMa THRa JadHes «Bepoyas

5.2.5 OrobBpameHHe

OnNWcasHda NOHATHA B TEQMAHCNOMMYECKOM CNoBape, paipaboTaqMHoM B COOTRETCTEMK © HACTOALLKM
CTaHOapTosM (HAlblBaeMLlx danes "UeHTpaneEHEMKE NOHATHEMA"] He obRaaTensHo CoOBNaganT G TEDMUHAME,
HCNONLIYEMBIE DAINMHHEIMKE YHACTHAKAMY obpawenns NekapcTReHHEy CpedcTE B pasHex cTpadax «
DETHOHAX (Ha3dbLIBAEMbIX Janes "perdoHaneHBMY - TeDMUHAMAL Y700k ODeCneddTeE CBAIL  YHEe
HOMONEIVEMEE  PEMMOHANEHEY TEPMUHOE, B YacTHOCTH, TeX, 4TS NPAMEHAKTCA  YNOAHOMOYE HHEMA
OOTAHAMK  PAIHBIX CTRAHM W PEFMOHOB, © UEHTPANBHEMH NOHSTHAMK, COCTEETCTEYILME yHaCTHHEM
ofpalerds NeKapcTBeHHBIX CReQCTE MOrYT OTODDAXATE TEPMUHL, XpaHALLKEcA B KWK Gaiax JaHHBIX WK
CHCTEMAX, HA LEHTDANEHEE NoHATHA. Takme oToDpameHna NomMoryT NoNs3IcBartenam cywecTeyiowmx baa
OBHHEX HAATH QNA JAHHOTD DEMBOHANEHOMD TERMAHE JKEMBANSHTHOS SMY UEHTRANBHOE NOHATAE.

OonH DErsOHANEHER TEDMAR MOMET OTODDAMATLCA HA HyNE WNW Bonee UeHTPanbHbX NOHATHA, W
Hy M MK BoNee perdosanbHblX TEDMAHGE MOTYT 0TOEPAKATECA HA OOHE LEHTRANLHOE NOHATHE.

KoanpoBaHHoelloHATHE ErHOHANEHEIATAPMHH

+kog @ 5T 0.® - o.*
+anayeHte | oaTepmMis \h
+nepeacy | koaTepsan [0.7] .

[

PernoHansHee yHac THHEKR
ofipalEHHA NEKAPCT BEHHBIN
CpEgcTe MoryT oTobpasaTe Ceom
TEPMHHE] HE BKIEMNNAREl KNACCDE
"woavposasHoeNodaTee"

PucyHor 4 — HoHUENTyaNLHaA DMarpamMmMa, yaseeadwas et Npouecca oTobpamenna

MHOKECTEEHHOCTE OTHOWEHWA MEXOY DEMVMOHAMNLHEM TEPMUHAMKA B UBHTPANBHEMA  NOHATHAMMA
CEAZAHA C YPOBHEM JETANMIALKA MHDOPMALWA B CYLLECTEYIOWHY Ga1ax 0aiHbx, HCHONsIYEMEX B Da3HsX
paroHax. Hanpusep, pervod A MOoseT WCNoNbEIoBATE MEeHEE CNeurdMYHLIE TEDMHHE C HMIKHM YDOBHEM
OeTankialWiAa, NpH £0TopoR OO H PErvMOoHANLHLIA TEDMHH OTOGPAMASTCA Ha TP UEHTRANLHEE NOHATHA, 3
perMod B someT WCNoneIcBaTe Gonee cneunduqHbe TEDMHHL © BBICOEMM YDOBHEM O8TandIaudu, npW
ROTORON T PEMCHANSHLIX TEDMUHA OTODDAMAIOTCA HA OOHS UEBHTRANEHOE NOHATAE (oM. Tatnuuy 1).
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MOCTP MCO 11239—2014
TaGnwvua 1 - ¥onoBHeE NPAMEDE OTOODA#EHKA LUEHTPANLHLIX NOHATHA Ha PETMOHANEHEE TEEMMHE

MBCTHEI TEPMHH
PErAoHA A (HH3KAR
CTEMNEHE
OETANMIELHN]

Crrobpaskesie Ha

HO-MHOTAM]

UEHTEANbHBIE MOHATAR [I:IJ:I,I.-'IH-

MBCTHES TapMAHE
perioHa b (Bwcoras
CTENEHE ABTAMMIELMH)

Crrobpakasne Ha
LEHTRANEHBIE NOIHATHA
[MHOMME-E-0 HOMYy |

PacTeOp ONA MHBLEKLHA

Markaa kancyna c

TpEHyIIaMa
- Markana kancyna c Mrarkas kancyna ans
MHuekma Cycnedana gnA MHB2KLHiA
wu _y A HHOAKOCTEIO NEremMa BHYTRE
Facteop gna Markana kancyna c
BHY TOMBEHHOMD BAMBAHMA MOpOLLEOS

5.3 KoHueNTyanbHLIE MOSENH BLICOKOYPORHEBRIX NOHATHA

3.3.1 OBwes onWcan e

MpueegeHHLIe HAME EOHUENTYANLHLEIE MO0ENd ONPefensior aneMedTel, CTOVETYRE M OTHOWeHKWA
MEHdy INEMEHTAMYE, ONUCEIBAKWHMKE  HODMATWEHLIE BLICOEOYPOBHERLIE NOHATHA  [NEKARCTEEHHYIO
O0aupoBaHHyio  opMy, e0WHAWy NDEJCTABRNEHWA, NyTe BOEOEMWA, YNAKoRKY) B Uenax Cco3nadKs
HOPBATVBHLIK TEDMAHOE,

5.3.2 NakapcTEaHHAA OOIWPOEAHHAR fopmMa

5.3.2.1 OBwes onlvcadne

MpuaegeHHLEE HAKE KOHUENTYANEHBE MOOENd ONpeqenainT NoHATHE NeKapcTBeHHOR 103MpoBaHHoir
fropubl, A TARKE PENEBAHTHEIS ANEMEHTEl, CTPYETYDE M OTHOWEHAA MENIY HEMH, KOTODBE ONUCLIBAKT 3TO
MOHATAE W KOMOWHKADOBAHHYIO NEKAPCTREHHYI0 A03MDOSAHHYR DOopLy.

5.3.2.2 NoMATHe NEKAPCTESHHON A0AMDOBAHHOR qropib

MoHATHE NekapcTEEHHON A03WPoBAHHONE dophil AanseTcA obobledHen CcoBOKYNHOCTH GaioBbix
OOaUpoBaHHEX OPM, KOTOPRIE B CBEOKD O4epedl FEYNNWPYIOTCA No NDUIHAKY COCTORMWA BeWecTEa.
CTpykTYpa ONWCaHWMA NEeKapCTEEHHON A0IMPOBAHMCH hopMBl COOEDMMT ATPHDY T, XAPAKTEDHIVICLIKE
OedCTaKe NExapcTea, NPpeodpaioBaMMA, BeINONHAEMEIE NEpa ero NoUMEHESHUEM, NDEqNONarasMos MecTo
pREfeHE W NpeanonaraeMeld cnocob esefednd. ONA oNMCaHMA NoHATHA NeKapcTEeHHoN A03KpoBaHHoR
popsiel Woero aTpUGyToR WMCNoNBIYETCA TWN JadHed ckogupobaduoelodaTHe:, BEMLYA0WKE 8 celq
NOHATHA NEREBOO0E HA OPYTOR A3k,
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CocrorHueBewecTea

+3iH3YEHHE [ KOOWPOBAHHDE MoHaTHE

1

D..‘

Basosan[osvposanHaaPopma

+iH3YEHHE | KOGQHPOBAHHDE MNoHaTHe

.1

0.*
NexapcreenHanoinpoBsanHan @ opma

0. t3IH3YEHKHE | HDHHPDEEHHDEHDHETHE—' 0.+

0. (F

1." 1.*
XapakTepucTukafleAcTBHA CnocobBeegeHun
+3HaveHne | koanposanHoellonATre +3HAYEHNE | KoaupoBaHHoeloHATHE

MpeobpazoBanmne MpeanonaraemoeMecToBeegerus

—
W

-y

"

+IHAYEHHE KD.EI,HPDE-EHHGE-‘”DHFITHE +IHAYBHWE : HG,CII"[FIDBEHHEIEHDHﬂTHE

Pucymor 5 — KoHUenTyansHan auarpasea nacca «flekaperpesHas]oasdpopaqHan Sopman

5.3.2.3 Knace «CocToauveBewecTaas:

MoHATHE  COCTOAHMA BRWEeCTES ACMMHD  WCNONBICBATECA HOK  BuICOKOYLOBHEBAA KATEropWA,
rnacci@Hurpyiowan Daicesle OCIKDOBaHHBIE OpME: (W TEM CaMBM NEKADCTEEHHBIE J0IHPOBAHHLIE
POpEMBb) N IHAYEHAI0 COOTRETCTEYCWEND atpudyTa. Knact «CocToAHMeBeWecTRay MMEET SCCOLHALMK C
HY e WM SONBLWFAM YACN0M 3x3eMnnapos knacca sbazoeaaloanponadHandopian.

Npusmepsr - Teepdoe, mnmonymeepdoe, xudxoe, 2azcobpaince. CM. mMakme ApuUMepb
HopMamuenkix crogapeld (mabnuya A.1 e npunoxenuw A) U NpUMepE! ONUCAHUA MOK3PCITTEaHNLIX
cpedcmea & npunoxenuy B.

CocToAHME BEWECTEa JONHHO BRITE ONMCAHD C NOMOWEID THNE JaHHeX ckogupeaaddoelTouaTe:.

5.3.2 4 Knace sbazoparloauposadsasdopmias

MoHaTye Gal0B0M A0IHPOEAHHOK COpMBl QOMKHD KCNONEI0BEATECA KAK BRICOKDYDORHEEAR KATETODHA,
pnacckUuMpyiowan NekapcTEeHHEE A03MpoBanHse dopsel no ofwum Twnam Takkx Gopm. Knaco
cBasoeaAlosMpoBaHHandopMan MMEaT AcCoOUMALKA & HYMEM WK BONBLWUWKM H4CNoM JKIEMNINADCE KNacca
cllekapcTeeHHaAdoanpoBaHHaa TopMan.

NMpusepki — Talimemka, kancyna, Nopowok, pacmaop. CM. Makke APUMephl HODMAMUeHbLIX
cnogaped {(mabnuya A.1 8 npunoweduy A) U ApUMepkl OMUCaHUA nexapcmasHHbLix cpedoma a
npunosxesuy B.

10
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Bazcpans nekapcTeeHHan  Jopma JonmHa  GoiTe  ONWMCaHa  ©  NOMOWLES  THNE  SadHbix
S KOOMPOBAHHOETTOHETHE ».

5.3.2.5 Knace cXaparkTeprcTikald e cTeMA»

Knace aXapakteprcTiealedcTerAs  J0MHeH MWCnoneiaoBaTecs ONA  ONHCaHHs  XapakTeprcTHEN
OBACTRWA NeEapCTEEeHHOR Jo3vpoRadkoll opMbl. ECnE xapakTepUCTARM J8RCTEMA HEe YEa3aMkl, TO
IKIEMNNAD KNACCA «XADaKTePHUCTHKAdeACTEMA QonHMed Bele MYCTeM. Knact « XapakTeprcTrkalencTeran
HMBEET ACCOLMALKIA c HY T MK GonbLAa HHEMOR SEIEMNNAPOE Knacca
wllekapcTeeHHasdoidpopaHHandopmMas.

Mpusmepil — JaMedneHHoe, MPONOHZUDOAARHOE, MOMBHMANLHOEe, Ba2 UIMeHoHUA. CM. Makwe
apuMepsl HopMamuelsix cnosaped [(maBnuya A2 a npunowesmuu A} U puMmeps! onucanus
NexapcmeaenHix cpedomea @ npunoxexuu B.

XACAKTEPWCTEA OQEACTBWMA  OJOonwHa  OwlTe  OnMcada C NOMOWLID  TANa  JaHHblx
HKOOUPOBAHHoETToHATME

5.3.2.6 Knacc «MpeobpazoBaHuen

Knacc «lpecbpalopadves OO0MMEH WCNONL3Io8aTtecs GNA  ONMcadds  H3KMYeckol  onepaumm,
Tpebyemol onA  npecdpaiofadns  NpoOUIBEEOEHHOR  OOJWPORAHHOE  DopMel B NEKARCTESHHY IO
O0AHPOBaHHYI0 oDy, eCnii Takoeoe Hecbxogdmo. Ecnu npeoSpalosadue e TPEGyeToA, TO IKISMNNAp
knacca «Mpecbpazopaduer gonwed BeiTe nycTeiv, Knaco «[peobpasopadmer WMEEST ACCOUMALMKM C HYNEM
MM BONBLWAM HACTOM JK3EMINADOE knacea «MNekapeTeeHHanloar poBaHHaASopMa: .

fMpusmepsr - Pajbaenesue, pacmaopenue, Gea npeobpazoaaniud. CM. Makke npuMepbi
HopMamuaHisix cnogapeld fmatnuya A.3 8 npunoxenuy A) U NpUMeps! ONUCAHUA NEKAPCMEaHNLIX
cpedcma @ npunoxesuu B.

Mpecbpaiopankne JONMHD BelTe ONHMCARD C NOMOWEID THNA QaHHBIX «KCQMDoBAHHOENTOHATHE».

5.3.2.7 Knacc «[MpeancnarasdoeiMecToBaegennns

Knace «MpegnonaragsoeflecToBeeaendan QOMKEH WCNONLI0BATECA ONA ODWEro YEalaHHa MecTa
Tena, B KOTOLOE NPEqnonaraeics apeqeHe NEKapcTEeHHOR Jo3aMpoRaHHON FopMEl. 3TO YEalaHdHe GaeTcA
B ODWKE TEPMHKHAX, 3 HE B QETANbHLIX HODMATHEHLX TEPMHHAK, ONWCHBAOWHAX TOHHOE MECTS BESOEHKA.
OHo HEe COBNAgaET ¢ NOHATHASM NYTH BEe0eHHA. Ecnd npegnonarasMos MecTo BESOEHWA OTCYTCTRYET, TO
IKISMONAR Knacca aMpeanocnaraemoeMectoBaegenmna s O0M#eH BT NYCTEM, Knacc
aMpegnonaraemceMecToBeeaeHray MMEET ACCOUMALKMKM © HyNeM WNK GONbWKWE YACNOM SK3EMNNSPoE
nacca «MexapcreerHasfoidvpopaHHandopaias.

fMpumeper - ¥uwHoe, enaawoe, NEpopansHoe, He ykaiano. CM. Makke NPUMepsl HODMamuatLix
cnogapel [matGnuya A4 a npunoweHuy A) U NpuMepkl onUcakuA fNekapcmaskHbix cpedcme a
npunoxeruu B,

Mpegnonaragmos  MECTS  BEEQEHHA  OOMKHD  GbiTe OMMCAHS C  NOMOWSKD  THNA  SaHHbIX
HKOOHPOBAHHOETToHATHME .

5.3.2.8 Knacc «CnocobBaegeHqa s

Knacc «CnocobBpegesmaAr O0NMEH MCNONEICEATECA GNA ONWCAHWMA NEE3pCTEEHHOR N03MPOBAHHORN
opMEl B COOTEETCTEMM C COLWWAM Npeqnonaraememd cnocohos, KOTODRIM OHO QOMEHS ObiTe BEEOEHO. 3TO
ONKCAaHWE DaeTch B oblWWx TepMrHax, a He B JeTankbHbx HODMATHEHLIX TEPMUHAR, OMMCLIBAI0WME TOYHEIR
cnocof BReaedwA. Echwv npeancnaragmsid cnocof BEEOSHWA OTCYTCTEYET, TO JEIEMONAQ snacca
«CnocobBeeaeruas gonsed GweiTe NycTeiM, Knacc «CnocolBreneHuaAs WMEST acCoUWaUHK © HyNem WK
ConeWrM Yucnom 2Ksemnnapoes knacca sflekapcreerHrasJoavporadHandopmas.

Mpumepesd —  ARPRAUKAYUR, UHSAMAUYUA, UHLEKYUR, He ykadzaw. CM. MaKKe nNpuMeps
HOpMamuaMkix cnogaped (mabnuiya A5 e npunoxenuy A) U NpUMepil OMUCIHUA NeKADCMaoHHLIxX
cpedcma & npunosexuu B.

Cnocob seaneHHA DOMmKeH BeiTe ONUEEH © NOMOLLEK THNE AaHHBIX «KogUpoBaHHoelToHATHE s

5.3.2.9 Knacc «fekapcTeeHHanJoadpoeadHanopamas

Knacc  sflekapcreennanloavpoeansandopmans JofseH  WCNOMNBE30BAT=CR  GNA  ONKCaHKA
NEXAPCTEEHHCA Q0IWDOBAHHOR BopMBl B TOM BMOE, KAk OHO NPMBOOMTCA 8 ONWMCAHWAX NEKADCTBEHHBLIX
coegete. O akniosaet B ceba atpubyTel, yHACNEQOBAHHBIE OT ACCOUMALMA C© OPYIHMA  ENEcCani,
HEoGXOOMMEE OMA QOMKHOMD CNUCAHKA 3TOM NoHATHA (proyHoK ).
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NexapcTeeHHasJoivpoBanHanDopma

+aHaveHne | koguposaHHoelloHAThe
+0azosan[loanposaHHandopma | KoguposaHHoelloHaTre
+xapakrepuctralercTans - kooupoaaHnoelossaTre [1..7)
+npenbpaioeadue : koguposadnoeNonnaTre [1..7)
+npeanonaraemoehecToBeaeaernn - kogwpoesardHoelanaTre [1.%]
+cnocofGBeegerna - koouposanHoelosaThe [1..7]

Pucyros & — KouduenTyanssan guarpamssa knacca «NMexapcreensanoampoparHaadopaar © yHacnegoeaH HisMu
ATPUEYTAMI

Knace «NMexapcteeHdasfoadposaHHas®opsar  ACCOUMMDORAH © OOHHKM  3K3SMNNADOM  Knacca
sBazoeaslosvpopanHandopmMan, c L AR MK HECKDNBRABIA IASMNNAPARA Knacea
cXAparKTepUcTHEAdeRCTEMAL, © OOHWM WNK HECKONBEWMIA IKISMINADaMA knacca «[lpecbpasosaHden, ©
HYMEM MM HECKONBKKMME  3K3eMnnapasy  knacca «MpeancnaraedoeMecToBeaegeHdsfs:, © OOHHM WA
HECKONLKAMK 3K3EMINADAMA Knacca «Cnocoh seeneHnar.

Npusmepsr - Tabnemeka, nopowox GnNA UNLEKUUOHHO2D pacmecpa, mopolok dng
KOWUEHMPama UNLEKUUONHO2O pacmaopd. CM. Makwe MpuMepkl HOpMamueHkix crogaped
(mabnuya A.6 e npumoxenHuly A) U MPUMeDE! GTUCANUA NeKapcmaanHLIX cpedema a npumoxeHul B,

NekapcTeeHHan  goavpopandan  dopwma  gonwka OoiTe ONWCEHA © NOMOWRD  THNE  OaHHBIX
CROOMPOBAHHOETIOHATHE » .

5.3.2.10 Knacc s« KombusmmporanyaalekapcTeenHanJoavpoeranHandopman

Knacc sKomGunmporauuaalerapecTegwdaslosvposanuandopMas  OONMEH  WMCNONE30BATRCH  ONA
ONEEAENEHAA  YHHKANBHLIX  NOHATHA, ONACHBRIOWKY  cneyrdudHble  KOMBMHALMM  NeKapoTBe HHbIX
OO3MDoRaHHER OpM, KOrda Takoese TpebyioTeR. B 3TomM cny4as oaHs YHHMEANLHOS KOOWPORBaHHOE NOHATIE
HENONLAYETCA ANS ONHCAHMA KOMSHHALKI 0Byx 4 BOnes NeKapeTBeHHLIX 103KMpOaaHHb fopm.

KombuHuposanHaallekapcteenHan[loanposanHan®Popma

+3HayeHne : kogupoeanHoelloHaTue
+nexapcTeerHanoanposanHandopma ;- koguposadHoellonaTve [1..7]

Pucyuok T = KoHUENTyansHan quarpassda nacea
« KosbunupoaaiuasNegaperaed-HaaoadpoeaHHa Aopsa s

NMpusepki - Mopowok U pacmacpumens AR UWNLEKLUOHNO20 pacmaeopa (cM. pucyHok 8). CM.
MAaKKe NpUMEeDEl HODMamuanbIX cnogaaped (mabnuya A.7 e npunoxeHud A) U NDUMeDE! OTUCaHUA
MmexapcmaenMsix cpadema B.1.3 u B.1.4 a npunowenuu B.

B npuMeps, MOE33addoM Ha prcydie B ynakopka NekapcTReHHOre CpefcTsa cofepwuT ARa
OTEENLHBY NOOUIBEOSHHEY NPOOYETA MOPOWSE W DACTEORHTENL. B pe3yneTaTe pacTLoOPEHUA NOpoWKa B
aATOM PACTBODMTENS NONYYARTCH NeKapcTEeHHE NPenagar, KoTopsd Jonmed GeTe BReJeH NAUMEHTY C
NOMOWSEY MHBEKLWA. 3T B3 NPOUIRESeHHLEX NPOOYKTS WMSIOT NOCHIBEOEHHIE O0IMPOBAMHLIE ODMbl
cNOPOWOK  ONA  WHLEKLWOHMOTS  pACTRCPA» W oPAcCTRODWTENE ONA  HHBEKUMOMHOND  PAcTEOpA:
cooTEeTcTEeHHS. JekapocTeeHHsid npenapar, obpasoBaHHsil M3 3THX NPOMABEOEHHLIX NPOSYETOR o
NOESHAIHAYEHHELIR O1A BECAEHAA NALMEHTY, HMEET NDUAMEHASMYIO NeKADCTEEHHYI0 DODMY «HHBEKLW0HHEIH
pacraops. lNekapcTaedyos cpelcTao B Wenom WMeeT EoMEHHWpORaHHYI J03HMPOaaHHyD NeraDCTEEH HY
dhapiy «NOQOLWOK W PACTROPMTENE N8 WHLEKUWOHHAMD DACTBOPA .
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Mponzpegesseid npogyer 1
Mpod 3 e BHHEA Q034 POBaHHaA GopmMa:
MapoWoK 408 HHEEHLMOHHOTD PACTEORA

Newaprmeedssid npenapat
NpAMEHABMER ADIMPOBAHHER HOpME:
ParTeon 48 HHBEKL A

MpecbpaspeaHaee:
FarmeopeHds

Mporzeenesdeid npogyer 2
MpOMIBELEHHAA A0IMPOBAHHAA SOpMa:
PACTESD ANA WHEEHLUMOHHOTTD PACTEORA

JEHAPCTEEHHOS COBQCTRS
HoMOWHMPOBAHHAR AEKADLTEEHHAR
LOIMpOaaHHAA dopsma:
MNopowos ¥ pACTRESPHTENE GNE
MHBEHLWDHHAND pacTEORa

Pucymox B — MINMocTpagua OTHOLWE HAEA MEXOY NOHATAAMK «NROWASaEHHAR QOIMPOBAHHARA hophas,
CNPHMEHAEMAR A0IKPOBAHHAR DOPMAR W & KOMBUHMPOBRAHHAA OOIAPORAHHAA NeKapcTEeHHARA dopMar Ha
NpUMepe NEKaPCTEEHHOID CRPEOcTEa, COCTORLLEND W3 OBYX NOCHIBEAEHHEX NPOAYKTOE M TRedyIowero
npecbpaiIoEaHda

HoMEBMHMpoRaAHHaA NeKapCTREHHAA OCIWPoBaHHan gopMa 0onMHa BblTh ONACAHA © NOMOLWED THOS
DaHHeX ckogupopadHoelIoHATHE

5.3.3 EgMHMLUa NpegcTaBneHmMa

5.3.3.1 O0wee cnrucanwe

ONUCAHHAEA HHUKE KOHUENTYANsHaA MOOene ONPejenseT ROHATHE eJWHHLE NPpeacTasnedHds W
INEMEHTOR &8 ONMCAHWA.

5.3.3.2 MoxATHe SOMHUUL NPeOCTABMEHA

MoHATAE BOHHKUEl NEEOCTEENEHWA UCNoONLIYETCR ANA ONHCAHKA KAYECTREHHOR 0MHHLE., B KOTOROR
NpedcTaenseTcld W ONWCKWBAETCA  AKTWEHOCTE  WNK  KONHYeCTEC  NPOoWABEOEHHOMS NPOgyeETa WK
MELAQCTEEHHOID NPENapata, ecnd KONWYecTREHHAaA SOMHWLA MIMEPEHHA HE NpuMedda. EguHsua
NPedcTABNEHMA WCNONBAYETEA, KOMa AKTHEHOCTE MOMET BuiTe ONWcaHa obwHMx cnocofomM B HamOoms:. B
KOHKDETHOM CRYYaE «KawOoes IAMEHAETCA Ha «TabneThys, vQ03y CNpeas, «MNacTelpes W 7.0, Oxa Taoke
HCNCNE3VETCA, KOO8 SkTHEHOCTE MNW oBWEE KOMWHECTED NPOMIBEASHHOMD NDOOYETE WK NEXapoTREHHOMND
NPenagarta BepakasTos B TEDMHHAX YNAKoBKY, HanpHrep, « 100 M0 B nyabiphre s,

EnovnnualpenctaeneHns

+3IHEYEHWE | KOOWpOBaHHDE MonaTue

Pucylok 8 = KoHUeNTYansHan guarpamaa knacca « EgueuuallpegcTasne iian
5.3.3.3 Knacc «EourmuallpenctagneHma s

Ona ykazadda atpubyToE, A0M#HEM CODAIoN ONWCHEIOWHE NOHATHE EOWHHLE NDeacTABRNEHKS,
HE0EXOOMMo MCNoNEAceaTew knact «EguruuallpegcTasnesuss.

fMpusmepisl - Qo3a UWSaMAULUL, Kanma, nRacmisips., mabnemxa, nyabipex, mpGa. CuM. manoke
npusmeps! HopMamueHslx crosaped [(maGnuuya A8 e npunomenuu A} U NpuMepll onucanus
NexkapcmaentLIX cpedcmea e npunosenuu B.

EQMHALa NPEACTARNEHKS O0MHHA BalTh ONACaHa C NOMOLWBE THNE JaHHEX « KOOUPOBaAHHGETOMATAE 2.

5.3.4 MNyTe epegaHnA

5.3.4.1 Obwes onucaHKe

CONUCAHHAA HAME KOHUENTYaNEHaA MOOENs ONPELEnAeT NOHATHE NyTH BEEOEHHWA W JNEMEHTOE &ro
ONHUCAHAA.

5.3.4.2 MoxATHE NYTH BREOEHHR

MoHATAE NYTH BEEOEHKSE WCNOMNBAYETCR ANA ONWCAHWA NYTA, N KOTORCMY NekapoTeeHHbLIR npenapar
BECOWTCA B TEMO UMK OCYWECTENAST KOHTAKT © TEMOM.
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NyTeBeenenun

FIHAYEHWE | KOAMpOoBa HHOe[MoHATHE

Pucysok 10 - KoHuenTyaneHan guarpamssa knacca «NyTeBeeneHmas
5.3.4.3 Knace «TyTeBaageHuas

ONA yEa3aHKkA atpyudyTorR, JoMmeHb oBDaIoM ONACEBRIOWMY NOHATHE MYTA BESOSHWA, HEODXOOHMO
HCMONLICEATE KNace «[yTeBaegeHda .

Npusepsi - BHYMPUMBIILSYHEID, SHYMPpUeeNHEIH, MepopankHiild, NodkowHLIn. CM. makwe
npumepkl HopMamuasbkix crnogapel (maGnuya A8 e npunowesuw A) U ApUMepE! onuUcaHus
MexapcmeaadMbix cpedoma a npunoxenuy B.

MyTe BESOEHAA DOMKEH BsiTh CNUCAH C NOMOWBRY THNE JaHHBIX «KoadpoBaHHoel ToHATHE .

5.3.5 ¥Ynakopka

5.3.5.1 OBwes onvcaHue

OnicasHan Hose  KOHUENTyansHan mMOodens OnpegensdeT MNOoHATHE YNAKOBKKW, JNSMEeHTOs  ero
CNACAHKA, CTRPYETYP W OTHOWEHWA MEXTy 3NEMEHTaMK.

5.3.5.2 MNoMaTre yragome

MoHATHE YNAKOBEW OXBATEBAET TOYNMNY W3 TPEX NOHATHA, ONACHIBAFILME CRedylMe YacTHRIE
ANEMEHTEl NEKARCTEEHHOMD CREBACTER. KOHTERHED, KPEIWKY (NPOGEY) W YETDORCTES NPHMMEHEHHA.

Kateropua¥YnakoBku ¥Ynakoska

FIHAYEHME ! HD,EI,HDDEEHHGE”DHHTHE 0. +3IHEYEHHWE ! HD,D,HF}DEEHHGEHDHHIHE

—

PucyHox 11 — KoHuenTyaneHas uarpamMma knacca « ¥Ynasoesas

5.3.5.3 Knacc «sKareropda¥ nakoBKmns

Knacc «Katercpua¥naeocoeds: O0M4ed WACNONLI0BATECA KaK OLCOKOYROBHEEAA  KNaccudmeaums
COCTABMBE ANEMEHTOR MOHATAA YNAKDEKE, 3 HMEHHD, EOHTeRHED, Kpeilka [npobka) W yoTpoicTRo
noumMenekna. Knace «KaTeropuay nakopid sy accouMUpoBan © HYNeM Knd Sonee TUNamM9 yNagoaKa.

Kateropus ynakoski JonsHa OeiTe ONECAHA ¢ NOMOLWLEID TUNE JAHHLIX aK0IWPOBaHHOeTOHATAR 3

5.3.54 Knacc «¥Ynakoaxas

Knacc «¥nakopkas OOMKes ANS yHA3asda aTpulyTom, QonsHbib oDpaiom ONHCBIBE0WKEY NOHATAS
EOMTEAHEDA, Kpbilky (Npobkk) W yoTporcTBa BoefeddA. Knacc «Ynako@kas ACCOUMMPOBAH C OOHMM
IISMMNADCM Knacca «KaTeropua¥ nakoari:s:.

NMpusepsi

1 Konumealnepll: aMnyna, Gnucmep, nyasipek, myGa, xopobka, fiyuk. CM. mMakwe nApuMepb
HOpMaMmUaNkix cnogaped fmabnuya A. 70 e npunoxesul A) U NpUMeDhl ONUCAHUT NeKapCmMasiHbIX
cpedcma @ npunoxeHuy B.

2 KpLitiky U npoBku: KonnaJyok, jaeudyuasoiyuics konnavok, npobka. CM. MaKwe npusMepbi
HOpMamuaNkix cnogaped mabnuya A.10 e npunoxesul A) U NPpUMeDhl ONUCANUT NeKapcmaanHibix
cpedcmea a npunoxeHuu B.

3 ¥empoidcmea asedenus: Usna, opanbHbIl Wopuy. CM. Makke NpuMephl HOpMamuaHbix
cnogaped fmatnuga A.70 @ npunoxenuu Al U NMpuMepki onucamud nexkapcmaedHLIix cpedcma a
npunosxenul B.

YNakoeka NomsHa OulTe ONHCAHA C NOMOLWLGED THNA DaHHLX $KOOUPOBaHHoETOHATHE .
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Mpunoxenne A
(cnpapovHoe)

lNpuMmepbl HOPMaATHBHLIX CnoBapen

A1 LUens npeacrapneHHLiX ApHMepon

A1 OBuwees onWcaHde

MpHMEDEl HOPMATHBHEX CNOBADHLIX TEDMUHOE NPUBEAEHE B HACTOALEM NDHACKEHWA TONBKD 4NA
LENENR WNMOCTRAUMK. XOTA 3TH NDHMERE MOMYT WCNONBICBEATECA NPW COI0aHHE HOPMATHBHEIX CROBaped,
MX NPWCYTCTEBHE B HACTOALEM OOKYMEHTE HE O3HAY38T, 4TO oMM ABNAKTCA WNH OyayT ABNATECA
OEML AN EH B HOPMATHEHEIMEA CROBADHEIMKA TEPMHAHAMM W 4TO WX COOepsanke 0GnagasT NonHoOTOR,

A.1.2 NexkapcTEeHHAA AgolvpoBRaHHan gopMa

TaGnwua A1 — MNpuMepsl COCTORKWA BEWECTEA M BAI0ELIX A0IMDOBAHHEIX HOpM
COcToRHME BEWECTES Baaoeas QOIMpOEEaHHAR hopma

Maaoobpaivoe A0 MLMHCEHA ras

TaB

Tah

Map

HHgKoe Konnogei

KoungedTpar

MY NLCHA

HUOKOCETE

Pacreop

Cycnesdaus

[Tlon YTESDG0E Kpam

Mene

Maak

Macta

Teepaoos Kancyna

Mneuka

[T paryns

PeauwMka

HMrnnasTasT

Becraska

Tabnetka

HeAckoe Heackan

nuga A2 < MNpuseps xapakTepdcTH JeRCcTEMA

HAPAETEPMETHED SEACTEMA

JamenneH o

MpoNoHIApoEE HHOS

MameHeHHOR

HemeanexHose

He ykazano

nuga A3 — lMNpuseps npecbpalceadiid

Mpechpaiosaqws

Paspenes e

PacTeopeHMa

SECTPaKLMA

CMelLvBaHue

CycneHgupopasue JMCneprmpoaa e

He Tpebyetca

FOCT FOCT P NCO 11239-2014
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rocTt

Tatnuuya A.4 = lMNpumepw npegnonaraemoro MecTa BEegeH1a

an'_'IﬁJ.:'IH raasos MecTD BEE0aHNH

WO

KowHoe

denTanesos

BuyTpumatosmos

MHTpanearkynapHoe

HazaneHoe

Maanoe

NepopansHoe

MonocTe pra

Nerowsoe

PerransHoe

BnaranuHoe

He yrazauo

Taénuya A.5 - lMNpuMepe cNocoba BESOEHMA

Cnocob BEEgEHKEA

Annnakagma

BauHa

Hepadue

MonockaKKne

CTpyAHOE BNABAHWE

HMHbakLMA

Brrapka

Kaneneuwoss sndpadke

MopowKkosan MHranAyWa

Pacneinexue

MotaHwe

He ykazau
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TabGnuwua A6 - [Npumeps NeKapcTEeHHEX QOIMPOEAHHEIX DODM

nEH-H[.'-:-'I BEHHEA O03WPoEdHHAR Ij'."L'I[."MH

Kancyna ona nonocTi pra

HepatenwHas rTadneTsa

KoHueHTpaT Ang NPUIoToRNEHWA PACTEODE ONA HARYHHOD NEMMEHEHWA

HazansHeii kpem

Tabnetea ¢ aamMaaneHHLM JeRcTEREM

LWhanyyme rpasy el

SAMYNLCUA ANA WHBEHLAA

TabneTka © NPONOHTMPOBAHHLIM JEACTEHEM

MeHa 0na HApYHHOTD NEHMEHEHA

MCpasynel 4NA NPWIOTOBNEHHA CYCNEHIMA OMNA NepopansHors NpHMEHEHRA

Teepnaa kancyna

Teepoad kANCYNa C NOPOWKORM NS WHrANALMiE

MinnnasTanT

TabneTka 3aledHan MyEoanraIveHan

YHas Matk

HowHas Maik

O pansHLiA NopoWwoK

OpogucnepcHan NNeHka

MopowoK ONA HARYIKHOND NEMMEHEHWUA

Mopowok 4NA NEWIOTOBNEHWA DACTEORA ON8 BHYTRUBEHHLIN BIMBAHKA

Mopowok 4NA NPUIOTORNEHWA DACTEORA NS MHBLE LKA

Facteop 4NA MuranAuyi g Gannose nog 4asneHH3em

Cycnenana Ona AHranauikui 8 GannoHe Nog QaeneHHem

MMNazHiee Eanng NEonoHrMpoBaRHoNS JeRcTerA

MMArkas kancyna C 3amMeaneH b QeRCTEHREM

FPacteoprMans TabneTea

W LLHEE K3

Yol cnpei

Mnaskee Kanma

PacTeop gna BHYTPHESHHEBIX BAMEAH WA

FacTeop AnA MHbEELHA

Mepopane e pacTeop

Cnpel ana NonocTk pTa

CNped moObATRNH b

CynnoIuTopHiA

OpaneHan Cycnesana

TatneTtka

Tafinetka ona NonocKasdKa

TatneTea noguAILIMHaA

TabneTea parkHansHan

rocTt
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Tactnuya A.7 = MNpuMmepk HOMOHUHWDCEAHHEIK NEXARCTEEHHLIX J03MDOBAHKES deopm

KombuHMpoBaHHER NEKAPCTEEHHAA S03UPOBEHHARA
hopaa

KOmMNOHEHTEl (NEERPCTEEHHBIE ADIAPOEAHHEIE (ophs)

KOHUEHTPAT M PACTEOPHTENE ANA NPUroToBMNEHHA
PACTRORE ANA HARYHHOMD NEHMEHEHIA

KoHueHTDaT AnA NPUIoToBNEHMA PACTEORE ONA
HERYEHOTD NPHAMEHEHWA

PacTeopUTent ANA NPUroToORNEHWA pacTEOpa 4nA
HADYHHOMD NPHMEHEHKA

CYCNeHIua W rpakyn ANA NpUMroToBNe s
CYCMEHINM ANA NepoPansHOre NPHUMEHEHWA

CyoneHada gna npuroToaneHyA cycnesadyg ana
NepopaneHord NpMeHeH R

padynsl GNA NPUIOTOBNEHWA CYCNEHIHKA Ona
MEQORANEHOND NPUMEHEHMA

A13 EgnHMUubLI npeacTaBnedHna

Taénuuya A5 - lMNpuMepe eOUHKL NPEJCTABNEMAA

ED,L-'IH AUd MpegcTaengHAA

Hoaa cnpes

Myasipek

Kancyna

Hanna

MamnnauradT

BoTapka

MnacTeipe

Llapsk

CyNNOaMToO PR

TaGnetka

dnakou
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Add MyTe eeegenna
TaGnuua A 9 — [Npuseps NYTH BEEOEHKA
MyTe BEREOEHWA

¥ LU
Ko HEIA
OeHTankeHeN
Oece HEIR
VIHranausoHHEIA
MHTECTHHaNEH A
BHYTpUADTE pHANHERA
HMuTpakapauansHsiE
MiuTpauepebpank i
VIHTpaUEeDBHKANEHEIA
MuTpanumdarmdackui
EHyrpmmumeqHuﬁ
MHTpacky NADHLIA
BHYyTRMMAT 04 HEIA
BHYTRHUBEHHLIA
HMuTpaeeankansHLIi
Mo PTAHHO-FMOT O4HEIA
HazaneHe
FOH B IOMKT HBA N HE &
MNepopane A
B poToeyio NonocTE:
PerTansHsi
MyTe BEEOAEHMA HE NEAMEHHAM
TIOARCHHELR
CyBNHHrBansHeiA
TpaHcoeprMansHsld
YpeTpane e
BraraniiHeIn

A.1.5 YnakoBka
Tabnrvua A.10 = MNpUMepkl yNAKOEKA ¥ KATEMODHEA YNAKDBKK
Hareropya yNakoemm Yrnasoeka

KoMTeHep Apnyna

BrKcTep

Myampes

Kopohra

KapTpuos

TyGa

Kpeiwka, npobia HOonnadvok

3awmTa oT geTel

JABMHYHBAWKACE KONNaYoK

YCTpOUCTED BREOEHMA AnnnwneaTtop
KucTouka

“Yawka
Hirna ans WHseruiil
LInpHy 0na MHeeELna9
MepureneHas nokka

ijanbuun LLIMpALL
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Mpanosxerne B
(CnpapoJHoe)

MNpuMepsl HOPMATHUBHLIX CNOBaPen ONA ONUCAHWA NEKapCTBeHHLIX CpeacTe

B.1 Ueni npeacTaBneHHLN NpUuMapos

MeMMepsl CNHCAHKIA NEKADCTBEHHLIX CRPEOCTA, B KOTOPRY ONPEOENeHHBE CBORCTBa ONMCAHE C
HCNONEICEAHWEM HODMATHEHLIX CAOBAPER, NPHBELEHE B HACTOALWEM NPUNOMEHH TONLKD 4Nns uenel
HANKCTpaury, Y9Tobbl NpoaemMoHCTPMPOBATE. KAK MOMYT COANABATBECA TAKME HOPMATHBHLIE CRNOB&pH
TEPMHHOE, HCNONsIYVeREIE ONS NPUCEOEHHA BaenTudukaTopos PhPID 1 MPID.

B.1.1 NexkapcreedHkeid npenapat LITHDRUG

NexkapcTeerHan OOIMpOBAHHAA  QopMa: NPoRMABELeHHAA =  npuseHAesan: Tabnertka
NPponNOHrHPOBAHHOro OedcTEHA

CocToAHne BewecTaa. TREpaoe

Bajoman goavpoeanHan hopma; TatneTsa

XapakTepucTika OeRCTRKA: NRONOHIMDoBAHHOS

Mpeocbpazopamdae:; He Tpebyertca

Cnocod BEEOEHWA. TNoTaH1e

Mpeanonaragmos MecTo BEESEHWA. NepoansHoe

EoMHHUA NpegcTaBneHwa: TadénaTka

MyTL BEEOEHWA: NEPOPAN bHLIA

Ynakomka:

KoHTeRHeR: MEPBUHHAA YNAK0Esa. NYILIPeK

BHELWHAA yNAaKoeka, Kopoba

Kpbiweka, NpobKa: IaBHHYHEIMLLHACA KONMaYoK

YeTpoAcTEO BREEAEHHA: HE MPHMEHHMO

B.1.2 NekapcTeeHHbid npenapat INHALDRUG

NekapcTeeHHan ao3vpoBadHHana Gopma: NpoWaseqeHHan = NpHMEHAEMARN: cycnedawAa gnA
AIPOICNLHOHA HHFANALWA

CocToAHME BEWECTRA! MUOKOE

Baaosan goavpoBanHan popMal cycnetsna

XapakTepucTHKa OeRCTEMA! HE YEASEHD

Mpeobpazopaqde; He TpebyaToA

Cnocob BEEOEHWA. MHFANALWA

Mpeanonaragmos MecTo BEEIeHHA! NENoHHoe

EoMHALA NpeacTaRneHWA: OIMPOBAHHOS HAMATHE

MyTe BBEAEHKMA: MHMFANALNOHHEBIA

YNaKoBRKa:

KoHTeRHER: NEPBUHHAA yNakooka, Gannod nog AasneHH em

NEOMERYTOSHAA YHAKOBK, MELWoYeK

BHEWHAR YyNAKOREA. Kopobra

Kpbiwka, npobka: oTCYyTCTEYET

YETpoACTED BREASHHA: PACNLINKTENLHARA FONOBKA

B.1.3 NexapereeHHLId npenapar ANTIHEMODRUG

KoMEMHHpOBAHHAA NEKapcTEEHHAA O03HpoBadHan opMa: NOpPoWoK W PACTEOPMTENL OnA
NPpHFOTORAEHWA PACTRODA ONA WHBLEKLWHA

KosnoHedT 1 NekapcTEeHHOA A03MpOBaHHCR GOopMel NoOPOWoK ONA NEWIOTOENEHHA pacTBOpa gnAa
HHBEHKLHA

KoMROHEHT 2 NekapcTeeHHeR A03MPoOaaHHol DopMbl DACTEOOHTENE ONA NDUHIOTOBASHKMA pacTBORa
OMA MM BEKLAA

NexkapcTeeHHan QoaMpoBanHan hopMa, NPUMEHAEMaA. PACTEOR OANA HHBEKLUHA

CocToAHMe BRLeCTRA MUOKoR

Baaosan goadpoBaKHan opMa; pacTeop

XapakTepucTka JeRCTEHMA. HE YEA3aHo

Mpeobpazoeadde; He TpebyeTcA

Cnocob peedeHWA. HHBEKLNA

MNpeanonaragmos MecTo BEEJEHHA. NApEHTepaNLHOE

KosnoHedt 1. NekapcTBedHHan Ao3vpoBadHas  opMa. NpoUMIBSOeHHaR. NOpOowWwok  ana
NPHrOTORNEHKA PACTEODA ONA WHBEKLWA
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COCToOAHME BEWECTRA. TEERO0E

Basopas A0SMpOBaHHas (hopsa; NopoLwok
XADAKTERHUCTED JERCTEMA. HE YRAIAHD
Mpaobpaiopadve. pacTEODEHME

Cnocof eeegeHuA] HHEEKLMA

Mpennonaracmos MECTO BESOEHIA. NAPEHTEDANBHOE
NerkapeTBeHHARA ACIMPOBAHHAR POPMA, NDAMEHARMAR: PACTEOD ANA WHBLEKLKA
EguHMLA NpeacTagnerHda: priakox

MyTL BREAEHMA: BHYTRPHEEHHLIA

Ynaxkooea:

KoHTeRHep: NegerYyHan ynakoeka; dnakoH
BHELWHAA ¥Nakoaka: Hopobka

Kpkiwka, npobka: kxoNnaYyok, npotka

YCTpOHCTREO BREOEHMA: HE NPHMEHAMO

Komnowewt 2. [exapcTEeHHan golvpoBadHas  opma, NpoWIBeOsHHEANA;

APUIFOTOBNEHWA PACTEORA ANA HHLEKLMA
COCTOAHME BELECTRA. MW OKOE
Baacean noowposadHas GopsMa; pacTaopHTENk
XADAKTEPMCTIRA QeRCTBWA: HE YEAIAHO0
Mpecbpaiceanke. pacTRODEHKE
Cnocob eeegeHMA; MHEEKLWA
Mpennonarasmos MECTO BEEIEHWA. NADEHTEDANBROE
NekapcTEeHHAA QOIMPOBAHHAA DOPMa, NDMMEHARMAA. PACTEOD 4NA MHBLEKLKA
EavHvua npeactagnesma: pnakoH
MyTe BEEAEHMA: BHYTPHEEHHLIH
Y¥Nakoasa:
KonTedHep: neparyHan ynakoeka: anakoH
BHELWHAA YNakoska: Kopobka
Kpuiwka, npobka: konnadvyok, npobka
YeTpoWcTRO BEOOEHMA HE NPHUMEHAME
B.1.4 NekapcTeerHielA npenapaT INFLUENZAVAC

pacTeop ANA

KoMEMHMpOBAHHAA NeKAPCTEEHHAA AO03IWPOBAHHAA (hOPMAa: CYCMNEHIMA W IMYNLCHA ANA

NPUrOTOBAEHWA IMYMLCHW ANA HHLEKLMEH

HomMnoHeHT 1 NexapcTReHBoR QO3MDOBAHHOR POpME!. CYCTEHAWA ONA NPWIOTORNEHHA IMYNECHM ONA

MHBEELHR

KomMnoHedT 2 NekapoTeeHHor Do3MpoBaHHoN @Oopre. 3MYNECHA ONA NPWIOTORNEHKE 3MYNECHA ONA

HHBEKLMA

NexapcTEeHHARA AOIMPOBAHHAA (POPMA, NDUMEHAEMAR. IMYNLCHA ANA WHLEKLWA

COCTOAHKME BRLLECTRAL WHOKOE

bBazcean AosnpoBadHas opmMa; IMyneLcKA

AApAKTEOMCTVED DeRCTEUA. HE YEIIaHD

Mpecbpaioradie; We TpebyeToq

Cnocof eRegeHMA . MHEEKLMA

MpegnonarasMos MecTo BEESHWA. MapEHTEpAaNLHOE

Komnowewt 1. flekapcTBeHHas AOO0IMpOoBaHHaA opMa, NpoUMIneJeHHanR;
NPMIOTOBNEHKA IMYNECHA ONA HHLEKLHA

COCTORAHME BELLECTRA! #H KOS

Balopas AciKpoaadias opMa) CyCcrneHdama

XApakTepMcTIED JeRcTBMA. HE YEIIaHo

Mpecbpaiopanke. CHMeLlHBaHUE

Cnocol eEegeHRA. HHESKLMA

Mpegnonarasmos MecTo BEEAEHWA. NADEHTEDaNsHoE

NexapcTEOHHAR AOIMPOBAHHAA (POPMA, NDUMEHASMAR IMYNLCHA ANA WHLEKL WA

EgvHMUA NpeacTagnesda: priakoH

MyTe BEEAGHHA: BHYTRPHMBIWEYHBIA
YNakomes:

KoHTeRHep: NegBryHan ynakoexa: nakoH
BHELWHAA yNakoska: Kopobka

Kpkiwka, npodka: npodka

YCTpOHCTREO BEEOEHHMA. HE NPHMEHHMO
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Kosmnodent 2. lMedapcreeHHas golnpoBadHHan dopma. NpovasedeHHan.  amyneCcHA  ana
NPHFOTOBAGHHAA IMYNLCHH ANA HHBLSKLWA

COoCTOAHWE BEWECTEA MWIKOE

Baaoaan foaMpoBaHHan QopMas SMyNscus

XapakTepucTHES OERCTRAR! HE YEASAHD

MpeobpalopaHHe. CMELLINBaHKE

Cnocof BEEASHWA. MHLEKLWA

Mpeanonaragmos MecTo BEEdeHHA. NapeHTERanbHOE

NekapcTEeHHAA 0oaMpoBaHHan opMa, NpUMEHAEMAA. IMYNECHA ONA HHBEKLHA

EauMuya npegctapneHna: dnako

MyTe BEEOEHWA: BHYTRHMILLIEYHEIA

YNaKoBKa:

KoHTaHHEp: NeperudHan YyNagooka: pnakoH

BHEWHAR YyTIAKOBKA. KOpobKa

Kpelwkga, npobka: npobra

YeTpolcTED BREOSHWA: HE NPHUMEHWMO

B.1.5 NekapcTeeHHBIA npenapar COMBIDRUG

Komnodewt 1. JlekapcTBeHHan Ao3npoBadHan dopma, NPoWIESQeHHaR =  NpHMeHAemMan:
garMHankLHan tabneTka

CocToAHME BRWEecTRa. TRERAOE

Basopan goadpoBalHan hopMa: BarvHanesan TabneTka

XapakTepucTHEa O8RCTRHA. HE YEAZAHO

MpeobpasopaHue. He TpeOyeTCA

Cnocol pEeASHWMA. BCTABKA

Mpeanonaragmos MecTo BEegEHHA] BRaranuuHoe

EovHAua npegcTasnedrA: TabneTka

MyTL BEEOEHKA! BRAATAMNALHLIE

WNaKkoRKa:

KoHTedHep: nepernyHan yNakonsa: GnMcTep

BHELHAS yNakoeka: Kopobia

Kpbiwka, npobKa: oTCYTCTEYET

YeTpodcTEO BEEOEHMA: aNNNHKATOR

KomnoHedT 2. NekaptTReHHAA QO3IMpoBaHHaA GopMa, NPOHIBEOEHHAR = NPUMEHASMER. KPeM

CocToAHKe BEWECTEA. NONYTEERAOE

Baaosan goavpoBanHan opMal Kpem

XapakTepuoTHka OeHCTRMA! HE YEASAHD

MpeocbpasopaMde; He TpebyeTCA

Cnocob epedeHra; annnuvEaum9a

Mpeanonaragmos MecTo BEESIEHHA] KOMHOE

Eaumuuua npegctaBnedma: Tyba

MyTe BBBOEHKMA: KOMHELIA

YNaKkopKa:

KoxTedHep: nependHan ynakoasa: Tyba

BHELWHAS YyNAKCBRKA. Kopobra

KpkiweEa, npo&Ka: npobia, 3apMHYMBAOWKWACA KONNaJYyoK

YETPOWCTED BEGOEHWA: HE NPHMEHHMOD

22

FOCT rocTPuCO 11239-2014 CrpaHuua: 28/32

G ((H]|idl GostExpert.ru


http://GostExpert.ru/gost/gost-11239-2014
http://GostExpert.ru
http://GostExpert.ru

MCTP WCO 11239—2014

Mpunoxerne A
(cnpapodHoR)

CeefileHHMA O COOTBETCTBHMM CChINOYHbLIX MEXAYHAPOAHLIX CTAHOAPTOB
HauWoHanbHLIM cTaHpapTam Poccurckon @epgepauum

TabGnwua OA . 1

DIB03HAYEHWME CoRINOHHOND CranaHs OBO3IHEYEHIE 1 HEHMEHDERHWE COOTEETCTEYHILBErND
MEHIYHAPOOHOMD CTAHOAPTAE, COOTRET-CTEHR HELMOHENEHOM CTAHOSpTA
AOEYMEHTA
MCO 639 (pce 4actw) - *
MCD 3166 (BCce 4acTH) - *
MCO 21080 ~ *

Y CoOTESTCTEYHIWMA  HAUWOHAMLHER CTAHOApT oTcyToTEyeT. [0 aro yTEEpH0SHMA  DEKOMEHOYETCH
WENONLI0EATE NEPEBDO HE PYCCHWA ALK GAHHOMD MEROYHAPOOHOMD cTaspapTa. MNepesog gasHoro
MEMOVHEPOAHOM CTEHOSPTE HAEXOOWTCR =2 DegepansHomM  wHOOPMEUMOHHOM  GOHOS  TEXHWYECKMX
DEMMEMEHTDE W CTAHZEpTOR!
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YOK  004:61:006.354 OKC 35.240.80

Knioueskle ChNoBa;  J0papooxpadedde, WHQOpMaTHIaUMs  100pOBRA,  YHWMEaNeHaR  WOesTREuEaUKA,
NEXapCTEEHHLIE CPEACTES, CTPYKTYDE  O3HHBX, NEpegada  gaHdbi,  opMel  O0IMPOBKW,  BOWHHLLE
NPEACTARNEHWA, TYTH BEAOEHHA, YNaEooxa

Moamvcado & nevate 02.03.2015. Sopmat BOxE4',

Yen, med. n. 372 Twpax 32 3k3. 3ak. 782,

MooroToaneHD HE OCHOBES SMMEETEOH HIH BEpCHE, MpanocTaernaH HIXH PEEFIEIEGTHHHEIM craHgapTa

BT «CTAHOAPTHHOORM:

123895 Mocksa, MpadaTHEE nep., 4.
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