PENEPANBHOE ATEHTCTEBO

Nno TEXHW4HECKOMY PEMYNWPOBAHHIC M METPONOMAK

HALULWOHANBLHbBINA rOCtpe uco

CTAHOAPT
POCCUMACKOMW 11615—

QEOEPALMMN 2014

MHdopmaTuzauma 30opoBbLA

WOEHTUDPUKALIUWA NEKAPCTBEHHbLIX CPEOCTB.

SneMeHTbl AaHHbIX U CTPYKTYPbI ANA YHUKaNnbHOM
naeHTucukaummn u obmeHa nHpopmaumnen
O perucTpupyembiX NeKapcTBeHHbIX cpeacTeax

ISO 11615:2012
Health infermatics — ldentification of medicinal products —
Data elements and structures for the unigue identification and exchange of
regulated medicinal product information
(IDT)

Hapanue opMuransHoe

- Mockea
Lk CrangapTaschopm
2015

GostExpert.ru
https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

rocT P ACO 11615—2014

Mpeaucnoewne

1 NoAroTOBNEH PengpanuMsi MCyIapcTREHHEIM GoIReTHLM YYpERieHdem sLleHTpansHuid Ha-
YUHO-MCCNEG0BATENECKHE HHCTHTYT OpradiIauqs W WHgopMaTHIaUMK 3gpasooxpaHesias MuHWCcTepoTEa
agpasooxpadedA Poccribckol Gegepaumn (TEMY «UHAKMOKMSE» MuHagpaea) o obIWBCTEOM C OFpaHMHYEHHOH
OTRETCTEEHHOCTEID «KOpNOPaTHEN LG INEKTPOHHLIE CHCTEMLI» Ha OCHOBE COBCTEEHHOM ayTeHTHYHOrD nepa-
BOAE HA PYCCHMIA AJbIK MEMIYHAPOOHOND J0KYMENTA, YEAZaHHOTD B MyHETE 4

2 BHECEH TexHHYSCEMM EOMWTETOM No cTadHdapTHaadky TK 468 «MudopsmaThaauWa 300poesAs NpH
LHHMHWOWM3 Mdnsgpasa — NoCTOAHHEIM NpegeTaguTenes WCO TK 215

3 YTBEPHOEH W BBEEH B OEWCTBWE MNpukasom PegepansHoro areMTcTea No TEXHWHECKOMY pe-
MYNAPOEARKID ¥ MeTponomk oT 17 Hosbpa 2014 r. Me 1621-cr

4 HacTOAWWA CTAHGADT MOSHTHYEH MesdyHapoaqomy cTakgapTy MCO 116152014 MudopMaTias-
UMA 3ncpoBeA. MOeHTUDnKaLNA NeEKapcTEEHHbLIX CRPEO0CTE. INEMEHTEl GaHHLIX W CTPYETYDG GNA YHAKANLHOA
AaeHTedWEaUKMKY 1 obseHa nHgopMaUWel o PErTMCTPHUDYEMBIX NEKapcTEeHsE cpegoTeax (150 1168152012
aHealth informatics — |dentification of medicinal products — Data elements and structures for unigue
identification and exchange of regulated medicinal product informations}.

HalMeHoBaH e HAcTORLERD CTAHAA0TA WAMEHEHD OTHOCKTENEHD HAKMEROBRHAA YEAIAHHOMD MEkly=
HAPOOMOrD CTAHOAapTa 08 NpHeegeHdA B cooTeeTcTEMe o [OCT P 1.5—2004 (nyuxT 3.5).

MpK NPRMEHEHAR HBCTOAWETD CTAHOAPTA DEKOMEHOYETCA MCNONLI0EATL BMECTO COLINOHHLIX MENTYHE-
POOHEY CTAHOAPTOE W AOKYMEHTOE COCTEETCTEYIOWHWE WM HAUWOHANBEHES CTAHJapTel PoccHinckoR Paedepa-
UKW, CEEGEHWA O KOTODLIX NPUBEASHE B CTIDEBSHHOIM NoHNOMEHWA A

5 BBEJEH BMNEPBLIE

fMpaeuna NoUMEHEHUA HacmoALlesn cmandapma yemanoaneqs! & FOCT P 1.0—-2012 {paadan 8).
Highopaayua of UaMeRenuay K Hacmoawemy cmaddapmy Ayanukyanics & @xe20d oM (Mo Cocnmaalio Ha
1 AHEapR Makyluead 20da) URPoDPMaLUONHOM yrKaIamene vHauloHanbHeie cmandapmsis, & obuuuanssibio
MEKCT UIMEHEBNLD U NONPaE0E — 8 EXEMECHYHOM LMDCDMALUCHHON YEaZamene « HaluaHansHee Cimat-
dapmeis. B coyvas nepecMompa (3aMedb] Uil omdens HacmoRWesn cmaxdapma coomesmomeayioiwes
yeedomnesue Bydem ompGnuroaaHo 8 BIukaliler BEITYTHE SREMECAYHOED UHDODMALUGHKOED YR33aMens
w HayuoransHee cmandapmeds. Coomeemomeyiollan UnhopMa vy, veedommnerue U MEKCmbl DAIAMELLAIM-
CA Makke & URDopMaLUoORHGL cUcmesMe cblyesn MONpI0EaNUR — Ha ofhuluanstor cadme Qedepanbiosa
ASEHMCITAa R0 MEXHUYECKOMY DEEyNUDCEaHUKD U MEMpOAasull 8 cemu HMumepkam (wiww. gost.rd)

& CtanpapTradopss, 2015

HacToAwmil cTAHOapT He MoWeT SbiTe NONHOCTLID WM YaCTHYHO BOCNDOMIBEAEH, TPAKWDOBAH K pac-
NEOCTREHEH B KAYECTEE OMDMUMANLHOTD WanaHHA Gea paspeweHua PedepantHoro aredTCTEa No TeXHWIeCKD-
MYy PErYNADOBAHKIO ¥ METPONOrH

Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 2/112
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

FrocT P GO 11615—2014

Copepxanue
G T e A B RN - oy s, s R P B b e 6 R L B S T S A S e e S o M ]
2 O DMATHREHEIE COBITIEE . oo oeeoeeeesee s emnams s semmmas s e e e ses s e s mmmamss smmnmmm e e s fmmmamee s se s mmmmmams s smmmmamn s 2 s smmeman se s o mmmnss 1
3 TaprAHE, PR ANEHAR A CORDEMIBHER - i i e e e e i o e o e bt S oA T 2
L e Al N R B L e L A L T S e e i i S £ 22 e s e e 2
e M LB s iy s R B S A ) B TR e W S e F R T S S s O
A R I . - 2 e s o T R L L B O e e R T i L s 11
4.1 NoHATKHA, HECEX0OKMBIE GNA YHREANLEHOA WISHTHOWKILWA NeEEapCTEEHHLIX CPEACTE. e 11
5 OnycaHye NPUHLWNoE 1 METOO0E WHpOPMIALWOHHOND MOOEMMPOBEHMA ..ot eeeemmivvsvneen |
5.1 O6wme NONoKEHHA . PR [
5.2 KoHUuenTyankHLe nﬁanpuh:e .u.uarpaumm .............................................................................................. 15
5.3 BECOKOYDOEHEBEIS M3 DAMMEl PAREBIIDB «... .0 ieieeeisrieioimasss cemesre i oismnmnman s e s mmmmsmns e b sammasases s sonmasastsnsannn |3
5.4 NetansHsblg QUarzamaie .. PRI | &
& MgeHTriuuKpyoiLL e xapau:mpnc:mm aapnmcmupnaammm .nm:apcme HHEIR cpeu,cm ........................... 18
E-1 M b WM T ATODE . o ioieii i coooiis i iomaiamssces bannbasas s s smamvm bbb os babimasss o1 mmmmdds o h Mom bame ¥4 mmmam i fomtetn 18
6.2 VipeHTrdokkaTop nekapcreeHHare cpegotaa (MPID) . . A A L L T L e i T
6.3 VigeHTrdKaTop YNaKoBaHHorg NexapcTaesH oo CpeacTaa (F’EID} N S i SN S o S

6.4 VgeHTudmkaTop cepud NexapcTEEH oM CpedcTea (BAID_HEG
6.5 MoenTudiMrarop cepud nexapcTeednono cpegoerea (BAID_ 2. 2D
7 Mudbopamaums 0 3aperMcTpMpOBaHHOM NEKADCTEEHHOM CPROCTEE .o ieeeeee e eseeseniaieameme e 21
7.1 OBaop wedopMauUMi 0 3aperMcTPUDOBAHHOM NEXAPCTRERHOM CPEOCTEE ... 21
A = T o = T T LR W 0= 0 e = L S 22
7.3 PerncTpauA MEKapCTRRHHOND CEMLTTBE ... e iimans i e e iam s iad bmemaese e e s ommmmnim s imsmm e e e mmmmaa b seeninn 27
7.4 Oprasmaauia ... T B T e i L b 0 e s e
?Eﬂpﬁuaamumnwnpmnwnma .. PP .
7.6 YNakosaHHoe NeKapCTRERHOE cpﬂﬂ.{:'mr:n BEMIOHaR I'IDL‘II'I:!:EED,BHHnIﬂ I1|}D,|:I'_|."F.T
H MEgUUMHCKDE WAOemAae . T L L) P P B P P T L Ny = o R S e 8 KO3 T P O e g AR L
7.7 VIHrpeanesT, [‘.'!.I'ECTEI-ILI.I-'IH H BETHEHOCTD .. e e T i e St e e
7.8 NekapeTeeHHBIA NPpenapaT | Man.l.-!umrcmﬂ HB,I:IE-J'IHE U
7D B apMAK O IO B S M CBOMCTEE . ool it iiassisaisoes bmmn v s s ssedaabi tas babianiessshmnnandtn o h bbb bmeme £55 smmmes st ve fominin 50
£ MaeHTHEWUMDYIWWME XapakTEDHCTHEN MCCIenyeblX NEKAPCTEEHHEBE CREIACTB . ..oowve. et cceeesesesceeeamesss e BT
B CUERL{E TR - oo i e e e o 0 e B e e e e S 57
8.2 NMeperyHbie MOEHTAGHMKaTODEI ... S PS . 1 i
8.3 MaeHTadKaTop HecnenyeMoro nempcm&uunm CII:IB.EI.ETBEI {II'-.'IPID} R e NS SRR el
8.4 VioeHTadkarop YRakoBaHHors MoonesyeMoro NekapeTREHHOD c‘.pen,c:TEa [IPElD} 58
8.5 VpeHTHdmKaTOp Cepsd NCCNeayerarn nekaperesHHore coenctea (IBAID 1) e 28

B.6 MoeHTidHKaTOD CepMK MCCNegyerars nekapoTeeHHore coeaetea (IBAID 2) e 5
S Mudopsauws ob gocnenyeson NeKapcTEBEHHOM COeOCTRE e R T B
9.1 OBaop vHogMaUMK 08 WCCNeOYEMOM NeHapCTEEHHOM r:pa,acm& L G e
0.2 Mcocnenyemos NEKaPCTREEHHOE CPECTaRO. . vE-1
0.3 PaspelueHde Ha NPoBEdeHre KNMHHYECKoro mi:cne,u,ﬁaaﬂuﬂ ................................................................. 63
O O B TR e T R T . o e e e i e e e i v 65
8.5 YNakoBaHHoe MCCNenyRMOoe NEKAPCTBEHHOE CDBICTELY . ..o.ii. e emcaie e s s s e o smmass 56 wmssmmns ox s s mmmmsinn s s crmmans 65
0.5 JeKapCTEEHHBIA NDRMEADET oo eeceeaeiee s ceeemmmass s s smnmmee e s smmemas as b smmmman s s sssmmmesms s se nmmnsmss s mmmmmin ssssmmmmn oe s e b mmmsms s D
M R B o D S e B e e R e e P S Bt i 67
B T KT M Y AN TR e s o 1y e ot et P S e T S e A e b e &7

Mpunowedse A (cnpapodHce) NonHan MHDOpMaLKOHHEA MOOeNk: BEpXHars YypoaHA

O AAPErUCTEHDORAHHEIK NEKADCTACHHEIXY CPBOCTBAR oo ceeeee s es e mmmmmme s eememne DD
MNpunomeHde B (cnpagoqdoe) Nonyan nogpofyan nHRopMaunoiHan Mogens

O 3APEMUCTOHDOBAHKEY NEKARCTREHHEIX CPENCTEAX [CM. BENAOKY)
Mpwnowedwe C (cnpasoddog) Nonian MHgopMagnoHHas MOOans BepKHErD YROBHA

O MCCNeqyeMblX NEKAPCTEEHMEIX CPBOETEEAK (oovetreiceeeeees e eecesenmeaesesaemmma s en sememesesssmnnnns it
1
Pa3paboTka anekTpoHHON Bepcumn - nopTan GostExpert.ru 3/112

CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

rocT P ACO 11615—2014

Mpunowerre D (cnpasossos) Monsas noagobHan BHPopMaldoHHan Madenk
00 MCCNegyeMblx NEKapCTEEHHEY CPEOCTEAX [CM. BKAIAGKY)

Mpunowerne E (cnpapcddoe) Pabounia nprmep B TalnuuHoi cl:u:upma?vl}
Mpunoxerne F (CRpapcuHoe) CRAcKH KNACCoB W AT MOy TOB .o ieieeee et sesemmases e e oo s s mmmmame o s mmee A
Mpunosedne G {cnpasoyqoe) MNpuMep peandaauvd HEhopMaUKK o nnh;ap-cmr_nHHuM cpﬂ,u.cme FEEPTRPPIRS... L. |
Mpunoxedne 04 (cnpasosros) CeedeHds O COOTBETOTEMW CoBNOYHLIX MEMIYHADDOHLX CTAHSapTOR

H ACKYMEHTOB HALWOHANEHEM CTaHdapTam PoCCHACKoR PegepadM ... oo vveeeeennnnnn. 10D
R B P AR ot it 2t i S 8 4 ' e A o 8 i g B it it i ]
I
Pa3spaboTka anekTpoHHOW Bepcumn - nopTan GostExpert.ru 4/112

CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

FrocT P GO 11615—2014

Esepenue

HacToAWKMA CTAHOAPRT pazpaboTad B CBA3W © WHPOKGE MADOECH NOTREGHOCTE B MEMIYHAPOOHOA rap-
BAOHMIALMA ONMCAHME NEKAPCTREHHEX cpeadcTe. OH ARNSETCA OOHMM W3 NATH CTangapToa, obpazyiowux ba-
IMC YHUEANBHRONA A0eHTRMKELMI NeKapcTBEHHBIX cpeqeTe. B aTy rpynny cTangapTos axogar:

[Z0 11615, Health infarmatics — Identification of medicinal products — Data elements and structures
for the unigue identification and exchange of requlated medicinal preduct information (MediopmaTraauda 3g0-
poboA. MogHTHgKKaUWA NeapcTEeHHbIX COEOCTE. JNEMEHTE JaHHBIX W CTPYKTYDGR DNA YHUKANBHOHA MOBHTW-
PHKAUHH 14 obMEHT MHDODMALMEA O PEMMCTRPWDYEMBIX NEKapCTEEHHBIX COeQCTRaxX ),

120 11616, Health informatics — Identification of medicinal products — Data elements and structures
for the unigue identification and exchange of regulated pharmaceutical product information (MadwoprMaTiaa-
UKA 3aopoBeER. MaesTudueEanua NekapcTBeHHLY CPRGCTE. INEMEHTEl OaHHbIX U CTPYKTYRE ONA yHUKANEHOR
MaeHTHpKKaLKK W oOMeHa WHQoOpMALWER O PEMMCTDMPYEMELX NEKARCTREHHLIX Npenaparax);

I30 11238, Health informatics — Identification of medicinal products — Data elements and structures for
the unigue identification and exchange of regulated information on substances (MudopMaTHaaL kA 300P0BEA.
MOeHTHMKALKA NeRapcTeeHHLIX CRagcTe. INeMaHTE JaHHeIX W CTRYRTYRL QNA YHUKANEH0R noeHTHdMra-
UHH H chMeHa MHpopMaudned O pErHcCTDUpYEMEY dapMaueaTHYeckkE cyBCTanuHAR);

1530 11239, Health informatics — [dentification 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 (HMadopmariiauxss anoposss. FoeHTHlHEaHS
NEXapcTEEHHBIY CPEOCTE. INeMEHTH JAHHLIX W CTPYKETYPRI ONA YHAEANEHOA HOEHTWMEALWK W obmMeHa
HHDCPMaUHER 0 PETMCTPMEYEMEIX DOPMaR J03WPOBKK, 80MHKUAX NPEeLCTaBnelna, cnocobax BeaneHus W
YNAkoRKE ),

120 11240, Health informatics — Identification of medicinal praducts — Data elements and structures for
the unique identification and exchange of unitz of measurement (Mudopmarvaauma agopossa. FloeHTrdsra-
UKMA NEKARCTEEHHLIX COEOCTE. SNEMEHTsl JaHHEE | CTRYETYPE ONA yHRKaANsHOE daeHTudmkaum w obmena
HHPOPMAUHER 0 BOMHUUAE HAMEDEHHA).

3TH CTEHOADTE HOeHTHgRKKaUKK NekapeTEeHHLIX cpaacTe (IDMP — |dentification of Medicinal Products)
NpgegHaIHaqer bl ANS NogOe s+ JeRTeNsHOCTH ORraHos KoHTpons obpalleHis NeKapcTBeHHLIX CPEOCTe BO
BCEM MAPE, BENHHAA KOHTPONEL 33 HOCNEOoBaHWERM NEKapCTEeHHLIX CRedcTe, PErNCTPALWER NeKapCTEEHHbIX
CPEOCTE, YNPAGNEHHE WX AMIHEHHBIM UAKNOM, 8 TIEKE KOHTPONE PUCKOB | rapmakoHanop.

AnA QoCTHHEHWR OCKOBHER Lenel koHTRoNa 0bpallyeHWA NEKapcTeEeHHEX CPEACTE M apMakoHaIopa
HEoDX0aMMO CORCNEYHMBAT b HAOEKHEN, KAYSCTREHHLIA U COrNacoBaHHbIA obmen HgopMaureln o NexapcTaeH-
Hblx cpegoTea. MoaTomy cTaMoapTel IDMP pernameHTypyioT Kax MUHAMYM CREgyiownn ofaisH DaHHE M

- MEMNOY Opradami KoOHTRONA,

- o7 PapMaleeTHYECEOH UpsMEl 0prady KOHTRONA,

=0T CROHCOPa KNWHWYECKOND WCCNEAcEaHus DpraHy KoHTRoNA;

- OT OpTaHa KoOHTPONS OpYMis yHacTHWEAN oBpalleria NekapcTReEHHEE CoadcTe,

= 0T OpTasa KOHTRONA MEMOyHAPOOHBIM WCTOHHKEKAM OaHHBIX.

COOTBETCTBYRCWME chewwdkan coobwarni, oORciedMBanWME YEaIaHHEIA Buliwe COMEH JaHHbMM,
ABNAIOTCA COCTABKOM YacTeio cTasdapToR [DME

YHHEANEHBIE HEEHTHgRKATODS, NPHCBOEHHEIE B COOTRETCTRMM CO cTaHaapTamy IDMP. npeasaasaye i
OA MCNoNLI0BAHAA B TEX NPHNOHEHWAR, KOTOPLM HEGTH0AMMa HANEMHAR KOBHTHDWEAUKA W OTCNERWBAHHE
NoMMEHERKA NEKa0CTEEHHBIX CEEOCTE.

Ans pasniqHbly Uened W pasdbix yonoBdid B cTaHdapTas WedopMaTHIaUWKe 30opoeen, dapsMaudy 4
KOHTPOMA NeXapcTEeHM X CPRACTE MCNoNsayeTcn DoNeWoe YMCNo PasHEX NOHATHA. B HacToAweM craHgap-
T2 NPYMBEOEHE T8 TEPMHHE W ONPEGENEHHE NOHATWA, KOTODEIE NPEOHAIHAYEHE GNA YHUKANEHONR MOEHTH-
BHKALUMH PETMCTRMPYEMELE NEKADCTARHHBLIX CRPEACTE, ONWCAHHWA MX CROFCTE W NEpeladd COOTEETCTRYHWEH
HHOpMaLA .

Tepmurbl ¥ CNpEQEnNaHKa, NOWHATEHS B HACTOALEM CTaHJApTE, NpadHaIHaYetbl ONA oBNardeH q nH-
TERNPETAUWH ¥ NDHMEHEHAA KDHOWYECKHAX W HOPMATHEHLIX TPEGOBAHMA, HO OHKW HE FON¥HL NPEBANKPO-
BaTk HAL KPHGWYECKH 0DAILIBA0ILMME ACKYMEHTaMK. B CNydas COMHEHMA MK NOTEHUHANEHOMD KOMGNKKTa
OOMHHE NPHBMEHATECE TEDMIAHE W ONPEaeNeHlia, NoHHATHE B pUaOMHeckd 00AIHEIIOWWY oKy MEHTaX,

HacToAwKA cTaHgapT paapaborad cosmecTHo © OBwWer moaeneo npegyegikn (Common Product Model)
apraskaadikn HL?. Mpegnonaraetcd, 470 GNA cneUurdeunpoBaHHOrD B HeM obMeHa sHDopMad el mexay
YYRACTHMKAMM 00DALEHWA NELAPCTEEHHEIXY CPEACTE ByOYyT HCNONEIOEATLCE coofwens cTanpgapta HLY W3

W
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B koHTekcTe ofMeNa PEMMCTRALMOHHBIMA Oa3HHEIMK HACTOAWWA CTAMAADT WMEET J0OAKDE HAIHAYEHHE!

- ONPEOEnnTE INEMEHTEl M CTRYETYDS GaHHLIX, 8 TRIOHE OTHOLWSHWA MEXOY JNEMEHTAMA JaHHEIX, He-
CE0aM MBI ONA YHUEANEHOH B YERDEMHOM HAEHTRMEALMK NEKAPCTREHHEY CREACTE, NPEaHAHAYEHHLIX AN
NEHEHNA SON0BEEa;

- 3A0aTEL oNpegenesia TepPMHHOB, WCTCNE3YEMEX ONA ONWCaHWA BCEX IN8MEHTCE JarHslx, HEobXogN-
MBI QIR YHAKANEHOR W YEEPEHHOR WISHTUEWEALWH NeKapcTEEHHLIX CPeAcTE ONA NPWMEHEHRA YErOBSKOM,

Kpowme Tora, anf oBecnsve kA yonewHors ooMeda conyTCTEYVIOWE R HHRopMaUWed B HACTORLWKWA CTaH-
O3PT BEMHCHEHE CCRNEA, HEODXOOMMEIE AR WCNONEI0BAHMA OPYTHE CTAHIAPNTOR rpynnel [DMP 4 cTalgapTos
COMEHS DAHHBIMH.

Wi
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HAUWOHANBHBKM CTAHOAPT POCCUMHUCKOW DPEQEPALUMMN

HudopmaThiauHa 300poBsa
HOEHTHTWUKALMA NEKAPCTBEHHEIX CPEOCTE.

INemMeHTEl SGaHHLIN W CTPYETYPRI ANA YHHEKANLHOR HapHTHGUEEUMn 1 oGmersa nHdopMmauymei o peri-
CTPUPYEMBLIX NEKAPCTEEHHLIX CPeacTEax

Healih informatics, Idantification of madicinal producls. Data elements and sbructurses far the unigue idenfification and
sxchange of regulated medicinal product information

HaTa sesegedns — 2015—10—01

1 OBnacTe NpPUMEHEHKA

B HacToRLWEM CTaHQapTE ONMCakkl ONpEaeneHda W NOHATHAA, 3 TANKE INeMEHTE ZaHHLIX B HE CTPYRETYR-
HElIE OTHOLWEHWA, HECOXOOMMEE QN8 YHHEANSHOA HAOeHTHEHKALUMA ¥ ZeTaNsHOT0 ONHCaHWA NeKapcTEeHHBIX
CPEOCTR.

CTaHaapTe, NEQEYMCNEHHEE B0 BESOSHK, B COORH COBOKYNHOCTH NpeacTaanainT cobod nedopmaym-
CHHYIC MOOENL, NPEAHAIHEYEHHYI0 ONA ONWCAHKA XADaKTEPHCTHE M YHHEANLHOW WEeHTADMKALMIA PErkcT pi-
pYEMEX NEKapCTBEHHLIX CPEOcTE ANA NPHMEHSHKMA YanoBEKoM B TEHEHHE BCEND WX MWAHEHHOMD UMKNa, To
BCTh M0 Mepe HeoDxXogWUMOCTH OT paspaboTii 0 PErHCTRaUWKH, NDCBEGEHWA NOCTPErHCTREUNaHHER noona-
OOBAHWA, ODHOBMEHWA MMM CHATWA © PoiHES,

Kpowme Torg, gna ofecnaqyeHHA BOIMORHOCTA yenewsoro obmeda WHPopMauned, CBAIAHHDW C YHIA-
KAMBHOH KOSHTHDWEIUWER W XaparxTePUCTHEAMI NEKapCTBRHHLIX CPEACTE, B HACTOAWSN CTAHOAPTE ONKMCAH
EOHTEHCT MPMMEHEHMA DPYTHE CTaHOapToR 0GaerHa gaHH M roynne: IDMP.

2 HopMaTHBHLIE CCLINKH

AnA npiMeHEHrA HACcTOAWEND cTaMaapTa HeobxXogMe: CNegyiowKe CobifoyHbie QokyMenTe. A ga-
THPOBAHHGIX CCBIUNMOK NPHRMEHAKRT ToONBKD YEA3AHHOE WINaHKE CobINOYHOM JOoKYMEHTa, ANR HEJaTHPoBaHHBIX
CCLIMOK NDHMEHAKT NOCNEOHes WIOJaHWE CChIMOYHOM OKYMEHTa [BEMIOHEA BCE &M0 H3MEHSHWA).

HMCO 639-2 Kogsi ANA NpegcTaBneHda Haasadid Aibikos. HacTe 2. TpexbGysaeHHbid Kog (150 635-2,
Codes for the representation of names of languages — Pan 2: Alpha-3 code)

MCO 31686-1 Kogw AnA NpeacTaBNeHHA HazsarHui CTPaH ¥ eguHil {X adMAHKMCTRaTHBHO-TEpOMTODH=
aneHoro aanedda. Yacte 1. Koge ctpas (150 3166-1, Codes for the representation of names of countries and
their subdivisions — Part 1: Country codes)

MCO BE01 JneMed s anHbX W opmare ana obmeda nHchopMauved. OBued nedopmaudeid. MNpeg-
CTaEnedue 0at ¥ aperMesi (150 8601, Data elements and interchange formats — Information inferchange —
Representation of dates and times)

HCO 11616 (MudropMaTiaauwa a1opobes. MOsHTUdHEIUWA NekapcTeeHHLE CPEOCTE. INeMeHTR JaH-
HblX ¥ CTPYETYDEB GNA YHHEANEHOR HZeHTHgukaumn v obueda mHDopMayuei o pEMMCTREMPYeMBIX MEKARCTEEH-
Hblx npenapatax (130 11616, Health informatica — Identification of medicinal products — Data elements and
structures for the unique identification and exchange of requlated pharmaceutical product information)

MCO 11238 Mudopuatvaauna 300p0eeA. MoeHTUOMKaUAMA NeKaptTBeHHbIX COBACTE. JNEMEHTEl JaH-
HElX W CTPVETYDEl ONA YHARANBHOA AOSHTAGHMEAUME W 0BMeHa MHDOpMaLWed 0 pericTpypyeMes papma-
UepTwyeckHx cybBocTaduwRz (150 11238, Health informatics — Ildentification of medicinal products — Data
elements and structures for the unigue identification and exchange of regulated information on substances)

HWaganue ouunansHoe
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HCO 11239 MrdopMariiayka 300poesA. VOeHTHPHKAUWA NeKapcTBeHHBIX COROCTE. INeMEHTE DaH-
FbiX W CTRPYETYDPEl ONA YyHREANLHOR WOEHTAGKKAUMK M oBmera wepopMalqen O perHCTDUpYEMbIX Dopkax
O03HMPCREKA, BOMHWMLUAX NEEGCTABNEHWA, CNocobax BEedeHnA » yiakoeke (150 11238, Health informatics —
Identification of medicinal products — Data elements and structures for the unigue identification and exchange
of regulated infermation on pharmaceutical dose forms, units of presentation, routes of administration and
packaging)

HCO 11240 WMudopmaTizadda a0opoBed. PIOeHTHPHKSUWA NekapcTEeHHLY CpedcTe. JnNemMeHTR
OaHHBIN @ CTPYETYDE! ONA YHUEANEHOR WIaHTHEUEaLUE 1 olMeHa HeRMopMadHel O eJWHALaY WIMSDeHHR
{150 11240, Health informatics — Identification of medicinal products — Data elements and structures for the
unique identification and exchange of units of measurement)

MCO 21090 MudopmaTi3auda a00poBes. TapMOoHUIADDBRHHEE THMsl OaHHex Ang obMeda didopaa-
duer (150 21090, Health informatics — Harmonized data types for information interchange)

MCOM3K 5218 WMudropMauvolHea TeXHonordk. Kookl N8 NpeacTaEneHWda nona  4encBess
(IS0EC 5218, Information technology — Codes for the representation of human sexes)

3 TepmuHbI, ONpegeneHWA U COKPaLWEHHNSA

3.1 TepmuHLl 1 onpegenaHna

AnA yened HACTORWEND CTAKMAARTa MCNONBEIYOTCA CNedyKHUMe TEPMKUHSL W ONPedenaHEA.

3.1.1 npuMeHAeMan goadpoBardHan dopma (administrable doze form). [NpysEHAEMER J03KMPOBAHHAR
nexapcTeerHan opMa. NonyYedHan B peaynsTaTe Boex HeoioguaMsx Nnpeolpalonadni NpoMaseqeHHod no-
AMPOBAHHOE (DODME.

Mpuseps — Pacmeop dna uxdbekyuld, mabnemya AR npueMa enymps, meepdan kancyna ¢ no-=
POLUKOM JINA WHSamAL UL,

Mpuwedand e — MNpUMEHAEMAR JO3MPOEAHHAR dhopsa HOSHTWHHA NPOWMIEESEHHOR JOaMpoBRaHHOA hopme &
CHYMERY, KOMHA MPOHABSNaHHEIA NPOSYET HE NPecBpEayaTcs (10 BCTh KOMGE OH RENAETCHA NEKERETEEHHEIM NPENapaTom ).

3.1.2 yeTPORCTED ANA NPpHMeEHEHHA NeKapcTBeHHOND cpageTea (administration device ). ¥oTpohcTe,
NgegHAIHAYEHHOS ANA NPAEUNEHOND NPHMEHEHWA TeHapcTBeHHOTD CpaacTea

Mpusepsi — ANNAUKSROP, OpanbHBi WWnpoL,

MpumesadHda — YoTpoACTEO QA NDHMEHSHNA MOHET BTk NPUMHAGNEMHOCTEN NSPEHYHDA FNEKOBRY 1TA B8
EPEILLEM .

[ENY 12610:1997]
3.1.3 annepresid (allergens, matenals of concern): MHrpeaWedTe YCTPOWCTEA, cNocobHEE BEIABATE MW=
Mep-yBCTEMTENEHOCTE NEPROMS TUNA WK ANNEPTAYEcKyH DEAKLMIO ¥ MWL C NPeOpacnonNoHEHHOCT B0 K 3TOMH.

Mpusep — Mamekc.

3.1.4 pata paapewenua {authorzation date). Jata eeigaqs paIpeweHka ke DapMaueBTHYSCcEYI0 Deq-
TENLHOCTE. YIONMHOMOUSHHRIM ODTaHOM.

Mpusmep — Jama pezycmpalul NekapcmasH o2 cpedomaa, pazpeliarilel 020 2paxdanckul
obopom.

315 npoueaypa perdcTpauvi nekapcreeHHOre npenapara {authorization procedure, marketing
authorization procedure); DopMansHan NpoUeayEa, BERNCNHAEMEA YNONHOMOYE HHEBIM CRrAKOM NDW PEMMCTpa-
UMK NeKapcTEeHHOND CReacTRa, BHECEHNA HIMEHEHWA B DEMMCTRAUWMOHHCE O0CES, NOATREENEHMA MNKM OT-
MEHE DEMACTRALMN.

Mpusmep — OmMMeHa pe2ucmpayul 8 CaA3l ¢ LIAANeHUBM PUCKS NPUMEHEHLUA NeKapCMeaHHD20
npenapama, NpeaLiualoweso 020 3P PHeKmMUBHOCML.

MpurmeyaHua — AHrmRECKUEe TEpMrHE authonzation procedurs W markaling authonzation procedure AENRHDTER
CHOHHMERH.

3.1.6 cocToAHMe perveTpaumi (authorization status): Texywee COCTOAHKE DEMTMCTRALMK NEKADCTEEH-
HOMy COeQCTES.

2
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Mpusepsl — Jedcmeyemn, NpUocManoanerda, dcmek cpok deldicinielus, omMdenaHa.

3.1.7 cepua (baich). KonvdecTeo NexapcTEeHHOrD CpeioTed, NPOMABeIeEHHOE B PeayNETATE O0HOM TEX-
HOMOMMYECKOND LHENA ero NpomManoquTensss.

3.1.8 womep cepiu (batch number): MognTihbrkaTop, NOWCEBOEHHER B ONEE0eneHHBEIA MOMEHT BOEMEHH
KOHKDETHOR CEpMKA NeKapCTERHHOND CPELCTEE, NPOMABELSHHOMD B PRIYNETATE 0000 TEXHONMIHMHECKoro LMKENa.

3.1.9 xaparkTeprcTika (characteristic). AGCTpakyWa ceoRcTEA obbekTa.

3110 knuanYeckoe nenkimadue [clinical trial), KNMHMYECKoe MecnegoBanve [clinical study): Mayde-
HigE Nedebubix, DapMakonori4eckus WHnd DapMakoduHaMYHEckHE CBORCTE WCCNBaYEMors NerapCTREHHDI
npenaparta 8 NPoUeces erg NPUMeHeHng Y YENOBEKS, WASHTAPUEALNA HEXENATENLHBIX PEAKUHA opraHMamMa
HENOBEKA HA NPUMEHaHWe NeKapcTeeHHOn NPenagaTa, nayde ks NpoLeccon BCackiBadna, DACNDenaneHns,
MIMEHEHAA 1 BRIBBOaHWA MCCNegyeMora NeKapcTReHHOTD NPenapaTa & uenax NoNyYeHnA JoKasaTensCcTe ero
GeIONACHOCTA W ADMEKTHEHOCTH.

n pHMBEYEHWE —TE'PMI.'!-HhI HAEMNMEHIECHDE HCMbITAHARR W 8 KNAHMHECKDE HCCNEO0BSHME » HBNAOTCR CAHOHMRMEMI.

3.1.11 paspeleHde Ha NpoBeOeHHE KNWHHYeCKOro ocnegoeaHKMA {clinical trial authorization). Paa-
DEWEHWME HE NPOBEJEHHE KMMHMHYECKON WCCNedoBaHnA, B0aEaaMOoR YNOMHOMOHYEHHBIM DPraH0M B DaMKax
G0 DGR KL,

3112 komBHHMPOBaHHAA NeKapCcTEeHHaA QoaMpoBannan thopma (combined pharmaceutical dose
form): EQuHLA TepsvH, ONACRIBANWHMA gBa ik Bones NpoH3IBeaeHHby NDCOYETa, KOTOPEIE CReUHManH s
oBpaIoK KOMBHHUPYIOTCA ONA NONYYeHWA OOHOM NeXapcTReHHONS Npanapara. B 310 onvcaHie BrNOHasTos
HHDOpMALMA © SOIMPOBEAHHON DODME KEA0M NPOXMIBEASHHOM NPOOYETS W O NEUMEHREMOR NoaHPOBAHHOH
dhopMe NekapcTREHHOMD Npenapara.

Mpusep — Mopowok 4 620 pacMeopument ApU UIZOMOSTeHUY pacmaocpd A UWNbLekLUEb.
NMekapcmaerHoe cpedecmas npedcmaanaem coboi daa npouzaederHLIX NPodyKkma: pacmaopaemMbil
AoOpoWoK ¥ 820 pacmeopument. flexkapcmeaenHsii npenapam, U320MoanenHLIl U3 3mux deyx KOMAO-
HenWmoea, npedemaenaem cofol uHbeKLUoHMEIT pacmeop,; KoMBuRUpoganNol nexkapocmaerHHol do-
IUposaHHOl PopMol FANASMCA sNODOLLOK U DACHTE0DUMent dinA UHLEKUONKOSD Dacmaopas.

3.1.13 HenaTeHTOBAHHOE HAWMEHOBAHME NEKAPCTEEHHOMD CpeOcTEa (COMMOon name, gQeneric
namel) MexJyHapooHOe HEenaTeHTOBAHHOE HAUMEHOBAHWE, PEXOMEHO0oBaAHMOE BoeMKrpHOR OpraMmnaayn-
& 30paBooXpaHeHiA, BCNH TAKOBDE OTCYTCTEYET, TO HENATEHTORAMHOE HaWMEHOBAHME, PerOMEHFOBAHHDE
YIOAHOMOHEHHEIM ODTAHOM B CBORHA IOPHCTMELAN.

[Pezcniouna 46 BoeMupHo® accamnes agpapocoxpaieHna « WHA4G.19 HenarteHToBEaHH:Ee HaIBaHHa
0nA fapMalesTHYEckHs BEWeCTER]

3.1.14 nowAaTHe {concept) EQUHALE IHaHKA, NPESCTARMEHHAA B CNOSECHOR hOpME K3K COROKYNHOCTE
NPMIHAKDE.

3.1.15 ynakoeka (container): Magenue, ABNRIOWEECH YACTRI0 NEKADCTREHHOM COE0CTER ¥ NPEaHa3Ha-
YEHHOE ANA COASDMAHMA, KASHTHEHEILWHA N TRAHCTOPTHDOBKA KOMICHEHTOR NeKapcTBEHHOM CRpeacTea.

3116 HopMaTHBEHBIA cnoBapb {controlled vocabulary ) KOHEYHOE MHOMECTRES AMYCTHMEIX AHAYEHHA
ANEMEHTA DAHHLIX.

Mn PHMEBEYAHME — EDI‘I}'ET‘I-'IMEIMI.’! AHAYEHHAHME MO0YT Gt ¥OOR], TERCT HAK 4HENE.

[CEISC Clinical Research Glossary V8.0, 20049]

3117 Ten pgadHBIX {datatype ). MHCHECTES pasNH-HbIX IHAYEHWN, XaPaKTEDHIYEMOE HX CBORCTRaMH,
W Habop onepaukil Hag ITUMK IHIHEHAARMU,

[FS0 112042007, onpegenexme 3.12]

3.1.18 opranuaauma onToeol Toproanm (distributor) Oprasxsauqs, GENananwan NHUEHIMER Ka NpK-
COpETEHWE, XDAHEHWE, NOCTABKY WK JKCNOPT NEKaPCTEEHHLIX CPEACTE, MCKMHEA POIHMHHYID TODToamio.

n PAMBHYHEAHHAE — 41 (4] OnpedanaHde OTHOEATCA THEE K ROCTABKe NekapcTBEHHBIE CREOCTE SEVIHM Oprasqdag-
LKA OMTOBEOH TORTHENA.

3.1.1% poaa (dose) OnpeieneHHos KoNKYecTED NeKapcTEEHHON CoedoTea, NpHHKMasMOoe OOHOKDaTHS
WK HEQET IZOAHHBIE MHTEPRAMNE BREMEHH.

3.1.20 poavposardan dopma (dose form. dozage form), OOZMpOBAHHAA NeEKapCcTBEHHAR thopma
{pharmaceutical doge farm). MarepyansHoe NPOABNEHKE NEKADCTEEHHOTS CREACTRE, coaemyawens dapma-
UERTHYECKEWE CySCTaHLMK WIANK BCNOMOTaTENbHbIE BELECTES, KOTOROE GONKHD DeITe NDHMEHEHD K MALMEHTY.

3
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MpumevyaHus

1 Deawposadyan opsa W QDIWpOBSHHAR NEKapCTEEHHAR DOopME RENAKTEA SHHOHWMAMH,

2 TepMmrH «O0IMpOBEHHAR NEESPCTEEHHAR HOPMED MOMET NDUMEHATECR K3K K NDAMEHASMAA QUIWDOERHHOE NE-
HBPETEEHHGW GrOpme, TEE 1 K NPORIBSASHHOH S03BPOBAHHOR NEKAPETESHHODN hopre.

3.1.21 rmoBaneHLId HoMep npeamMeTa ToproBnin (Global Trade ltem Mumber!): wonep GTIM. npa-
CEBaMBaEMER MEKIYHEROOHOA accoumayred G511 1 obecnesnBaroWMHh YHHEANLHYIO MOSHTUWES LH Npeg-
METOR, NOONEsILWs: NEoOaKe (HANPUsMEeD, NeLapcTBeHHBY NPENADATOR, MEOWUWHCKWA MAOENHA), Ana npu-
MEHEHNA B UENAX NOCTAB0OK

Mpuwmedadde — Hoxep GTIN HCRONL3YSTCH ONA MOSHTWGWEALMKY MOODID TOBAPE, O KOTOROM HEOLD NONYy4ITs
ISPEHEE NOOFOTOENEHHYH HHDODMALMED, 1 KOTORLIA MORET WMETE ONPE0anaHHyED Ly, Dhims 3ara3a8HEM WK BXNYSH-
HblM B CHET 8 KOHKPETHOM 32808 Uand noctasos. Homepa GTIN moryt coctodAts w2 5, 12, 13 1w 14 uadp.

3.1.22 npenTudpuraTop (identifier. 1D} Onucadye, QOCTaTodHOR: ANA BhlgenaidA o0LeKTa B KOHKpaT-
HblX YCNORWMAK.

MpumevyaHus

1 B HoHTesxcTa HACTORLWEND STAHSAPTa WASHTHGMESTOD npegoTaenasT cobol Cncos nOsHTGHLHPYHLHEA ZEpaK-
TEQWCTHE. HOTOPRE B COBOKYNHOCTH QOHOSHEHHD HOSHTHEMUKDY T NEXApCTESHHDS COEACTED, NEKAPSTESHHBIE NDENapaT,
drap MALEET WHECHYH CyDCTAHLMK, HOHTRONMPYEMYH Cy BETaHUMID, NyTe BESOSHNE, DOIWMPOBEHHYH NeXapocTEEHHy dop-
WY K NHD0A OPYI0R SNSMEHT, KOTOPEH HEDDaoguMo OQHOIHESHD NEEHTHIEMUHPOSaTE.

2 AganTHpoBaHHO S ONPEnSnSHUe M2 craqdapTa EMY 12610:1897,

3.1.23 nepBAdHan ynakoeka (immediate container, immediate packaging). Ynakoeka NexapcTREHHDID
CPROCTEE WNK NPEN3paTa, HMEDLWAas ¢ HWM HENOCPEICTBeHHBIA KOHT KT,

Mpusmepsl — AsMmyna, thnakos, npedaapumenikHo 3anonHeHHLID wnpuy, Sauka, Gnucmep.

MpumevyaHuws

1 MepeydHER YNEROEKE MOMET GeiTe BNOKEHE B YETPOACTED NPWMEHEHWA NEKAPCTEEHHONG CRESCTEE MNW B Tapy
b0 MHTErPYPOBEHE G HHMW.

2 Fonke NEpedyYHoN yNEasoek MOMET BRINONHRTECH DOAMpOBSHHDA NERapCTESHHORA dhopraoid. MW Mo MOoskeT Chy-
HUTE EANCYNE C NOPOWSDM ONR WHFANAUAK. B 31om cnyqas Hancynd He RENASTCA YIERoens.

3 AMLTERHETHEHOE COBMECTIMOE ONPEOSNSHAE NEpBlsHoR ynakcase immedials packaging”) npueagess 8 Ou-
pexTies B22T/EELC.

4 AnanTWpoBaHHOS ONPEgSEnNSHAE M2 cradoapTa EMY 12610:1897

3.1.24 murpegredT (ingredient): Marepuan, 1cnonNbIosaHHbIE NPpY WIFOTORNEHWA NEKAPCTREHHOMD
CpEdcTEa WMNK Npenapara.

mn pPHMEBEYEHHAE — |."1HI'|:|E'|'.'II-'!EHT ABNASTCH COCTHEHON Y8CThD MEKEPCTHEHHOM CREOGTEH, CaM Mo cebe nnk &
COHBETAHEA © ADYTAMHA HHIPEOHEHTaMHA. HHF{]E‘P,HEHT ABMNASTCRE TAKSE EDMMNDHEHTOM NER3pCcTEEHHOND Npandpara. |."1H-I'|DE—
OWEHT SHEMBANEHTEH JETANLHD ONHCAHHOHE I:!r'ElLTI'E.HLIH H. 'Cf.I'EET-HHLI.‘i'IH BENCNHART PONE MHIPEONEHTA B NPAOREa0aHHOM

NpogysTa.

3125 MexgyHapoOHoe HenaTeHToOBRaHHOo® Hawmedopawke, MHH (intemational non-proprietary
nama, INM). OdiuManesHoe HenarteHToBaRHOE HaWMEHOBaHWe $apMaleBTHYeCon cyYECTaHUWKY, NPUCEoeH-
Hoe BoemupHoR opralazynel 30papooxpaHeHia.

3.1.28 npoMexyToMHaA ynakoaka (intermediate packaging). YNaxkoBka Mexgy SHeWHEeN yNasoakod ¥
MEDEHYHOA YRaKoBKoA.

3.1.27 Topropoe HAWMEHOBaAHWE NEKapeTBeHHOro cpeaerea (invented name) Toprosoe HAWMEHD-
BaHWE NEKapCTEEHHOre CPEacTea, NPUCECEHHOE Bro paipadoTHHioM M AaDervcTRUpOBaEHHOS OPraHoM Para-
CTPALWA B NpEOENAX B0 MPRCEARLMH.

M PHMEYAHKHE — TEPMHHH ginvenied namsan |1 «irads names SERAKTCA CHHOHMRAM I,

3.1.28 wecneayeMos RaKapcTBeHHoe cpegceTeo (Investigational Medicinal Product). NekapcTeeHxan
hopMa aKTHBHOR CyBCTIHLWK HOW MNauebo, MCNONEIYEMBIE B KNTHHAYECKOM HOCNE0oBaHnA. K noonegyamsib
NEKAgCTEEHHEIM COEACTEAM OTHOCATCR TAKKKE HOBER KOMOWHALWA 33pericTPUDOEAHHERX DaHEE NeKapCTRSH-
HBIX NPENAPATOR, NeKapCTREHHEIE NPENAPATH, NPCH3BEGEHHEIE B ADYIMX NEKAPCTEeHHLIY fopMax, B HOBROH
OO3MDOBRKE, NEKAPCTREHHEE NPENapaTel, HCTIOMLIYEMEE OMNA NOKAIAHWE, HE BEMIOYEHHBIX B DEMMCTPaLKOH-
HOE VOOCTOEEDEHWE, NEKADCTEEHHLIG NPENAPaTE, WCCNEOYeMBIE B UENAK NONYYSHAA SONOMHUTENEHSA WH-
ORI ALIAM.

T

B MCO 11615—2012 npweenero owwboysoe Hawmenosadwe «Global Trade Identification Numbers.
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3.1.2% wpedTdgHEaTOR (Mocnegyemod) cepHdld  nekapcreeHHore cpegcrea ([BAID 1
{[Imvestigational} Medicinal Product Batch Identifier): YHukansHuiid WoeHTWdMKaTOD KOHKPETHON CEDMK [MC-
CNegyemors) NeKapcTREeHHOMN CPEACTBA, HAHBCEHHER Ha 8ro BHELLIHING YTIaKoRKY.

MpumevyaHus

1 JAaHHBIA MOEHTAGHAKSTOR KOHCT RYMEYSTOA KESK COMSTEHWE HOMEQRE CEQWH, NPYCEDEHHOMN NPORIBOOATENEM, 1 CpRo-
HE MHOCTH.

2 3707 MOEHTHMEETOR NPE0HE3HE-EH NFR USNSd YyHETa ¥ ANR NoBLILLEHEA BE30nacHoCTi NAUREHTE, NOCKONERY &
BT MOMALWLEN MOMHO GEHOIHESHD MZEHTHIRHUMPOSSTE {MCCNenyemos] NEKEPCTEEHHOE CPROCTED HA YPOBRHE YNAKOEKH.

3130 wpewTwipMraTop  (Mocnegyemod) cepWd  nexapcTBeHHoro  cpeactea ()BAID_2
{[Investigational} Medicinal Product Batch ldentifier): YHukansHo# MOeHTHEOHKATOD KOHKPETHOW CEDMIA (Wo-
CNEOYEMOr0) NeLapcTReHHOre CReaCTea, HAHECEHHEIA Ha Bro NeEPBUYHYIO YNAKDBKY. HE SBNAKWEHCA BHEL-
HEH YMakoBKOoN,

NMpumevyaHUs

1 JarHEIA MOEHTAMESTOR KOHGT PYWPYETCR KK COHETAHME HOMEDE CEDMH, NPMCEOEHHON NEOMIB0OGNTENEM. 1 CpO0-
K FOHOCTH.

2 3707 AQEHTHDHEETOR NPEgHSIHAYSH ONA WENEd yHaTa W SNA NOE6IWEHNA DE30nacHocTe NaLmMesTa, NoCKoNBRY © ars
MOMOLEH RSEHHO D HOEHEYHO MIEHTHMLHPOBETE: (MCCNenyaros ) NEHAPCT BEHHOE CREOcTED, Ha YPOEHE NEPEUYHOA YRSKOEEH.

3.1.31 noeHTHHMKaToOR HCCNegQyeMors nekapcTeerHoro cpeactea IMPID (Investigational Meadicinat
Product |dentifier). YHUKaneHbd MOSHTUWDAEATOD, NPHCECEHHBIA WCCAEIyEMOMY NeKapcTEEHHOMY COBICTRY
B OONOMHEHWE K MOCYJAPCTEEHHOMY DEMMCTRAUNOHHOMY HOMEDY, NPUCRORHHOMY YIOMHOMOYEHHEIM JRrasomM,
M HOMEDRY, NEMCBOEHHOMY CNOHCOPOK KITMHWSECKDND MCCNefoBaHMA.

MpumesaHua — 3107 MOEHTMDUEATOP NPBOHS3Ha4SH 4NA UENEA YHETE W ONA NOBLIWEHWA BeaonacHooTi
FLALMEHTE, ROCKONLEY © BI0 MOMOLWEED MONHD O0HDEHIHHD HOSHTIMDHUMPOBATE NEKAPCTEEHHES CPRACTES BD BCSM MAPE.

3132 upeHTUHMEaTOD YNAKOBKH HCcNeayeMoro nekapecTeeHHore cpaaetea IPCID (Investigatonal
Medicinal Product Package |dentifier). YHuKanoibld MOEHTADWEATOD, NPHCBOEHHLIR YNAKOBKE MCCNEOYemMoro
NEKADCTBEHHOID CPEACTEE B ACNONHEHAE K MOCYIaPCTREHHOMY DETUCTRALMOHHOMY HOMEDRY, NPUCEDEHHOMY
YAOMHOMOHEHHBIM ODTAHOM, WTH HOMEPY, MTEWCBOEHHOMY CNOHCOPOM ENMHWYECKOrD WCCNeqoRaHEs.

MpumesaHyua — 3107 AOEHTMPMESTOP NPEOHA3Ha4eH ANA UENEA Y4ETa W ONA NOBBIWEHMA TeannacHooTm
MALWEHTS, MOCKONLHEY © BI0 MOMOLEED MOMHD O0H0EHIHHG HOSHTIGHUMP0BATE NEKAPDCTEEHHEE CASACTE BO BOSM MARE,

3133 wpacgueuMAa (jurisdiction): MNeorpa@u4eckas TEpPHUTORHA WNK Npaeceas chepa, Ka KoTopyio
PACNpoOCTRAHSIOTCA NoNHOMOYHE 0prada perdcTpauli NekapocTBeHHLIX CRegcTe,

3.1.34 wpugn4veckdin cTatyc ornycka (legal siatus of supply). YoraucanesHsie JaKoH0daTENECTROM
NpaBKNC OTNYCKE NeKapcTRBEHHOM CPRACTEE, HANPHMED, JOMAHD NW OHO CTNYCKaTLCA MO DeUEnTY.

3.1.35 nporagegeHHan goavpoBadHan opma [manufactured dose form)y: Nponaseggskan aoaupo-
BaxHad dopMa GApMALEBTHYECKON CyDoTaHULMK, Be He NPecbpaloeaMHas B NeKapCcTEEHHEE NpEenapar.

Mpusep — Mopowok dne UNLEKLLEORHO20 DACITIBORA.

Mpuueayande —MponzEadeHHAR JOIAPORSHHAR DHODME MIEHTAYHE NPUMEHASMOR O03NEORaHHOR opMe &
CRYHEAX, KOIEA NPORIBSIEHHOE NELAPCTEEHHDE CHSNCTAD HE NpecbpasyaTcs (10 8GTh BOTOA OHO NPOM3EGONTESR B rOToBOR
ONR MENONEIoEHHER ioome).

3.1.36 npoWaBefeHHBIR NpogykT (manufactured item): KedecToeHHan ¥ KoNUYECTBEHHAA KOMIDIWLHA
EOMMNOHERTOR. COQEDMALLEACA B YNEKOBKE NeHapCTEEHHOMD CPedcTaa.

MpumeyaHus

1 NekapoTeEHH0E CPESOTED MORET COOEMHEATE OOHH MM HECKONEKD MPOMIES0SHHER NRODOYRTOE.

2 Bo MHOMX CNYYERX MPOMIESOSHHEIR NPOOYET TORIECTEEHEH NEKARCTESHHOMY npanapary. DOHas0 ecTs npu-
MEE], KON NPoMIBSgEaHHEIR MpOOYET NESTERNEsasT npeobpasoeaHne 00 NPUMMEHEHKA K NSUMSHTY (B La4SCTeE NeKkap-
CTEEHHOMND CRESCTES | 1 TOMA OH HE TOMOSCTEEHEH NEKAPCTESHHDMY NPSnapary.

3 MpoMIBS@aHHEIR MPOOYET HE MMEST NPAMOND KOHTEKTE C BHEWHSA YNAKOBHOR 28 WCEMOHEHBEM CNyYase, korga
EHELWHAR YI2K0BKE REMASTCA TEKME 1 NEJENHHOA YISKOBKOA,

31,37 nMUeH3IMpoBaHHoe NPOWIBOOCTEO NeKapcTEEMHOrD cpeacTea (manufacturing autharization):
MNpoWaBDACTES NEKAPCTEEHHOND CPEACTES CyDTRarToM, ODNanMOWLKMM NUUEHIHER Ha 3TY A8ATENBEHOCTE.

M PHMEYdaHHE —HHUEHEHF'DEEHHE MPOW3BOOCTEE MINET TFIHEGEETE-C-H KAK G0H NOORO0ED, 74K W GNA 4aCT-HOMm
HMENa NpordaeoacTed W OnA PaandYHelX NEoUYeccos [.IEEq:IE-EI:IBH.I-'!. YNEEaEA AN NPEIEHTALHA. ':'FI_HE‘HD TAKAR NWEUEHIWR

5
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BCHET HE T[.:IEEIDE-HH:EH LANA METOToDana s, [.I.!L'.EhEiEEI BEM, MBpEyNakoBEd WTH NEE3aHTEWAW, BCTNE 3T NPOUSCCh] OCYLEDT-
BARKITCA MCKMNKMMTENBHG ONA LSNER FOEHENHOM 0Ty CKE BNTEHEIMA OPTEHMASLLAAME MNH <aCTHBIMA NPEOnpeHAR ST e -
B, MBI NAUEHZNAED HE $-EFIM-\':'ILIEE-TI-'!-‘-'IEEK!||'PD AEATENEHODTE.

3.1.38 paTa nAUEHIKMpoBaHWA NpoMasogeTea {Mmanufacturing authorization date). Dava esgadd ne-
LEHIWMA HA NPOMIBOACTED NEKAPCTEEHMLIX CREOCTR,

3.1.39 obnanarens NMUEHIAKM Ha nporsaoacTeo (manufactunng authorization holder): Opranusausa,
CENafaWan NAUEH3IMER Ha NPOMIB0ICTED NEKAPCTEEHHbIX CPeTcTe.

3.1.40 perncTpadMa nexaporeEeHHOre npenapata (marketing authorization): NekapcTeeineie npena-
paThl BEOOATCA B rpasOanckni obopoT, ecn oHK 33periCTpHPoBaHE! COOTRETCT BY KILLMKM YNOMHOMOSEHHEIM
CRrasomM.

3.1.41 oGnaparents pericTpayAoHHOM yaocTosepedna | Marketing Authorization Holder: Oprasusaa-
LKA, MONYYMBLLAA PErHCTRaUMOHHDE YIOCTOREPEHHE NEKAPCTESHHOMD NpeNapaTa.

3.1.42 momep pervcTpaynu (marketing authorization number}: MgesTedrkaTop, NpUCB0SHHER Nekap-
CTEBEHHOMY MPENADATY YIONHOMOHEHHbIM OOTAHOM HCNONHATENLHOW BRAcT.

3.143 npoueaypa perdcTpauun (marketing authorization procedure, authorization procedure). $op-
ManbHas Npousdypa, BeINCNHABMAER YNONHOMOYEHHBIM SETaHoM NPH PEMMCTPaUWMK NERapCTEEHHOM cpad-
CTBA, BHECEHHH MAMEHEHHA B DEMCTRALMOHHGE O0CHE, NOOTESMMOEHWH MK OTMEHE PETMCTPaLKK.

MpuMméeya s — AHFMHAECKEE TEpMrHE marketing sutharzation procedurs w authorzation procedure AENROTCR
CHHOHFMEMH.

3.1.44 parta perdcTpaunK (marketing start date): JaTa pericTpausyy NEKapcTBEHHONS Npenaparta ynon-
HOMOHEHH b ODTAHOM,

Mpamedande — Jara deauTdHedssn BEOOS NEXEPCTEEHHON npenapata B ofopor scarga noswe gats
DETHCTRALMM,

3.1.45 paTa oTMeHLl perncTpaunM (marketing stop date): Jata oTMeHsl pEMMCTPaUMH NEKADCTREHHOID
Npenapata YRoNHoMoSEHHEIM OpTaHoM.

3.1.46 maTepwan (matarial): CyBHcTaHUWA UMK KOHTPOMKEYEMAA CyDoTAHLWA, WA KOTOPOR COCTOMT OMpe-
OENEHHBLIA KOMNOHEHT.

MpuMeEYaHWE — 3TO NOHATAS NPMMEHASTCR K ¥NEK0EKE NEXaPCTEEHHOND CRBACTEE (KOHTERHEPY), yNaKoER:
(RORMNOHEHTY] W YCTRORCTEY

3.1.47 Touka MasMepeHWA (Mmeasurement point) PHIMYBCKOR MECTO UMK YCTPOWCTBO NPKMEHEHWA, B
KOTOPOM WIMEDRETCA KONMHUECTE0 NPHMEHRSMOTD NEKapcTea.

3.1.48 meguurHcroe nagenue (medical device): MioBol MHCTpyMmeHT, annapar, npucnocobneq e, npo-
rpansEoe 0DECnE4eHKE KNK KHOA NPEaMEeT, KCNoNE3YEMBIA CaMm No Cehe MNK B COMETaHKMK C DpYTHM (BEN-
YadA nporpamMmios checnedeHle, NpegHaIHAYEHHOE Bro NPOMIB0JWTENEM ONR WCNOME3A0BAHWA B OHarH0CT -
HECKHE WK TeDanesTHYECKUK UENAX W HEoBxoguMoe ONA NpaBunbHore NpWMMeHenna Npabopa), KoTopblii
NgegHAIHAYEH Mo NPOWIBCOMTENEM NA MEJWLKWHCKITD NPHMEHEHKA B CReOyiolldy Uanax:

- AHArHOCTHES, NPoSWNEKTARD, MOHETODKHT, NeYeHe HNW obnerdedie 3abonesanna;

= AHATHOCTHKS, MOMETOPKHE, Nededde, oonerdeHie NUeo KoMNEHCAUMA TPEEMsl MMM WHEANMOHOCTI,

- MCCMBO0aaHMe, JaMELLEHWE MNK MOSUdHEILMA 2HaTOMKYECEONT WM PHINONOTMYBCKorD NROUecca;

- KOHTPCNA GEPEMEHHOCTH, KOTOPBIA QOCTHUIAET CBORMD CHMKWIIEMOrs OeRCTEHS B TENE MAK Ha TEne ue-
NOBEKA HE G NOMOWEKD apMakonorHYEckdx, HMMYHONOMAYECKNX WK MeTabonWyeckny CpedcTe, HO KoTOpo-
MYy 3TH CPEOCTEA MOYT CNoCoDCTROEA Th.

[BepekTiea EC 2007/47 o meguuuHckk: wagenyax (EC Directive on Medical Devices 2007:/477)

3.1.49 nexapcTeeHHoe cpegeTes {Medicinal Product): BewecTeo MNK KOoMBWHAUKA BELWECTE, BOTYNAD-
LWEE B KOHTAKT C ODraHMIMOR YEn0Bexa MM MHBOTHOID, NPHMEHAZMOE GNA NEYEHIMA HNA NpodynakTke 3abo-
NEBIHKA C LENED JHATHOCTHER MO peabumuTauri, KOPPerLME MM MIMEHEHHAA rHINoNOrMYacis qryHELNE.

MpumevyaHus

1 NerapoTesHHos CRSQoTED MOMET COOEPETE OOHH MK HECKDNLKED NPOMIBENEHHEN MPOOYETOE W OOMH KW He-
CRONBED NEXSPCTEEHHLE NPENEpaE 1o,

2 B HapoTopble RpHCOMELMAR NERSPCTEEHHOE CPEOCTED MOKET OelTh ONPEOSNSHG KA MHOEOS BRECTED MAW K-
OMHALMA BEWECTE, MENONEIYEMEX QNH MOGTAHOEXM QWArHOZA.

3 TpeboBaHA HECTOAWEND CTAHAE0TE MPMMEHHME! K NATEHTIBSHHEM NEREPCTEEHHEM CRESCTEAM, NHAMEHASMLIM
K OpPFEHNIMY “EN0EEHD W NPEOJHIIHI4EHHEM ONA BE00E B rPEMIAHCKMA O00POT, 8 TAKE K NPOMEILLNEHHD NPOHIA0OMKM LI
NEFSEPCTESHHEIM CRECTEEM, ONR NPHMEHSHAR KOT0PEX HEOBXOOWME PErMCTRALHE YNORHOMIMEHHEIR ORraHom. OoHERD

3]
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S3TW TPeOOBEHWA HE MPWMEHAKTCA K NEKEPCTEEHHLM CREACTEEM. WATOTOENSEHHEIM NT PEUENTY, TO SCTH MAFITORNEHHLIM
B amTedE No PEUSNTY. NPESGHAIHEYEHHEIM ONR HOHEPDETHOID NaUMEHTA: K MEFBPCTESHHLIM CPENCTHEM, METDTOSNSHHEIM N
OEMUMANSHOR apuyne, TO SC0Th MEMTOENEHHEIM B SNTaxd B CODTESTCTEMRMM © WHETPYHUMAMY hEpMERonen W npen-
HEIHIYSHHLEM SMA HENDCRESOCTEEHHOM OTYVOKE NALUMSHTEM, 3 TSNS £ MESHLMHCEMM CDEOCTEEM, NPSOHEIHIHEHHLIM
Ons paipaboTid W KNUHFHECEH Y HCCNBgoBaHwA (CM. anpenensHee 3.1 .28 oconenyemos NnerapcTEEHHOR CREOCTRD ), K
MPOMEXYTIHHEIM MPOGYETAM, NPEOHAIHEYSHHEIM AN8 0ANEHIEWEE nepepaborie NMUSHIRPOBIHHLIM NPOHIBOONTEREM.

[EMY 13607 1 ENY 12610]

3150 noenTrudpMKaTop nekapeTeeHHoro cpegeTea MPID (Medicinal Product [dentifier). Yeukanessid
HEeHTWRMKATOD, NPHUCBOEHHBIA NEKADCTEEHHOMY CREOCTEY B QONONHEHWE K NIOGoMY CylecTEVIOWLEMY BEra-
CTRALWOHHOMY HOMERY, TPWUCEOEHHOMY YNIOMHOMOHEH HEIM ODraHOm.

Mpume4saHWa — 3ITOT MOEHTWDHKETOD NPEOHAIHEYSEH 4NA LENEA Y4ETa M OFF NDELILUEHWA SEannacHosTi
MELUWEHTE, MOCKONLEY © EMD NOMOLWEK MOKHE O0HOSHEHHO WOSH TR HUMPOBETE MEKANCTEEHHEE CREgoTES B0 BOSM MAPE.

3.1.51 HanMeHOBAHKME NeKapcTBeHHore cpeacrea (Meadicinal Product name). HavsMmeHoBanke, sape-
THCTRMPOBAHHOE YTCNHOMOHEHHEIM ODIaHOM,

n FHMBYHAHWNE — STM HAMMEHOESHWEM MOEET DbiTs TARMIBCE HENMEHDBEHWE, KOTIPOS HE O0meHD BhkiTe
MERENYTAHD C MEEIYHBPOOHLIM HERFTEHTOBEHHEIM HIMWaHIBaHNEM, o MaEOYHEDOOSDE HENATEHTDBAHHIE KT HE-
YYHOE HAWMEHIESHHE, 38 KOTOpRIM ChenyaT TDEEI:-FIHI:II-'l IHAK WA HHOA gial) MEHAMEIR HECEDHMTOR.

3152 woenTrdHKaTOD YNAaKOBKKM nekapcreeHHore cpegctea PCID (Medicinal Product Package
Identifier). YHAKANbHEINR WOSHTAGHKATOR, NOMELWEHHBIA Ha YyNakoasy NEXapCTEEHHOIS CPE0cTaa B QofonHe-
HWE K MOCY0apcTBeHHOMY DEMACTREanN0HHOMY HOMEDY, NPHCBOSHHOMY YIOMHOMOYE HHEIM OpraHom.

NMpuvmeysa Hna — 3707 MZEHTAUESTOD NPEOQHEIHEYEH ANA UENEA YH9ETE W ANA NOELILLEHAR SEannacHotTH
MELMEHTE, MOCKONLEY © B0 MOMOLLER MOHHD OQHOSHSHHO BOSHTIDHUMPOBaTE MEAPCTEEHHES CRE0oTES B0 BCOM MMPE.

3.1.53 ynonHoModeHHbIA oprad (Medicines Regulatory Agency): Oprad MCnonHWTENEHOR BNACTH, KO-
TOpRIA B COOTRETCTEMM © OSRCTEVIOWMM ISR0HOOaTENLCTEOM HECET OTBETCTEEHHOCTE 38 MOCYIApCTREHHYID
QETWCTRaUMIC NEKapeTBEHHRE CPaaCcTa.

MpumesaHws — B HEKOTOREX KIPMCOHKLAAY B QONDNHEHHE K OPrady peErdcTpaud NEKapCTEEHHEY CREOCTE
MIDHET HAZHEYATEOA QONONHWTAEMEHER OOMEH NG KOHTPONN oOpaweHns J8permcTpMpOEEHHER NEKARCTESHHEIR CPESCTE
{thaprakoHanopy . Hanpewap, 8 Eeponedceom Cordde @yHELWA DEFMCTRELWA NERAPCTESHHEIX CPEOCTE BONOHMEHE Ha
Epponenckyd Komuconid, a dyHeunA daprasodagaspa — Ha aresteras EMEA (Eurcpean Medicines Agancy — Eepo-
NEACKDE AMEHTOTED N0 NEKERCTEEHHEM CREaCTEAM ).

3.1.54 nomep smogend Wagenwa (device listing number, device model number): TWn dedopMaLHe,
HOeHTHDHUMDYIOLWE A KOHKDETHOR Madenue

3.1.55 eHewHAR Ynakoera (outer packaging . BHeWHWA KORTEAHER, B EOTOROM NOCTAEMNASTCA Nekap-
CTBEHHOE CpencTao.

Mpusepsl — AuwUk, kopobra,

MpemevaHus

1 NexapcTEeHHEA NPENAPET WNW NPOH3EENEHHLIR NPOSYET HE WMEST HENODCDEOCTEEHHOM KOHTAKTE © BHELWHEA
YTIEKOSROH 38 WEMHHEHNEM CNYYSeS, KOR0a BHEWHAR YINERDEKE SYHAT TE0ES NEPENHHHA YNEKDEROR.

2 ANSTEHATHEHOE COBMBCTHMOR ONPEOenesHse BHEWHaR ynakoexd (Coubtar packaging”} npueangeqs B dupeciies
Q22TEEC.

3.1.56 eoMHMUA YNAKOBKK, KOHTeHHep (package item, container): OToeNEREE DaINMYaEsMBIR KOHTER=
HED, COQEDHALMIACA B YIAKOBAHHOM NEekapcTBEHHOM CPEOcTES W NDegHaIHa9eHHbIR ANA NOCTABKK WK Npo-
Ok NPOWIBEOeHHOTD NEogyETa.

31,57 ynakoBaHHO® NEKapecTEEHHOE cpeacTaa (Packaged Medicinal Product): NekapocTeensoe cpeg-
CTED B HOHTERHEDS, ARNKIOLWEMCA YACTRIO YNAKORKH ¥ NPEIHAIHAYEHHOM ANA NPeJocTasNeHia WNH Npogaki
NEKagCTREHHOND CPeqcTea.

3.1.58 nexapcTEeHHLIR npanapaT (pharmaceutical product): KadecTeeHHaa KW KONWHECTEEHHAA KOMRD-
JMUWA NEKaPCTEEHHOND CPEACTES B A03MPOBAHHOA DODME, NPEAHAIHEYEHHAA GNA NPHMEHEHMA W COgeDMa-
WAR KHDOPMAaLKKD O 88 DETKCTRalUMH,

Mpumesanwns
1 IaLapcTEEHHOE CPASCTED MDRET COJE0METE OOHH HNW HECKONEXD NpEnapaToe.
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2 B0 MHEOMWX Cry<any NEXSpcTEEHHBIA NPENAPAT MOEHTWHEH NPORIBENEHHOMY NPoOyKTy. OOHEKD 80T NPMMEDhI,
HOTOE NpOVZEEENEHHLIA NPDOYET NPETERNEBAST NRE0DPA0BEHWE 40 MIWMEHEHHR K NEUWMEHTY (B KEYECTES NEKapoTESHHD-
ro NPENZPAETE] M TOMOE OH HE TOHOECTERHEH NEKANCTERHHOMY NDENADATY.

3.1.5% dapmaroHagiop (pharmacovigilance): MeponpUaTha, CBAIAHHLIE © HAYYHBIMA HCCNEO0BIAHW-
AMK 1 MOHUTOPHHIOM GEI0NacHOCTH NEKapCTREHHEY CLEACTE M HANDABMEHHBIE Ha CHHMEHWE BOIMOMHLIX
HETATHEHE X NOCNEICTEMA METWLUMHCKOTD NPYMEHEHMA NEKAPCTEEHHEE CPEOCTE.

Mpuemeyaduye — PapMaKoHAN30p RENABTCH BaHOR hyHUMeR obecneserrs 0DWEETESHHDMD 300P0BSH.
BEAKHSHLEA & cabRA:

- cop W obpaboTky CESaaHNA No DE30NECHOCTI NEKAPCTESHHBIY CPagoTe,

- BHANWME O8HHBL B USNAX ERIABNEHAR aCHIHANGCES (MEH0DLE HOBLIX MNHA HAMBHUBWHXNCE acnerTos BeaonacHooTral;

- HAYHEHWE JEHHLX ¥ NDUHRTEE DEWEHWA N0 BONpOCak SE30MECHOCTI;

- BARTENEHOSTE MO 38WMTS A6 WBCTBEHHOM 300pOBEA [BXNHIHEA HOPMATHEHYH J8ATEMLHOETE ]

- MO PMEUMCHHDS BI3WMOOSRCTENE C yHaCcTHUEEEMA 0EDEILBHWE NeKapCTESHHEIX CRE00TE;

- AVAHT PEIYNETATE NRESNDHHATRIY MEDONPHATIR B QCHOBHBIE NPOUBSEO0E, COCTIARNAKILLHA 3TH MEPGNEPARTHA.

B qmcno y4acTHrkos (PapMaKoHagInpa EX08AT

- NEUMEHTR] K&K NOMMy=HaTany NeELapeTEEHHLEY CPeOcTe,

- BpEHM, BOTEHHEE PADOTHUEY, MEOWUMHCEWS CECTRR ¥ ADYIVIE MEDMLMHCERE pa0oTHEN, e ne 0ena G Nekap-
CTEEHHLIM COBACTESMM. 8 TAKHE YNONHAMOHEHHEIS ODIEHE, BOHTRONEDYCWHE DE30N8CHOETE NEXEapcTBEHHEIE COSOCTE;

- MPOMISOQMTENY NEXEBPCTESHHEY COEOGTE, 8 TAKHME NPEONDMATAR, WMNOPTARYEIWME HNW NOCTEENRHWAE NERap-
CTEEHHLIE CREOCTEA.

3.1.60 maeHTAMKATOP NeKapcTaeHHoro npenaparta PhPID (Phamaceutical Product Identifier]. Yun-
KAMNBHBIE $EEHTHDMEATOD NEKIQCTREHHOrD Npenapara.

3161 dpHanvecHie XapaKTepucTHrK (physical charactenstics) ONUCaHWe BeICOTE, BECA, WHPKHEL,
My GkHE, 00seMa, LEETA 1 QoD NpE0METa.

3.1.62 neperdHbie HoeHTHGHKATOPBL (Rrimany identifiers). CoBokyNHOCTE YHAEANsHEX KASHTHDHES-
TOPOE NEKAPCTEEHHE CPEACTE, OONONHAMLAA DEMMCTRAUADHHBIA HOMER, MPACEOSHHEIR YIIOMHOMOHEHH BIM
GErasomM.

MpumedaHue — 3TE HABHTHEMEATOPE! NPESHAIHAYBEHE! ANA LENSH YHETA W ONA NOBLILEHHSE DeIonsacHooTy
NELWEHTE, NOCKONBEY © WX NOMOWERD MOEHD QOHOIHAYHD MOEHTRDRUMPOESETE NEXSPCTBEHHEIE CREOCTED BO BLCEM MUDE,

3.1.63 nomep npousnypsl (procedure number): Homep obecnede s NpocnemMEasMOCTd KK MOeH=
THPHUKALBOHHEIA HOMED, NPHUCARCEHHEIN YNOMHOMOYEHHBIM OPraHOM KOHEDETHOMY NPOUECCY DardcToauny ne-
KAPCTEEHHOND CRefcTea.

3.1.64 Tvin npoueaypel (procedure type): TN Npouedyasl, NoeQyCMOTREEHHOR 3aK0H0OaTENLCTEOM NEH
DErMCTRAUMMH NeKapcTBeHHOrD CpeacTea.

Mpuseps — esmpanuaoaansan, deueHmpanuioganHan, HayuoHankyan, e3auMyoe NpUaNanue.

3.1.65 cpepcteo (product): CorkpalierHan opMa YNOMKHAEHWA B TEKCTE NEKapCTEEHHOND CpeacTEa
WM MCCNenyEsoro NeKapcTReHHO cpeacTea.

3.1.66 knaccrpukauna cpeperea (product classification): KnaccudrEauna vne rpynnydpoBKa Nesap-
CTBEHHLIX CPEOCTR NO ONpegenssHHelM CEDACTEAM.

Mpusepsl — PapMakonosuyeckan knaccuhukalua, knaccudukalua no Mepansamu4ecKomMy
dedcmaiio,

3.1.67 Homep npotoxkona {profocol number): MgesTidukarop Mnv HoMep 0BecnE4eHua Npocnestaa-
EMOCTH, NPHCBOSHHEIR NPOTOKOMNY KNMHAYECKOrD MCCNeqoBasds.

3.1.68 gayecTEeHHLIA cocTaB (qualiiative composition): MNepedeHs BCeX HHIPEOWEHTOR MCCNEOYeMors
MM 33PErMCTRPUPOBaHHOID NeKapCTRBHHOTD CReACTRA, NONYYeHHLIA NOCNE WX BOCCTAHORNEHWA 1 peardpoBa-
MR KOMNOHEHTOR:

- OMHUCAHWE DapMaUesTWHecKol CyDCTaHUWA ¥ KOHTRONHPYERoR CyBcTamumi,

- COCTAR BCNOMOTATENEMEX BRLSCTE, HEIdBHCHMO OT WX NPHDOOE MM KONWHECTED, BUTOHEA KpacuTa-
N, KOMCEPBANTE, A0RKIBAHTL, CTARMNWAATORE, CIYCTHTENA, IMYNLIATODG], BHYCORKLIE 1M 3POMaTHINDY IO
CYyBCTaHLMA & T.0.

3.1.69 wonWyacTEAHHLIA cocTae {guantitative composition), KonudecTeEa apMaueeThYeckon oyb-
CTAHUMW ¥ KOMNOHEHTOE KOHTRONUMPYEMOR cyDCTaHyMY B MCoCNedyeMon WK JaperHCTPUpOBaAHMoM Nekap-
CTREHHOM CPRACTED, BiDIMEHHEIE B OTHOCHTENEHED S0 NHAL AN,

a
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MpumevyaHus

1 B onncasHe ronMHecTEEHHOMN COCTAES ROHEYHOMN MOCOMEnySMoim HNW 38perdcT pIpOBaHHDID NEkapoTeaHHon
COBNCTEA (B ZABMCHRSOCTH OT aro apsisl) HEeaBROTHMMD YHIZATE MECCY WNH KOMMYSCTED SaMHMU SHoNoriYeckon BKTyae-
HOCTH B DECHETE HE 84HHMLY Q08601 M3CCE 1NA 00LEMa OnA Kaxaod cyBOTaHUMN 1Nk KOHTPORMPYEMoR cySoTaHume9.

2 CyDCTEHUWWA WNW EOHTROMMpyEaMaA CyBcTaHupme, cylscTeyowan 8 hopMe COsIMHEHNA Wi NROWV3sTaH0ro Be-
wacTed, offaarensHo 0onkeED BETE ONMCAHE KONMHECTESHHD G YEE3aHMEM O0WER MBCOLI W, SCAM 3T0 HEODXOAMMD MK
YMECTHO, MECCE SKTUBHOM KOMNOHEHTE KNW KOMNOHEHTOS MONakynsl.

3 O, TaKHE aKTHEHOCTE (anpagenanie 3.1.76).

3170 padhepeHTHAA aKTHBHOCTE (reference strength) AKTWEHOCTE CYBCTAHUMK MM CYBCTaHUWA. Mo-
NONEIYEMAA B KAYECTES ITANOHA, NO OTHOWEHKIO K KOTOPOMY ONpedenfcTon aKTHEHOCT L HCCNeqyemMorg MK
AAPETACTPUDOBAHHDMND NEKapCTREHHON CPancTRa.

MpusMepi

1 Ecnu unzpedualm usveem hophy comu und sudpama, mo KoNuYecmasHibIl cocmaa MOoNam
SLiMs aLpased 8 MepMuHax Macckl (uny Suonozudeckold akmuewocmu a mexdyHapodHsix [unu
uHLX) edusuyax, ecnu 3mMo NPUHAMo) akmueHozo eslyecmea (falog020 soljecmad, KUCTOMEl unu
ameudpuda), Kk npusMepy, a onucanuy «60 M2 mopesudera (6 aude Yumpama)s, UL yLlmpamn mo-=
pexMudhena, axeuvaanedmuLil 60 M2 mopemugheras aKMUBHLIM UHEpedUeHMoM AGARSMER cUUIMPam
mopesucheras, a peepeHmsbiM BELEEMEnM — wMopasMugheqs.

2 Ecnou asmuaHbil UHapeduanm Sanfemca 3bupon unuy MematonuyackiM npedivecmaeaHHL=-
KOM, MO KOJIU YecmMaen il cOCMas Mokem GLiMb 8LIDadon @ MepMuKax 3mo2o adhupa wnu npedive-
cmaeHHUKa, HanpuMep, 75 M2 chocgherumoLlia, skevaanesmuisie 50 M2 honimouna. Podeposmubiv
BELYECITEOM 8 3MOM CAYYae Fengemca sthenumouHs.

MpuueYdaHye — AKTWEHOCTE CYDCTEHUAKM WM KOHTROMIpYamMod CybcTaHuMe QonsHa BeiThe ONHCEHS KEK KONM-
YECTED CYOCTAHLUMK, MPWCYTCTERHILEE B NERAPCTEEHHOM NPENSPaTE MMM B TPOWIEENSHHOM NPOOYETE,

3171 perdcTpauMoHHLIA HOMED KNHHAYeCHOrD WoCNedoBaHMA (registation numbar) WgesTiedom-
EATOD KMAHWHYECKOND KCCNeqoBaHWA, NPHCBOEHHBIA YROMHOMOUEHMbIM ODraHoM PETHCTRAUMH, B UenAx obe-
CNEYEHAR NDOCNEHHBAEMOCT A,

3172 ROKYMEHT pErMcTpalWoOHHOrS aocke (regulated document). mobBoR gokysedT, Beniodacsibid
YNONHOMOYEHHEIM OPraHoM B DErMCTDaUMOHHOR NOCKS NEKAPCTREHHOIS CRENCcTRa, MWDo AoKYMEHT, HeoDxogn-
ML ONA NONYYEHMA PAIPELLEHWA HA NPORELEHME KNTMHWYECKOrD WCCNenoBaHKa M Hana0pa 33 WCCnedoaaHMes.

MpusMepsl — WHHcmpyRyUa 1o ApUMeHeHUK exkapcmaoiiozo cpedemaa (SmPC — Summary of
FProduct Characteristics), uwhopMalionHLI nucmok nayuerma (PIL — Patient Information Leaflet).

3.1.73 nyTk eEofeHMA (route of administration): MyTe BREOEHWA NEkapcTBEHHOND Npenapara B Teno
MM KOHTAKTA C TEMOM.

Npusepii — MepopansMbid, aHympuaerHbid, @ NoNoCMEs DMa, 8 KOHLOHKMUEANLHEID MeLIoK 21334,

3.1.74 konTponupyeman cybetanuMa {specified substance): dapmagesTHyeckan CyGCTaHUMR, Xapak-
TEQWMIYEMAA TDYIN0H JNEMEHTOR, KOTOPLIE OMHCEIBAIOT KOMAMSKCHDE BEWECTE0 WM YEAIBBAKT ZOT0NHM-
TENLHYID KHEODMALKID O NEKApCTBEHHEIX CREOCTREAX,

Mpumesarnus

1 MNpuMepEmMy SONONHATENEHEX SNEMEHTOE ONWCEHAA MOMYT CNYSHTE HEYE0TED, S0MHALE MIMEPEHWRA, trawda-
CHEA IOpME, HOMNOHEHTS, NPOMIBOQMTEN:, KPATHHECKNE 3TaNM NPONIBOSCTEEHHOM NPOUBCEa (K NPUMEDY. SHCTPEHMA.
MPOUACCE! CHHTA2S W PEROMOMHEUMH ).

2 NS ohWcaHns KORTPOnHpYEMOR cyBCTaHme MoryT WCNoNe3nBaTLOA YETHEE PAAmMHHEIR TPYINEl 318MEHTOR,
MECOY HOTORLIMK Sy LWESCTEYHT ONPEQEanaHHEE OTHOWEHWA,

3.1.75 cnorcop (sponsor) CHIMHecKoE NHUD, SHPME, WHCTATYT MNH OpFaHK3aUHdA, HECYWan OTeeT=
CTBEHHOCTE 38 HHHUMKPOBAHWA, OPradnaaunil ki HHAHCHPOSaHHE KNHHWYSCHDTS MCCedoBaH«#A.

3176 akTHBHOCTL (strength): CopepaaHie cyBCTaHUWE MNK EoHTRONMBYEMON CYECTaHU MK, BeIpaMeH-
HOE B POpME HONWYECTEE B 80WHWLE 0036, 81WHALE NDedcTIBNeHud, agdHuLe obbemMa WnK Maccel B COOT-
BETCTEMKA C GOIXPOBEIHHON hopMON.

MpumeyaHuwse — CM. TEHHE HONWHBECTEEHHLIE COCTAR (anpegenadae 3.1.69).

3177 eybeTaduna (substance ). NNoGoe peecTed BHONOMAYECKOND, MAHSPANLHOND WK XHMAYSCKOTD
NPOWCXORGEHWA, CNOCOCHOE & OTOENLHOMY CYLWBCTEOBIHMM W MMEWEes onpedeneHHsIR CooTan.
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Ang onucanea KoHTRONUMpYeMoR cyBCTamymu MOoryT WCNoNeS00aTECA YETLIDE PAANMYMLIE TRk 2Me-
BAEMTOR, MENTY KOTOPEIM CYLLECTEYIOT ONDEORNEHHEE OTHOWEHWE.

MpumevaHus

1 CyBoraHume koryT DelTe NPOCTLMA, CMELWAHHEIMK M NPHHAONERATE K GOHOA W3 TPYTIN KOHTRONEpYeMe oyE-
craHuMi. NMpocTee cyfcTaduMe ONMCRIBAKTER C NOMOWER MHHAMANBHD SGOCTAT0HHOND Habopa gaHHLE W OEN\TCE HA
MATh THOE AAMHHECcEHE, DENEA, HYRNBMHOBRE BEMCNOTEL, NONAMEPE W CTPYETYDHO-PRSHOpOOHEE cyBoTadyws. Cyborad-
LKA MOMET NpeQcTEEMATe Co00R CONk, CONLBAT, CECOOOHYHY KMCNAOTY, CECO00HOE OCHOBEHWME, CMECE CEAIEHHEIX KUMNg-
HEHTOE, KOTOPEE SOBREGTHD BEIGENEHE! MNH CHHTSIMPOBaHE. [0 BAZMOEHOCTH QOntHel HENONLI0EATESH TEPMAHOMIIMA
1 OAPESENAKIWWE ¥EEPaRTEDRETARN 12 dapraronefHe cTated. Onpegsenmou9e aneSMEHTR 29BNERT OT THNa Gy BoTaHHm.

2 DTaensHOE CYLECTEDISSHNE J3HAYSET CNOCOBHOETE CyDCTAHLMM CYLLSCTROEATE: OTORNEHD OT Nubon gpyral cyb-
cTaHuEe. SyBoTEHLHM MOryT NPEgoTRENATE CoboR XopowWo anpegsnsHHLE BELECTED, HMEHLLWE ONPS0ansHHY R Kamir-e-
CHYH CTOYETYDY. CMHTETHHECKME BEEcTES (HANDUMAP, CHECH MI0MAEROE), BCTPEH4aNMLMECH B NPHEESE CMECH XHMHHECAL
BELLECTE, HMEHILLMXY ONPEgENEHHEIS MONSEYNAPHEIS CTRVETYDE { HENPUMED, KOHBHIFETE 3CTROMEHOE ), BEWSCTEE, NpOM3aE-
OEHHBIE M2 PRCTEHAR, BUBOTHEIX, MUKPOODIEHAIMDE KT HEOPT SHASSCEDIT BEWECTBEE, XAMHYSCKAA CTPYRTYDE 0TODbI MO-
#eT GbTh HEMABSCTHON KNIk TRYIHO onpenensamon. CyBoTaHduns MokeT NpescTasnATe cobol cone. conLear, ceabogHyE
EMENOTY, CE0BOgHOE DOHDBAHWE, CMECE CERIAHHBIE KDMIOHEHTOS, KOTOREE COBMECTHD BRIOENSHE! I CHHTEAHDOREHE.

3178 MHCTPYHUMA MO NpAMEHEHHKD nekapcTeeHHoro cpeacTtea [(SMPC — Summary of Product
Characteristics, product labefling): MudropMauna 0 NeEKapcTEEHHOM CPEOCTEE, NPEACTARNEHHAR ONA Bro pa-
MMCTRALWH B YNONHOMOYEH bl Oprad,

MpumeyaHUur

1 Conepsanne MHCTREYELPAK N0 NPERMSHERHID MOMET GhITh MIMEHEHD TONLKD © BEA0ME YyTIFHOMOYSHHD Opraqa,
ABPEMMCTRUPLBABLLIEID QaHHDE NELAPCTESHHDES CPagoTen.

2 VIHCTEYEUMA MO NPAMEHEHMD NPEQOCTASNRSET MEOMUAHCEMM CHednanactan Gasoeys vHapaacso o Seasnac-
HOM M SPPERTHEHDM BCNONLICEEHMN NEKAPCTEEHHOM CHS0CTEA.

3.1.7% wenepan nonynauxa (target population): T nauMeHdToR KN NOTReDMTENER, ONA KOTODors no-
KAIAH0 NDAMEHEHHME JADETUCTPHUOCEAHKOND NeKapcTREHHOM CpENCTEa.

3. 180 repaneaTHYecKHe NokasadMA (therapeutic indication); MNpegHazHadYeHWe NEKADCTEEHHOND Cpeg-
CTRA, J30ErMCTPUPOEAHHOND B YNONHOMOUE HHOM DpraHe.

M FHMEYaHNE — n[.'ll.'l NpoBa0aHAE ENEHEHECER X MECNEAnDEAHEA TEHPEMBETHWNBECKHMIA NOEIISHWAMA ABNRETCR
WMCCMBOYEMOE MDHMEHEHHE . ONHCEHHDS B NPOTIRONE KNMHAYSCEOM ACCNeaoBaHKA.

3.1.81 Troproesid 3xak (rademark). OTAWSHTENEHBIE IHAR ANK CHMBOM, MCNONbIYEMBIH HAAYECKAM
NALCHM, NPEGNEWATHEN MMM QRYTIM KDDAOMYSCKRM MMLOM B Ka48CTEE ONOIHABATENEHOM IHAKA yHKRKaNLHOMN
WCTOYHWKE TOBAPOB WAK YOO N0 KOTOPOMY NOTPEDMTENs MOMET OTNHHYKTE WX OT TOBAPOB W YCMYT ADYIiX
IR CKMXY WA DPUOWYSCENY NHL,.

3.1.82 soMHMUa npencTaBneddAa (unit of prosentation). KayecTREHHEIA TEDMWH, ONUCLIBAKWKWA OT-
OEMeHYI0 WCHMCNMMYIO CYWHOCTE, NPEACTIARNAIOWYI0 NeKapCTeeHMbIR NPENApaT WNKM NPOMIBEne MR Npo-
OYET, C ILABMNNADOA KOTOROW NPOMABOOMTCA COABHEHME NDM OLEHKE AKTMAHOCTIA MMM KONWYRCTES.

MpusMepki

1 Mpu onucanud akmuerocmy — doaa, enpel vy matnemua scodepxum 100 mez a pacyeme Ha
crpeds (edunuya npedocmaanedun = cnped).

2 Mpu onucamul kavecmaa: Nyibipek, xopobka wny ghnakon «codepwum 100 M e pacyeme Ha
Ayabiperks fedukuya npedemaameHus = nyaLipeaK).

M pPEMEBEYHYHaIHAE — E.I:I.-I-'IHHLIEI HDE,'.'IET-HEJ'IE'HI.'FH MOHET MMETE 70 e HIZBdHWE, 4TD | J:Ip]-'l'DFl elpl=1 Fi=0) g CIaeapa

A3HHBIX, HENPWMED, OCHOBHARA A0ZHPO8aHHERA IZFUPME WA HCI!:II-I:TBII-'II-IEFI1 HO 3T G488 NCHATIEA HE 3XBHBEENEHTHE W OOMsHE
FIMETE 8 CNROBAPSE pa3HblE YHEKATLHES HJ:I_HHTIMtIHHZEI:TDFIhI TEpMAHOB.

3.1.821 gepera (version): Mexaddas, NOagonALIWLKMEA YHBCTE, 9T0 HA ONPEaeneHHYD DaTy HesoToDbIE
CEOACTEE WCCNEOyeMoro MW 3aperMcCTRPMpOBaHHerD NEK3pCTBeHHOID CHEOcTEa MIMEHHMNHCE, W NOIBOIRI0-
KA OTCREHHBATE 3TH HIMEHEHKA HA NEOTAMEHWH BOETD MHIHEHKOMD UMKNS NpogykTa.

3.1.84 cnopape (vocabulary): TepMUaHONOrA4ecklid cNOBApE, COOEMEALNA TEPMUHE: 1 ONDEdENeHHR
M3 0aHoH Kunw Bonee KOHKpeTHLIX oGnacTeld ssanni (150 1087-1:2000, onpeganenwe 3.7 2).

3.2 CoxpalweHHa

3.2.1 BAID 1 — HMoeHTHdHKATOD CEPHM NERAPRCTEEHHOMD CPedCcTEa (Ha BHSWHER YNaKoaKe|.
3.2.2 BAID_2 — noeHTHgKaTop Cepd NedapCTREHHOMo CpeacTea (Ha Nepar4HoR ynakoake),

(iH

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 16 /112
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

FrocT P GO 11615—2014

3.2.3 BRIDG — mogens Mpynnsl MHTErPHPOBaHHOR NpegMeTHOR 08nacTi BHoMeMUHHCEHX MCCnegoBa-
e ([ The Biomedical Research Integrated Domain Groug Mnde!}‘.

3.2.4 DIBD — mexgyHapoaras nata posderns paspaboten, MOPP (Develpopment International Birth Date).

3.2.5 DESUR — o14eTt no GeacnacHocTy paapaboted (Development Safety Update Report).

3.26 GTIN™ — MofGansHsi@ HoMep npaamera taproania (Global Trade [tem Mumber2)3.

327 IBAID 1 — AneHTADMKATOD CEPWA HCCNENYEMOrD NEKAPCTEEHHOND CReOCTEA [Ha BHELLREH YNAKoBKE ).

3.2.8 |IBAID 2 —uaeHTHWKATOR CEDMK HOCREOYEMOTD NEXARPCTREHHOID CREACTER (HA NEPBMHHON YNaKosKEe ).

3.2.9|BD — MexoyHapooHaa 0ara posgeHna nekapcreewroro cpeactea, MAOP {International Birth Date).

3.2.10 ID — noeHTudmkaTop (Identifier).

3.2.11 IDMP — woeHTudHkauna nekapcTeeHHLX cpegete (dentification of Medicinal Products).

3.2.12 IMPID — vaesTudWEaTop WCCnedyeMors NeKapcTRedHoro cpegctea (Investigational Medicinal
Product ldentifier).

3.2.13 INN — MeayHapogsoe HeNaTeHToEaHHDe HanMesoaanda, MHH (International non-proprietary name ).

3.2.14 IMDRF — MexgyHapodHielid Qopys OpTaHos pErHcToaund MeJuUBHCEHX Hangenydi (International
Medical Devices Regulators’ Forum).

3.2.15 IPCID — doenTrUeaTop YNakoBkl WCChedyemMorn NekapoTeeHHoro cpegetea (Investigational
Medicinal Product Package identifier).

3.2.18 MPID — noenTnduaTop nekapcteedrore cpegctea (Medicinal Product Identifier).

3.2.17 01D — obbekTHu@ raesTedguzaTop, OWO (Object identifier).

3.2.18 PBRER — nepuoadqeckiid oT4eT 0b OuSHKE COOTHOWEHMA Nonkisl @ proxa (Periodic Bene-
fit-Risk Evaluation Report}.

3.2.19 PCID — uoedTadhrkaTop yHakoBkk NexkapeTeekiorn cpeactea (Medicinal Product Package |dentifier).

3.2.20 PhPID — woeHTHdMEaTOR NekapcTesadHore npenapara {Pharmaceutical Product Identifier).

3.2.21 PSUR — nepuogrdeckii oT4eT no BesonackocTi nekapcTeeuHor cpeactea, NOBNC (Periadic
Safety Update Report).

3.2.22 SPC/SMPC — WHCTRYHUWA Mo NPHMEHSHWH NEKapCTEeHHOM cpegoeTea (Summary of Product
Characteristics).

3.2.23 UML — YuudrukpoBaHisli AdbE Mogendpoealnn (Unified Modeling Language [Object Manage-
ment Group. Inc.].

3.2.24 UD — yHUKaNEHER KOSHTARALHMPYIOWAA EO0 MeqsunHCKorD wagenka (Unique Device ldentifi-
cation Code (Qopym IMDRF)).

3.2.25 WHO — BoemupHan opraqqIanua agpasonxpadequn, BO3 (World Health Organization)s.

4 TpeboeaHuA

4.1 NoxaTvAa, HeobxooMMee ONA YHHKANLHOW MOEHTHRHEAUWKE NEKAPCTEEHHLIX CpeacTR

4.1.1 OBwwme nonoxeHKA

B HacTosWweM CTaHOAPTE DaKTCR CNPEaans na NOHATHE, He0bXoaMMblx N8 YHAKANLHOA daeHTHdHKa-
LMK NEEapCcTeaH by COS0CTE HA MEMIYHAPoOHOM YPOBHE, KOM0a oHa HeodxoguMa (Hanprmep. onA dapsa-
KOHAOIORE W MEMRIYHAPOAHBIX OTHETOR O HEMENATENEHEX PEAKLMAX M YTDABNEHWA DUCKRMK).

B Kamool KpACOHELAE CYLECTEYIT CHOTEMEl NEHUCEBOEHKE PErMCTPAUMOHHEX HOMEDOE NeKapoTBeH-
Hbll NPENapaTaM, YHREENEHON HYMEDALKMA YNAK0a0, HyMEDAUWA COpHME, WTpMX-oadporanka # 1.4, Jonon-
HMTEMNEHEE MOSHTURHEATOPE, ONPEOENAeMBLIE B HACTOALEM CTaHdapTe, NPEANaranT cpegcTea wEeHTHM-
KALWM, KOTOPEE HA JAMEHSIOT 3TH CHCTEMEL A OONONHAINT WX,

Takaa HoeHTURUEI LKA DONKHS CNEA0EATE GNMCIAHHEIM HKEES NEMHELMNAM.

4.1.2 3apericTpHpOBaHHEIR NEKAPCTESHHELIR CPeaCcTRa
YHWEANbHAR WOEHTUMKALUME 23PEMMCTRAMPORAKHOM NEK3PCTEEHHON CHEACTEA ¥ OMMCANWE B0 OCHOB=
HElX X3PAKTEDACTAK GONKHE OblTe OCHOBAHSE! HA CNEAYIOLWMAX NDHHLMNAX:

JononHITansHyo HEGopMaunmnie cs. Ha caims http:fananer bridgmedel org.

B MCC 11615-2012 npuesgero owHboHHes rawmanieasne « Global Trada ldentification Mumbsars.
JononeureansHan nHdopraurn paamewaHa Ha cadte MasgyHapooHod accograume G551 httpwsew gs 1. org.
JenonHuTansHy: HEQopMaunie cs. Ha caare hittpoaweeumlorg.

JononHATENEHYD MHBOPMaURK oM. Ha canTe hitpfsawer whoind

15, - I X

Ll
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a) NexkapcTeEHHOMY CPEICTEY OOMEEH NPUCEAMBATLCA YHHKANLHLIA HaeHTHGWkaTop (MPID), obecne-
YHMBAMLLMA BOIMOEHOCTE HAOBKMHORD ONpegenayis NekapCcTEEHHOID CREACTEA, 4 TAKKE MOMHTODMHIA M OT-
CNEXWBAHNA Er0 NPAMBHEHKA,

b} ynakoske NekapcTBEEHHON COeOcTEa JOMHeH NEUCEAHEATHCR YHHEANBHBIA noeHTUguKkaTop (PCID),
CHECNeYHMBALKE BOIMOMHOCTE HAOEKHOM ONDELEreHEs M OTCNEMHBAHKME YNAKOAAHHOMD MEKapCTASHHOMD
CPEONCTED B NPOUECEs NOCTARKK MKW NDOTaMM,

Cl CEpHW NEKapCTEEHHOMD CPEOCTEA OOAMEH NEMCBAMBATECA YHHEAMLHBI KWasHTWDHEaTop (BAID 1),
LAIMBLUABMEIA HE BHELIHEA YNEKOOKE NRKADCTESHHOIS CO8qCTaa 1 ODRCNEqH DAL MA BOTMOMHOCTE HAOEMK-
HOM ONpegensHYA W OTCIENHEIHWA HOMEPA CepMH NeKaRCTEEHHONS COencTaA, NPOUIBENEHHON WIFOTORWTE-
NEm, B COOTRETCTEMK C TREDOBaMMAMKW ODTaHa DErMcToauan;

d} CEPKA NEKARCTERHHOTO CREOCTES ZONMEH NPHCEAMBATECA YHHKaNeH 6@ nogsTaduratop (BAID _2),
CAIMELASMbIE HA NePBUYHON YNAKOBKS NEKARCTESHHOND CPEOCTEA, HE ABRNAKWESHCA BHEWHER YNakoBkod.
ITOT HASHTHPWEATOD AomEes 0DECHEYHBATE BOIMOMHOCTE HIASWHOM ONPEREnNaHua W OTCNEMMBAHMA HO-
MEDD CEpMA NeKAPCTREEHHOM CPEOCTEA, NPOHIBETEHHOR NAroTOaUTaNeM, B COOTRATCTEMM & TREOOBAHMAMM
Oprada perdcToalivi.

OCcHOBHBIAK CEORCTEAMM, CEBAIAMMBIMK C wgerTrdueaTopany MPID, PCID, BAID 1 v BAID 2, aensoTcA:

- HAMMEBHOBAHIWE NEKapCTRBEHHOIO CPROCTES;

= KOPWOMYECKWA CTATYC OTMYCKA;

- CROK O8RCTEHMA DEMMCTRALKK,

- PAADSLLISHNE YAOMHOMOYEHHOIS OpraKa)

- NPOMEESOMTENE (NPOMIB0OMTENH];

= KAYBCTRSHMEN ¥ KONUYECTEEHHEA COCTAR!

= MHIpEWEHTEl, AKTURHOCTE, dopMa Npenapara, NyTe BERGEHMA;

= MEQMLWHCKOR MAOENWE {MANeniua), ABNAKWKECA YacTkid NEKADCTERHMHOND COROCTEA;

- DADMAKONOTHHECKME CEOMCTEA,

- knaccrudrgaura (Knaccudr=ann ) NeKapcTBeHHON CpeacTea;

- ONWCAHWE YNAKOBKKH [HANPUMED, KOHTEAHER, MEJWULMHCKOS WAOENKWE WNK YOTRORCTEO NPUMEHEHHA W
EOMAYECTREO YNAKOBoK);

- PETHCTRALMOHHDE 00CEE.

4.1.3 McocnegyeMeble NekapcTEeHHBIE CpaacTEa

YHUKANBHAA WOSHTUOMEALWA MCCNedYeMOono NeKapcTREHHOTS CPROCTEA M ONWCAHME EM0 OCHORHBLLY Xa-
CAKTEDHUCTHE ASM#HEl DeiTe OCHOBaHE! HA CRELYIOLLWY TPHHUMMIAX

a) NneKapcTBEHMHOMY CPROCTEY O0MEEH NPHCEBAWBATECA YHREANBHbIA WoeHTudukaTtop (IMPID), obecne-
YHBACLWMA BOAMOMEHOCTE HAOEHKHOrS CNpedenaqis NekapCTEEHHOMD CREOCTEA, 3 TAKEE MOHATODUHME M OT-
CNEXWBAHUA ET0 NPAMBHEHKA B KNAHHYESCKOM MCCNEN0BaHKI,

b} ynakopke WoCocneayeMornn NeKapiTBeHHONS COedcTRa AoMNEeH NOWCBAMBATECA YHUKANLHBIA MOBHTI-
dkarop (IPCID), ofecneyraaliolWHi BOIMORHOCTE HADERHOMD ONPeaeNeHna W OTCNERMBIHWE YyNakoBaHH oo
NEKADCTREMHOND COE0CTEA B NPOLUECCE KNMHWYBCKOM MCCNenoBaHma,

C) CEpHMKH MCCRBOYEMOrD NEKapCTREHHOMD CRPEACcTEa OONMEH NPHCEAMBATECR YHUKANBHEIA WEEHTHGM-
gatap (IBAID 1), paiMellaeMelid Ha BHEWHER YNAKOBKE MEKADCTEEHHOTD COE0CTEa W 0SecNevnBar WA Boa-
MOMHOCTE HALEEHOTD ONPEASNEHKA W OTCNEMHBAHKA HOMEDE CEpMH NeKAPCTBEHHOND CPEACTES B COOTRET-
CTEBHW C TREDOBaAHUAMK ODTAHE PEMMCTRALMM KNUHHYECKHME MCCNeqoBaHIi;

d} cepul MCCNenyesmors NesapiTReHHOr? CReacTEad O0MEeH NPUCBaAVBATECH YHHEANLHBINA WMOBHTN-
chukatop (IBAID 2), pasmewacuiel H3 NEpEAHHoR YyNakoRke NEKAPCTBEHHOM CPedcTea, He ABNAWEHCR
BHELIHEN YNAKORKOA. ITOT MOeHTUMKATOD orckes obecnedMeaTs BOIMONMHOCTE HAOENHOMD ONpenenaHus W
OTCAEMWBAHIMA HOMEDE CEPMW NEKaPCTREHMMOND COENCTEA B COOTRETCTREMM C TReDoBaAHMAMK OpTraqa perkcTpa-
LM KMMHAYECKRE HCCneqoEa Ui,

DEHOBHEIMKA CEORCTEAMW, CEAIAHHBIMUW ¢ WaeHTRDWEaTopamy IMPID, IPCID, IBAID _1 « IBAID 2, aEnA0TCR;

= HAMMEHOBAHWE (HAXMEBHOBAHME) MM KOO MCCNBOYeMOors NEKAPCTESHHOND CReacTRa,

= CNOKHCOP KNHHWYSCKOND MCCNegoaaHya;

- MPCAIECOMTENE (MPOWIBCONTENM),

- PAIDELEHWE YNOMHOMOHEHHOID Opraqa;

- KAYECTESHHEIA M KONWYECTREHHEE COCTaR,

- AKTHEHOCTS (C YHETOM PazndYHbIX CTA0KA paipafoTkk NekapcTEd | MaxcHManeHod go3es), dopMa
ngenaparta, NyTe BEESEHHA!

< MEQWLWHCESE WAOEMME (HANenka), AENAKILLKECH YaoiTkkd NeKARCTEEHHOND COenCTRA!
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- DADMAKONorMYeckie CEOHCTRA,

- knacchrgaywa (Knaccudneanni) NekapcTBeHHON CpeacTsa;

- OMACAHHE YNAKOBKM [HANPUAED, KOHTEAHED, MEIWLMHCKOE WINENWE WNK YCTRORCTED NPAMEHEHNA 1
KONW4ECTED YyNAKODoK GNA LENed KNdHdHecion MecneloBaMia).

4.1.4 Noratya, HeoBXOAMMBLE OMA YHHEANLHOW HASHTHOMKAUHKY NEKAPCTBEHHOMD CPeacTRa M
&ro CBAIN ¢ naeHTHGHKaATOPaAMK NEKAPETEEHHLIX NpenapaToe PhPID

B HacToRLWEM CTaHdapTe onpedenetl NoHATHA, HEODXOOWMEE NS CNWCIHHA CBR3N 3aPerMCTRHPOBaH-
HOMD MM MCCNEdyeMorg NeRapcTREHHOND CPROcTEE © COOTERTCTRYIHM MOeHTHPHKATODOM Nexa pCTREHHDIG
npenapata [(NpenapaTos). ondcadHeEM B cTaddapTe S0 11816, Onvcanye Takod CEBATH QONMHO BENIOYATE B
CE0A B0E HUMENEDESHCIEHHOE!

a} CEAdL NeKapCTBeHHOND CPeACTEa C OOHMM WM HECKOMNBKKMKA NEEAPCTREHHBIMY NpEnapaTamMi KaK
EOMNCHERTaMK CNocoba NOMMEHEHHA [HANPHMED, KOMMNEKT W3 BardHansHsx Tabnetor 00 Mr 1 BarMHans-
Horo kpema 10%);

b} xaparTepUcTHEY NeKapcTEEHHOND NPEnapaTta (Mpenagatos), ONdcEBARNWYKD AKTHEHYH CyDCTaHLHIo
{CyGCTaMLWK) MK EOHTPONMpyYaMylo CyBCTaHUHID (cyBCcTanuma), vy (pedepoHTHYH ] SRTHEHOCTS, (MPUMEHA-
emyla) popsMy NeKapcTBeHHONs Npenapara, noboe MeguuMHcCKoe MAgenKue, SENAKWENTCH HECTEMIEMOR
YACTEIO MEKAPCTEEHMHONS COENcTRa (HanpHMeap, NOANOXES ANA KNeTO4MHOND NeKapocTBEHHONS CpaacTeEa ),

C) ONKUCAHKE NEKAPCTEEHHOMD NPENapaTa (NpenapaTos) & DOAMPOBAHHOR NeKapcTRBEHHON dopse, pas-
PEWEHHDA GNA NPHMEHEHWA, 8CNKW HECBXOOMMD, NOCNE BOCCTAHCENEHWA, B COOTBETCTEHH C aNvcaHHenM np9-
MEHEHWA B PEMCTDELWOHHOM SOCEE,

d} CBAJL MEMDY JADETHCTRHPOBAMHLIM (WCCNEOYEMbIM} NEKaPCTESHHEIM CRAgCTEOM W NEKAPCTBRHHEIM
NpenapaTos (Npenapatamid) B DopMe SOHOM WNK HECKONLEHY MoeHTWgHKkaTopoa PhPID.

4.1.5 MNorAaTva, HeoBXoAKMLIE ONA YHUKANLHOW HOSHTHOMUKALWKA NeKApCTREHHONO CPpeacTaa M
ro CEAIN C PErACTPALMOHHBIM HOMEDOM

PerdcTpauloHHsii HOMED, NpUCEAWBASMBIA NEKAPCTESHMHOMY COSOCTEY YNONHOMOSSHHLIM CEraHomM,
MOMET HAIHAYATLCA B COOTEETCTEMHA O CNEdyoW NN OCHOBHLIMK NPHHLMIaMEI.

O MOMET HaIMAYaTLCA NEKapCTEEHHOMY CPeacTEy Oea yHeTa PasniHHLIY PAIMEDOD YNaKODesH (Hanpu-
Mep, NeKkapcTey b — ypCogesokcuxnnenan kucnota’ 50 tabneTos ¢ NNeHoMHEIM NOKPETHeM 250 Mr — npu-
CEBOBH perdcTpaynoMHbld Homep 15.2YZ, nekapcres B, 3ToMy e nekapctey B ynakoske 100 Tadnetok o
ANeHoYHEIM MOKDETHEM Gopre 250 uMr NpHceEoeH TOT ¥e camMuid HoMep 15.2Y2).

ParvcTpauKoHHEIA HOMED MOKET HAIHAYATECA OTAENBHE NEKADCTRASHHOMY COS0CTEY W COHON UMK He=
CHOMBKAM BT0 YNAKOEKaM, YTobb PasNdYaTe YPOBREHL NEKaPCTEEHHOND CPEACTEEa W YPOBEHE YNAKOBOK (MHa-
NpMMep, NexapcTay B — amMoKCHUMANKH B KANCYRax”, B COOTEETCTEMM C hapManoneai, ANA NPKMaMa BHYT P,
conepsanue 250 Mr — npucaoes perdcTpayroHHe@ Homep 0XYZ1-2020 (Ha ypoBMe NEKapcTea); NyabipbEy
no 100 kancyn — perucTpaydoHHBER Homep OXYZ1-20Z0-01 (Ha ypoRHe YyNAKOBKM), 3 nNyskipeky no SO0
Eancyn = perdcTpayronHid Homep OXYZE1-2020-05. Nekapcteay B — amokcWUWnnMH B Rancynax. & coot-
BETCTEMK C DapMakoesid, GnA NPUeMa BHYTDE, Cogepsmanie SO0 MM — NPUCEDEH DEMMCTRaUMOHHEBIA HOMED
OXYZ1-20K0 (Ha ypoBHE NEKapcTBa), Nylepeky No 100 kaNcyn — pervcTpayMoHHbi Hosep 02X 2 1-2080-01
(Ha ypoaHe yNakossM), a8 Nyasipexy No 300 kancyn — perdcTpadMoHHsid Homep 0Ky Z1-20K0-05.

PerdcTpauHoHHBR HOMER MOMET HAIHAYATLCA NPeOCTABNeHHN NEKapCTBEMHOND CPELCTEA, TO ECTh
EHOSNMY NPEOCTABNESHWD MEKapCTEa HAIHAYaaTCA OTOEMEHEIR HOMED (HANDWMED, NeKapcTey A — cycneH-
AMA ANS NOOKCHHBIX MHwerkia 40 EOMN 8 cTesnsduon hnakole 10 mn (1.4 mrimn), 1 dnakod — npuceoed
DEMMCTRAUMOHHBIA Hosep VI00MY X001, nekapcTey A — CycneHsva ONs HoOOEomHBx HHbekgra 100 EQMwn
8 creknAnEom dnawose 10 san (3,5 mrfan), 1 dnakos — NpUCcBOeH PErHCTRaUMoHHEEA Homep V00 YX03).

Mpermeyadwe — HexoTOpLIE NELEPCTEEHHLE CPBNCTEE MOCYT PACTPOCTRARATECS Be3 PEMACTPALAK HE OSHHOA
TEREATORHEA [HANPHMEP, NERAPCTEE, BEEOSHHEE B OBPaLEHrE 00 CO303HWA YIOMHOMOHEHHOrD opranal. Tamam nekap-
CTEEM NPHUCEARSESTCR NMALSHIADHHSM HOMED, DA3MEWABMER HE YNESKOBKE, HA KOPODKE WM NEYETESMEIE HE BEIAOLILES
B Y TIAHOERY.

B HacTofwen CTaHgapTe Onpedensiorcd NOHATHA, HeoDXOOMMBIe ONS YCTAHOBMSHMA CBAIW Meway
doeHThuEaTopamd MPID n PCID © penesadTHRIMA PETHCTRAUMOHHBEMA HOMEDPAMY, NPUCEOSHHBIMK YON-
HOMOYEHHON Opraquaalsei. Takaa ceRas QON¥HA YOORNETESPATE CREAYIOWMM DEYM NEEHLMNEM!

T 370 Noaxo0fAwmeh NpMMER KOMMBEHECKR JOCTYIHOM NEXEPCTEE. Er0 HA38EHIE NDHBEOEHD ONA YOoGoTea YTEHHS
HECTOALED CTAKGADTE ¥ HE O3HE-AET Kakyio-nnba NoQaepmKy 37000 NeXapcTesa oo cTopoHs WO,

2 3o noaxXonRLWA NPRMER KOMMECHECKA DOCTYHOM NexapeTea. Ero HassaHWa npUBeneHs qnA yooboTes YreHns
HECTOAWETD CTAHOADTS M HE 03HAMAEET KaKkyo-Nnnbo noggepsey 31orc NEKAPCTEA 0O STOROHE MO,
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- MgeuTudgkatop MPID ecerga gondeH BelTe CORIAH © COOTEETCTEYIOWMA PETMCTDALMOHHBIN HOMEDOM
NEKADCTEEHHOTD CpeacTea (HanpumMep, naerTrndwkatop MPID «Ctpana-055-0957y nexapcTea B -TadneTkx
C MAEBHOHHBLIM NOKPETHEM 250 Mi KOTOpOE NOCTABNRETCA B yRakosekax no 50 « 100 Tabnetok, gonked Beime
CBRZ3H C PEMACTRALNOHHBIM HoMepon «CTpada 15.2Y s,

- ugentudikarop PCID ecerna gonwes GbiTe CEAZAN ¢ COOTBETOTEYIOWWM PEMICTPALMOHHBLIM HOMEPOM
CReUsEUYHON YNaKoBKK KNK NPpeacTasneHWA NekapsTeeHHore cpencTes (Hanpymep, daeHTrdurarop PCID
aCTpana-0787-2550-05» gonwed DbiTe CEA3AH ¢ PEMMCTPAUMOHHBIM HOMEDOM — TaBneTkk © NNEHOYHIM
NoEpeiTHEM 250 M, KOTORoE NOCTABNASTCA B ynakcekax no 50 4 100 TabneTox, gonsesd OeiTe CBAIAH C© pa-
FHCTRaUWOHHBI HoMepoM «0XY Z1-20Z0-05%, NpUCECEHHEIM AMOKCHUWTNAHY B KanNcynax, 8 COOTERTCTEHK C©
drapMakonzed, GNA NPpHesa BHYTPE, cogepHadie 250 s

4.1.6 MNorATHA, HEOEAOAMMLIE ONA YHAKANLHOW HASHTHDOMKAURK NEKAPCTEEHHBLIX CReOcTE W
CBAIM ¢ MOEHTADUKATODAMK B HOCHTENAX OaHHLIX

HMaeHTHEWESTORE B HOCHTEMAK J3HHBIX 0OQH0IHEYHD HOSHTHDWUKPYIST NDEIMETEl, NOONEHaLULKHE npo-
Oasme (HanpHMep, NeKapcTBEHHLIE NPENApaTsl WKW MegULMHCKHE WIGENWA), B UyenK nocTasox. Hanpumeap,
rnofankHsid HOMEp NpegMeTa Toproand (GTIN) nenonesyeTcd 0NA nasHTUGHEZLWKY MioBaro NpanmMeTa Top-
roany, AnA KoToporo Mechxogumo NoNyYMTe No 33Npocy Iapaqdes onpegeneH Yy ONA Hero WHIOPMaLHED,
W KOTOPBIE MOKET DRTE CUEHEH, JAKAZAH MK KA HErD MOMET OwbiTe BRCTaBneH c4eT B mobod Todxe mobod
uenk noctasox. Homepa GTIN MoryT cocTosTe 93 8, 12, 13 unk 14 yudp. MobansHan rpynna nonsacearened
=51 8 ofnacTy agpapooxpaHeduA (G571 Healthcare User Group) cnocoBcTeyer npuMeseHie rnobansHoi
CTAHGAPTHIALMK B UENAxX 00ecneYeHra CoEMECTUMOCTI HOPMATHEHLIX TpEhoBaHKA BoexX CTpaw. Cnanyer 3a-
METHTE, 4T0 HAUMOHaNEHLIE, PEASPaANLEHLIE WK MECTHEE HOPMaTWBHLIE TREEOBaAHWA MOTYT NEHMEHATECA K
HMETE MPEMMYLLECTESHHOE IHAYSHKE MO OTHOWSHKD K NKSoMY CTaHgapTy GS1.

BaaoawiMK 3apades cnpegensHibMe XapakTepUCTHEAMM BOeHTMEMEATOPOE GNA MOEHTHdMEATOD0R B
HOCWTENSEX aHHsX MOy T DTk

- HAMMEHOEAHWE, TORPTOBLIA IHAK W ONMCAHKE NDOOYRLAN,

- PELENTYRE [AKTHBHEIG AHIPBOMEHTEI],

- ARTHBHOC T,

- ACIHPOBKa [MNH NpHMEHEHKE ),

- KOMAYECTE0 HETTO (Bec, 0FLeM WK JpyTHe BenWYdie, Mocnonsayeisle B chepe TOprogmn),

- KOHPHIYDALMA YNEKOBKNA,

= OPMA, NPHUIOGHOCTE MW YHELMA,

- AMNA TPy, YWCcno INeMeHTagHLIxN NPEaMETOE TOPMOENWY B COCTABE MEYNNLl, NOJpalganaHte o equHm-
Lan NpoMERyTOHHOR YIakoekK, cnocol reynnuposadus (kopoba, BndcTep, AYedka BnycTepal.

ManesaHne AOBoro W3 3THx BaI0Bbix ANEMEHTOR, XAPAKTENHIYIOLWAX NPEGMET TOPMOANK, 0BLIMHG BMRa-
Yat 33 cobol MaMeHeHHe HOeHTHDHESTORA B HOCHTENE JaHHbK, K HIeHTREOWKaTODY 8 HOCWTENne JaHHbIX
MOMYT BblTe GoDaaneH s A0NONHATENLHEIE DAHHBIE, HANDHMER, HOMED CEPWH W CPOK MOGHOCTI.

5 OnucaHue npuHUKNOE K METOOOB HHI:IJGPHEI.[HEHHHFB MOOEeNHPOBaHHA

51 OBwme nonoMeHUA

Lna nocTpoeHE MHDOPMALWOHHDE MOQENK, NPEICTABNEHRDN B HACTOAWEM CTIHOADTE, HCNONEIOEAH
YHADHMUHMDOBRAHHBIA A3k Mogendpoearkna UML (Unified Modelling Language), palaveaemsia [pynnol Moge-
nupoaanus obeektos OMG (Object Modelling Group).

Kar 1 B0 Boex A3sikax, C©noMmowesn UML ogeo @ 70 #e Coaepsating MOsHO NPeacTaE|TE HeCKoNBKMMH
pa3HeiMK CNoCoGami, NpWMIepHHBAACHL DasHbix CTUNER W Wabnouos NpeacTaEneHy A, B HacToRWEM cTaHgap-
TE BniGpaH o4eHE NPOCTOR cNoOcol NpeJcTaBNe MR, HCNoNBEIYKWKHA TONBKD KNAcck, aTprbyTe 4 3CCouMauHi
Ga3cELIX THNROD. B UENAX NPOCTOTE HEKOTOPLIE ROHCTDYEUWA A3kiKa (HANpKMED, CTEPE0THNE W CNOMHLE ac-
COUMELMK} HE MPUMEHARTCA. B cReqyiolvy pasgenax onkicad CTUNE MOJeNHpoBaHHA, NMPMHATER B HACToR-
WEm cTaHaapTe.

Kpome Toro, B guarpaMma MenoNs3YeToA LBETOB0E KOAMPORAHAE, NICMOrasWLER BMAayanNsH0MY BOCTPK-
ATHIO MPYIN CYLYHOCTER, CBRAIAHHbIX MEwdy cobor.
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¥enoauue oBoaHaqeHHA Yenoambie oboaHadueHMA

NeHapeTaeHHOE CPeacTie Woonanye smoe RekapTEEHBDE (REQITED

Mpousnogeres s npegnpreTd e (oprassiaus ) MpoMIENTEN D NPEANEHATHE (opFaraus]

FoCyARRCTEEHHAR PETHITRALMA ParHcTRpayj s KNEsrsc el Woona aoRmHng

YNanoeannoe UCCAEYERMOE NEMIAPCTIHE IWI0E
CREACTED
NeKaprTREHHME NpEnEpaT

¥ aKHBEEHHOE NEHAECTESHEOS (peatTan

O0O0ON

fexapcmoennesit npena par

I:I dapsanamoriecebe cariores DA pME HONOMWHECKHE CROFCTES

OJoood .

FPHOyHOE 1 — YondeHeIs UESTOERIE OGOIHSHEHMA KNSCCOE MOOEMA

5.2 KoHUuenTyankHele 0DI0PHLIE OHArDaMM LI

B cTasgapTe NpMBEOEH Ll OB KOHUENTYaNEHBE JWarpamssl (N0 ogHoN ONA NeKapcTeaHHOre CpeacTea
W WCCNegyeMorns NekapcTeeHHoro CoeacTea), ganwwe 0BWWe NpECcTABMEHWA, KOTOpRIE danee ByayT pac-
KD&ITE DONEE DeTANLHD.

3T aWarpamMmsl NOKaILIBAKNT N0 COHOMY NPEJCTABMTEMLHOMY KNECCcY W3 KaMgoro WHORMaLMOHHOM
pasigena, ceAlaHRomMy © Ba3I08sIM NOHATHEM {C NEKAPCTEE HHBIM CRBOCTEOM WK C HCCNegyeMEIM HeKapCTEeH-
Hibl CPEACTEOM).

Ha wix noKasaMs BazoBse KpaTHOCTH CEAZSH MEXOY [MCCneqyemMieiM) NEKapCTEEHHEM COE0CTROM W
ITHMK NPSOCTABHTENBHEIMH KNACCAMM, HO HE MOKa3aHb HW QPYTHE CYLUHOCTH, HW APYTWe acCoUuMauMin, Hi

SATOHEY T,

class Ofzopran guarpamua I'II:|I|I'I1“\/}

0.1 i

Knace 1 1 Knasc 2 Knace 3

PrcyHok 2 — MNprsep roHUenTyansHon oh0pHoR QUarpanes

5.3 BeicokoypoBHEELIE QWarparMel paigencs

B Hauane Hamgono MHg@opManMoHHoro pasnena npuEcoATCA BeEICOK0YORHEREIE OUarpammisl, Ha KOTo-
phld NOKAAHE BCE KNACCE!, ONUCAHHEIE B 3TOM DALNANE, 1 BOE KOMLENTYANEHER OTHOWIEHAR MEXOY ATIMK
Enaccamy. ModonHoi TOYKnl Boerma cnysuT (Wecneayemos) NekapcTeeHH0e CReqcTan.
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Ha 3THx KOHUENTYANsHEY OHarpaMMas He NOKaIaHs HY KDaTHOCTH, HIA aTpHByTel, NOCKONBKY WX Oo-
HoaHOl UEnkio ABNASTCA onWcaHne obilwel kapTuMel, KoTopan danee GYOET packpwTa B Gonea OETaNsHBIX
OUarpammaEy.

Class BricoxoyponHeRAR AHATPanMaa P«I-&Hﬂl’/
Knsca FTT
Knace AAA KEnace BEB
Bazonu knacc. Knacs 1 Knacc BEE
Knacs G0

Pucyhor 3 — Npumssp BpiCOoKOyYPOEHEE0R JWArpaMME Paanena

5.4 NetansHbia QHarpasMmisi

5.4.1 OBwue nonoxeHWa

Ha getancHes guarpammax, NPHBESEHHLIX B KaKJ0M PAIAens, NoKaiad BCE £Nacck! U Boe aTprbyTh,
HeofxoduMMele ONA NPeICTaRNeMMs COOepHaHKa TOMD paldena, a TAKe NeTANK KOHUENTYaNbHEX OTHOLwe-
HHEA MEROY ITHMK KNACCAMM.

5.4.2 OTHOWEHMA MEXAY KNACCAMM

B uendx coXpaqHeHHA NPOCTOTE MOGENY OTHOWEHWMA MENOY KNACCAMA ONWCAHE B KOHTEKCTE [Mooney-
EMOTD) NEKAPCTBEHHOND CPEOCTEA NPOCTD KaK acCoOUMaL MK, HE YyTOHHAA HH WX POMs, HIk TN, (B TO #e BRemMA,
K npudsepy, 8 sogend BRIDG paeTch ABHOER ONWCAHWE CEMaHTWKN CBAIEH, CKAMEM, HMMERT YHKLMID Nk
FBLINCIHAETCA © NOMOLWEK =],

KpaTHoCTH OTHOWE HKH ONMCAHE: TONBED B 0OHOM HANPABNEHMK, 3 MMEHHO, OT [MCCNEOYeMoro} nexap-
CTBEHHOTD CPedcTEa KAk NPAMOND WNi KOCEEHHOMD WCTOYHKES, 3T0 Bbi3EAHO TEM, 4TO UENb0 HacToAWers
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CTAHOAPTS ABNASTCA ONMCAMKE (MCCNEIYEMOnD ) NeXapcToeHHorD CReacTea W CoMyTCTRVIOWER ey HHDOpMa-
LA, NOATOMY MCOOMNBA0BAHME (MCCNENYEMOMD ) NEEIpCTRSHHOID CORACTRA B KEAYSCTEE MCTOUHMES OTHOLIEHHE
BHOCKT Bonele ACHOCTIA M NOIRONAET WIBEEaTs CROMHBIN CRAIEA MHOMAS=KO-MHOTAM, KOTODER MOMMK Gl
BOAHMEHY Th, ECMA Bil OTHOWEHKUA DN HanpaeneHsks: OT ACNOMOraTeNsHord £Nacca & (HCCnedyesomy) nexap-
CTBEHHOMY COEOCTRY.

OEosHaseHAA KRaTHEETH "17 1 "1..1" ABNSIOTCA CHHOHMMaMK,

GClass BRiCoKCYRoRBIRERA JHANRAWA pm/

Knacc ITT

= ATpilGyT [TTH

- Arpabyt CTT2 0]
- Arpabyr FIT3 501
s SrpubyT FIT4 6, 1]

Hnace AAR KEnacc BEB

= ATpaGyT AhA

AP EyT AL
ArpefiyT AT D, 1]

- ArprbyT BBE1
- ATpulyT BBBZ
- ArpubyT BRB3 1.4

Knaee 1 Knacc BEE

ATpriyT 1 AT
| ArplyT 1 AZ
A - ATRWRT TAB [ 4]

= ATpREyYT BEE
= ArpmbyT BBEE

Knace UG

= ArpwyT D001
- Arpuiyr 0O

PucyHor 4 — Mpesap DETansHOA GHarpamMe

KpaTHocTe CYLWHOCTH *1", 0aHAYEET, YTO T8 CYLYHOCTE JTHHE ObiTh YESIEHA W 4T0 JONKEH CYWUEecTBO-
BaTk POAHO OOWH JEIEMMNAR MHDODMALMN, SNUCLIBAKLER 3TY CYLLHOCTE.

KpaTHOOTE CYLWHOCTH *1.."7, Q3HaYaeT, 470 3Ta CYLHOCTE JOmEHa ObiTe yKaIAHA W 4TO QOMKEH CyLE-
CTROBATE OOMH JKISMONAP MHQOPMALKN, ONUCHBANWER 2TY CYIUHMOCTE, W MOMET CYWLBCTRORATE SLIE Me-
CHOMNLKO TAKMX IKIBMNNAROA.

KpateocTs cywwocT 0,17, 03Ha4aE6T, 4TO 2Ta CYLWHOCTE MOMET DbiTh YES33HA W YTO MOMET CYLUECTRG-
BATE OOMH JKIEMONAD MHEODPMALWA, ONHCHEROLLIEA 3TY CYLWHOCTE.

KoaTHOCTs CyWwHocTH "0, CaAHaHaeT, 4To 3Ta CYLHOCTE MOMKET GhiTk YRAZAHA W 4TO MOMET CYLWECTRO-
BATh HECKONBLKD AKIEMNNAROR MHMODKMAL MK, ONUCEIBAKLUERA 3TY CYULHOCTE.
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5.4.3 ATpHBYThI KNaccoR

ATPUDYTE KNACCA ONUCAME B MOGENY C NoOMOW LI Mmed. Onpegenaywe aTpudyTa, Bro onMcaqMe 1 Np-
MEDEI IHFIEHWA NDMBOOATCA B TEKCTE BCARD 33 OMarpaMaMoi Knaccos.

Ecrv kparHocTk aTprbyTa REHO HE 3adada, NoapasyMesasTcA, YT0 AToT aTpubyT obR3aTensH 1 Jorwen
HMETE OOHD HAYEHWE [HTO JKBMBANEHTHD KpaTHaoTH [1..1]).

KpatHocTs aTprtyTa [1..%] oadadaeT, 4To ox OGAIETENEH KW MOKET MMETE COHO KA HECKONLED aHAYEHHA.

KpaTHooTe arprbyTa [0 1] oaHadaeT, 470 OH MOWET HE WMETE IHAYEHHA WNH HMEET COHO aHaqeHHe.

KpatvocTe atpudyTta [0..7] DaHayasT, UTo OH MOMET HE WMETE IHAYSHME WK WMEET GOHD MW HECKONEKD
AHIHEHHIA.

Tunsl JaHHB, KOTOPRIE OOMMHE MMETE AHaYeHua aTPUBYTOR, B MOOENY ARHO He yHajadsl. OaWarko B
TEKCTE ONMCAHKS Kaxooro aTpubyTa yealana opma, 8 KOTOPOR JoMwHD BhiTe YEA3AH0 €r0 aHaYSHHE,

B npunomerds E NpHEeaeHbl HEXOTODLIE YEA3AHWA, KaKMM 0Spaz0M 3TH padHsie DopMel Mnd obpaiys
AHAHEHHA, OMUCAHHBIE B TEKCTE, MOMYT GhITE NPELCTARNEHE, HCNONEIYA THNE JAMHLIX B AOLABOOXDAHEHHE,
crnedsduUldpoBaHHelE B cTadgapre MCO 21090,

5.4.4 0506 WeHHLIE KNACCKHI W WaBNoH I

MpK NOCTRpORHMK DMaArpaMMant MCNoNeaosad oOuH oDoBWeHHEI KNace, © NOMOWEN EOTOpOrD OoHO-
KOEATHO ONpEOeneHHBIA WahnoH WHMOpPMAaLMK MCNONbBIYETCA B HECKONbEMX NOYEDHMX knaccax. TMpocToTel
panH opMansHoe CTHOLWEHWE MEHEDanKHIagW\y, NpuHAToe 8 Aswke LML, #e denonsayvetca. BmecTo aToro B
KEMOON CNeurandIagkin MCnoNeayeToA MMA 3TOND KNacca.

Detansuoe ONUcCaHue KNaccos «OpradMsauday, «KoHTakTHoe NAuos 1 «0Dyrie MecTosaxomoeHHa »
Oa8TCA OOHOKPETHD B COCTEATCTRYIOWEM Nogpasgena. Moe sl fanea He HenonsIceanack WHgropMauHMa Tina
wDpraduaatmMAn, cKOHTIKTHO: NHUUoD MW «pyIHe MecTOHAXONOSHKAD , HanpUMep, B knaccax «poMaso-
OUTENNPeqnipUATHE {CDPradnaanylq )y 1k « YNonHOMCHERHaA opraddzagna (Oprasnzauuse, ckobis o[ Op-
raduaauqa )y ByayT yEassEaTe, Y9T0 COOTEETCTRYVIOWAA MHbOpMaLMA HacieayeTca oT ofobiueHHoro Knacea
aDpraduaauman.

B adarpaMmax HecKoneko pas WMoNonesyeTch ewe oo oDobLeHHBIR wabnod, 8 WMeHHD, Tam,
rog B GocTarodso ofwux knaccax TpedyeTcA OnMcaT CYLWHOCTS, MCNONbLIYIOWYK (He CraurduuMpoBamHHyIo)
ENACCHDMUKALUMIO, WKW HOMBHKNATYDY, ANW CHCTeMY WOeHTHpukaLuM. YTobel ¢OenaTe 3T0 HA KOHUSNTYANL-
HOM YpORHE, B MOOENW NOKAZaH KNact © 00yMA aTpUOyTaAMK. NepBEEA MOeHTHEOUUMPYET CUucTemMy (Knaccudia-
KALWA, HOMEHKNATYPA MM CUCTEME MOSHTUDMEALWA ], 8 BTOPON — HCTNONEIYaMMEIR TEDMAH WM JHAUSHAE 1
ATON CHCTEMBI.

5.4.5 Nepepog ¥ AZLIK

33 WCKMOYEHWueM ocoforo YEAZaHWA, Kacawleroch HaWMEeHoSaHKA NekapcTEeHHOre CpeacTea
(oM. 7.2.2.8), opymix OnWcadyid Nepepsaa HHEODMaLMK, ONMCaHHOR B HAacToAWEeM cTangapTe, HeT. [pen-
NONarasTcA, YTo NpM rmofansHoM NpUMeHEHHY CTaKOApTa nepesnd NoTpedyerch | CY0eT BenonHes np
pEaAnMIaumMe 8ro NoNoHKeHHE.

6 MoeHTUMUMPYIOWKWE XapaKTEPUCTUKKN 3aPErMCTPUPOBAHHLIX NEKaPCTBEHHLIX
cpencTe

6.1 MNeperiHbie HAEHTHWKATOPLI

6.1.1 ObwHe nonoReHWA

AnA coOTEETCTEWA TpeboBaHWAM, YEAIaHHEIM B 4.1, 00NMHEl GLITE YHalaHk CNeayowHe YeTelDe HOeH-
THMKaTORa!

a) MPID — noenTHDHEaTOp NeKapCTEEHHOND CPEOCcTRE,

b} PCID — maed THMEaTOD yNAKoBKd NEKARCTARHHOMD CO80CTESR,

cl BAID 1 — yHMEaNsHEIR WOSHTHOHKATOR CEPHMM NEKAPCTESHHOND CPEOCTAA, HAHEBCEHHGLIA Ha &ro
BHELWHIOK YNaKkoasy,

d} BAID 2 — yHMESNLHBR WOSHTHOMKETOD CEPMY NerapcTBEHHOND CPEACTEE, HAHECEHHLIA Ha ero nep-
BHHHYKD YNAKOERY, HE ABAAKLLYIOCH BHELHEN YNaK0oaKoH,

Kpome Toro, HCNaNEIYeToA CEAdL C© MOBHTUHEATOpaMKA NEKapCTEE HHEX NpenapaTaa (PhPID). onWcan-
HaA B cTangapTe 1530 11616,

B pyropoOcTas no NPpWMEHEHKID CTAHGADTa MOryT SbiTh NPAEEOEHE DONCRHWUTENEHEIE JSTaNW NpMsie-
HEHMA 3Tk MASHTHPWKATOPoE.
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6.2 MpenTudpuraTop nekapcTeeHHoro cpegctea (MPID)

£.2.1 OBwume nonoxeHWA

Kawaomy 3apelrMCTPMpORaHHOMY NeKapcTEeHHOMY CREQCTBY Jonm#eHd BhiTe NPWCEOSH YHWKANbHEIR
#gedTrduiatop MPID 8 gononHasue k Mmooy CYWECTEYIOWENMY PEMMCTPAUMOHHOMY HOMEDY, NPUCEOeH=
HOMY YIOMHOMOSEHHSEIM Gprador, 3ToT naeHTadiHEaTop NEegHaHaqed ana Yened y4eTa ¥ ANA NossiwueHHs
GEIONACHOCTA NALMEHTE, NOCKOMBKY © BF0 NOMOLWE MONMHD OOHOIHAYHO WOEHTAHUNDOBATS MeKapCTBEH-
HbIE COEOCTEA BO BCBM MHPE.

CrpyeTypa waedThpukaTopa MPID gonHa cnegoeate obuweuy WwWabnody CerMeHTon JadHex o nexkap-
CTBEHHOM CPEOcTas, B KOTODOM KaMOBEIR 3aN0NHeHHBIA CETMEHT JoM#eH onpegenaTe CelndHYHLIR KoMno-
HEHT AoeHTUdHKaTopa. IToT WabnoH CoOnepsnT.

3) KOOWPOBAHHBIA CEBMMEHT CTPaHE (QBYXGYHEEMHGLIA KOO CTPaHE! B COOTEETCTRIAM CO CTaHapTOM WMCO 3166),

b) kogupoBaHHBIA CEMMENT BNAARNELE PEMMCTRALWOHHOTD YROCTOBELEHHA (MOEHTHOHEATOD ODTaHWIALIMN |,

C) KOOAWPOBAHHEIA CEMMEHT NeKapCTEEHHOND CPEOCTEA (YHEEANBHLA HOSHTWDWEATOD NEKADCTAEHHOMD
CpEOCTEA).

NMoBse NIMBHEHHA IHAHEHRA ITHX KOOWPOBAHHLIK CEMMEHTOE HOMKHE! NPUBOIATE K MPHCBANBAMAKD HO-
Borm WgeHTrdukaropa MPID.

6.2.2 KoOgWpoBaHHBIE CErMERTLI HaeRTHdpKMEaTopa MPID

KogHpoaaiHse CEreH T MagedTAdrkaTopa MPID noneHel E-opMEDOBaTECR MO ONHCaHHBIM HAXE NDABMNaM,

6.2.2.1 KogrpoeaHHbld CETMEHT CToaHE

KonupoeaHHsId CErMeHT CTRaHEl JoNHeH CoOOepHaTh KOO CTPEH L TOA TEPPUTODHK, HA KOTOPYIO pacnpo-
CTRPAHAKTCA MOMHOMOMWA YNONHOMOYEHHOTD Oprasda N PErdcTpaury NeKapcTeeHH el cpencTa. Kog cTpanb
BLIGHpAETCA M3 TAbNKUR 0RYEEYKBEEHHBIX KOO008, aNpenenedHeEx B cTaxgapTe MCO 3166,

6.2 2.2 KonupoBaHHsId CEMNMEHT BNagensud perdcTpalnoHHorD yOOCTOREDEHWA (MOEHTHDWEATOR Opra-
HHIALAK )

STOT CRMIEHT JOMKEH COQEpHaTE YHUKANEHEIR KOeHTHWMEATOD BNagensUa perHCTPaLMOoHHOMD Ya0cTo-
BEDEHNA, BEAAHHON DaHHOMyY NEKapcTEEHHOMY CPeacTRyY (MIEHTHMWKATOD SPradnaayun). IToT nEeHTrd M-
KATOP MOEHG BIATE W3 MEXIYHADOOHOH CHCTEME YHUEANBHOA MASHTHDHAKALUWA BNaLensLes pericTpausoH-
HOMD yOCCTOBEDEHWA (OpraHy3auni), ecnd Takoean MMeaTch.

£.2.2.2 KogiposauHbld CErMadT NEKapCTEEHHOMD CReacTRa

3TOT KOOQWDOBAHHLIA CETMEHT JONMMEH COOEQHATE YHHEANbHLIA KOEHTARKKATOR, NpHCEaMEaaMsIA Ne-
E3pCTEEHHOMY CRegcTEY. © aTWM HOeHTUDWEATOROM Oon#eH DeiTe CBR3AH cnedyswnE Hatop aTtpyubyToR
NEKADCTEEHHOTD CPEOCTaA, KOTOPOMY OH NPWUCEDEH:

2} PErMCTRAUKMOHHBIA HOMED, NPHUCBOEHHEIR YTICNHOMOHEHHBIM OPAHOM,

b} wpHoKseckHi CTATYC OTNYCKA (HaNpHMeD, Mo peUenTy wnd Des peusntal,

C) HAH MEHOBEAHWE NEKADCTBEHHOTD CPEACTEA .

d} A03HpPOBAHHAA NEKapCTEEHHARA dhopa;

2} MHIPEOWEHTE ¥ X SKTHBHOCTE,

fl MEAMUMHCKWE WAgENWA B CNyYase, ecd NekapcTEEHHOE CPEOcTE0 KOMBMHWDYETCS © TAKKM M30ENHEM 1
OOCTHraeMel DapMakonorideckii, WMMYHONOTAY2CHAA @ MeTabonr-Yeckii a0 dekT paccCMaTpyuBasTCA KakK oc-
HOBHOW CROCOD NPUMEHEHAA; TAKOE MEOHLMHCKDR HANENTHE CHUTRRTCH KEOMNOHEHTOM NEKAPCTREHHOMD CPROCTE,

g} TEpaNeaTUYECcKME NoEATAMWA, YKAIAHHLIE B PEFACTDALMOHMOM YEOCTORBEDEHMM,

NG HaMeHEHR JHa4eHiA ITHXY aTpKUBYTOR, YYHTLIESEMBIE B NPOUSCCE DETMCTPAUMH YIOMHOMOYEH-
HEIM ODTaHoM, JoNHHE NOHESOHTE K NPWCBAMBAHMD HOBOMD YHUKANeHoro naesTidiukatopa MPID.

MpKMep: NPXW MIFOTOENEHWK CE3CHHORA BaKUWHbL OT TPMONE WTaMM BHPYCE MOKET 38BWCETL OT CaI0Ha.
MpH KaxgOM WIMEHEHKE LWTAMMA BAKUKHE QOMKEH NPHCEBaAWBATECA HOBEIK WleHTWdgHKaTop MPID.

BeinonHedie 3Tors NpasKna MoweT NPpHESOWTE ¥ MaMeHeHWs naeHTHdkkaTopa MPID, fake ecni cylie-
CTRYHLYHE IDPHIHYecKYe HOEBHTHAHESTO L (HANPHMED, PEMACTDAUMOHMEE HOMED) HE HIMEHATCA. HacToAwME
CTAHOART HEe TPEOYET, YToGhl TAKKME IDPUIMYECKAE MOSHTHDWKATODE MEHANMWMCE BMECTE © MaeHTkdmkaTopom MPID.
Kamgan cTpaka MomeT NPWOEsBaTECH CROMHBLLISHCH NDaKTHKIA NPWMCBOSHINA PETHCTRALMOHHEX HOMEDOS.

6.3 MpenTuihueaTop ynakoBaHHOrS NekapcTReHHOro cpeactea (PCID)

6.3.1 OBwes onucaHuea

Kawgomy ynakoBaHHOMY NekapcTEeHHOMY CpeqCTREyY AoMmeaH DhiTe NoWCBOEH YHIRKANEHEIA KOaHTHEDN-
katop PCID B gononuedne x mobomy CyWacTEYHILLEMY PEMCTRaLWOHROMY HOMSDY YROBHA yTAKOBKM, NpK-
CRBOSHHOMY YIIONHOMOYE HHEIM DRrEH0M.
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CrpyiTypa voeHTHdgkaropa PCID gomska cnedopaTe oSweny Wwabnowy cerMeHdTos JaHHbx of yna-
FKOBAHHOM NEXapCTEEHHON CPEOCTEE, B KOTOPOM Ka#OM 3an0nHEHHEIA CErMEHT QOMMeH onpefenaATe cne-
UMPHYHBIR KOMOOHEHT nOeHTHdHKaTopa. 3ToT WabnoH cone T

a} MaeHTRdWLEaTop NexapcTeaHHoro cpeactea MPID,

b} KOO pOBEHHEIA CETMEHT ONMCAHWA YNAKOBKK, KOTOPLIA 3a030T YHUKANEHER HOeHTHOWEaTOD Kasgo-
MY TIAMY YIAKOBEH.

NMioBee naMeHEHAR IHAYEHRA ITHY E0OUPOBaHHLIK CETMEHTOE GONMHE NPHUE0OATE K NPHCEAWBaHAI0 HO-
Boro WgeHTrukaropa PCID.

6.3.2 KogupoBaHHLIE CermeHTLl HaenTuipukaTtopa PCID

KogupoBaHHbIA CEMMEHT KaeHTudukaTepa PCID oonsed GOopMADOSaTLCR MO ONWUCAHHBIM HKHE NDESANanM.

6.3.2.1 KoguposaHHbIA CErMEHT ONMCAHKA YRaKOBKA

STOT KOOWPOBAHHBIA CEMMEHT J0/THeH COQEDKaTE YHHEANbHbIR WOEHTWWMEATOR, NPHCBAWBAEMBIA KOH-
KDETHOMY THMY YNakoEKKW NeKapcTEeHHON cpegeTea. © aTHM WOeHTHWEAToOpOM ACMEeH BuTe CBR3aH chne-
OyrwkE Habop aTpubyToR:

- BOMHKLA YNaKoEEd (KOHTERHED WKW KORTERHE DB ) — THM, RONWYSCTES (EQWHWL B yNAKoEKE), MaTepHa-
Nikd A anETepHATHRHBIE MATEDHANTSI,

= KOMMOHEHT WIMH ECMNOHEHTE YRAKOBKA — THN, MaTEPHANE W ANETEPHATWEHLIE MATEDHAMEI,

- NPOWABE0AHHEIA NPOAYET [(NDOQYKTEI] — NpOHIEENEMHAR O03KMpoBaHHas hopMa, BAMHKLE NpeacTan-
MEHKA, KONWHECTED [BOWHWL NPOAYKTA B yNAKOBKE ).

MOBBIE MAMEHEHUA IHFHEHUA 3THX STRMOYTOR, YYMTHIBAEMEIE B NPOLECCE PEMMCTRALMI YNOMHOMOYEH-
HEIM OpraMosM, GON#He NPUEOOWTE K NPWCRAHBAHKI0 HOBOMD YHWKANLHOMD WASHTWDWKATOPa yNaKoaaH o
NexageTREHHONS cpeactaa PCID.

Brinon#esue aTor Npas«na MomeT NPHEcLKTE K H3MeHaHRID HgeHTyKkrkaTopa PCID, naxe ecni cyue-
CTEYHILWE KPMIMHECENE WOEHTUPWEATORb (HANPWMED, DErMCTPEUMOHHEIN HOMER) HE naMEHAKTCA. HacToR-
WKA cTaHgapT He TpebyaT, 4ToDs! Takke I0PUOHHYECEHE WISHTHEMKATOPEl MEHANKCE BMECTE © MEeHTHbKEaTO-
pom PCID. Kasnas cTpada MOoseT NpUIEDEMEaTeCA COsMBWERACA NEAKTHEN NPHCE0SHWA PEMMCTRaUMOMHBIX
HOMEROB.

6.4 WoeHTHPUKATOD COpHK NEKApCTERHHOMD cpapcTea (BAID 1)

Kamao# cepuk aapericTPUROBAHHOND NeKapcTReHHOro cpeacTea Aonmwed BulTe NpUceoesd MoeHTH -
gatop BAID 1. 3107 WoeHTUGMESTOD O0MeeH CeiTe oBpaionad M3 HOMEPa CEPWH, COOEa MoOHOCTH W MOEH-
TudukaTopa PCID. B naeutudwkaTop BAID 1 gonwed GeTE BENKYEH TOT HOMED CEPHK, KOTOPRIA YEa3aH Ha
BHELLHER YTAKOBKE KOHKDETHON CEPWW NEKADCTREHHOTS CpedoTRa.

HoexTrdikkaTop BAID 1 nonses MMeTeE oBlyWA Hatop aTpudyTos, OTHOCALWECA K YNAKOBaAHHOMY Né-
KAPCTEEHHOMY CRegcTey. ECmd Boe 3T aTpuByTe MMEI0T IHAYEHWA, TO WX COYETaHNE ONPedenfeT cnaukduy-
HOE MNOHATHES, OTAHY3EMOE © NOMOLWLK WaedThdrEaTopa BAID 1:

- WgentadkaTop PCIDY,

= HOMED CEPAM [YEIIAHHEIA HA BHEWHEN YNaAKOBKE ),

- COOR MOQHOCTH (MecALman) o GopMare JaTed, COOTRETCTEVIOWSM CTaHdapTy WCO 8601,

6.5 WopeHTudhukaTop cepuk NnekapcTeeHHoro cpeactea (BAID_2)

Kawmaod cepun 3aperMcTPHPOBaHHOND NekapcTEREHHOND CPEacTEa A0MHEH DeiTh NpHCBOEH KWOEHTHEDN-
gartap BAID 2. 3107 MogHTUMEATOR Jonsed GuiTk oDpaioBad K3 HOMEPa CEpPWMH, CPOoKa rogHOCTH M MOEH-
Tripukaropa PCID. B nagktidwkaTtop BAID 2 gomied GeTe BKNKHEH TOT HOMED CEPWH, KOTOPBIA YEA33H Ha
NEpERYHON YNaK0aKE SOHEPETHOR CERWM NekapeTEEHHOND COROCTES, HE ABRMNAMLWEACA BHEWHER YNAKOBROH.

HosuTuguratop BAID 2 nonmed vmeTs obiwwid natop atpuGyTos, OTHOCALLWMXCA ¥ YIAHOBAHHOMY Ne-
KAPCTEEHHOMY CRBECTRY. Ecniv Bog aTW aTprbyThl MMEBIOT IHEFYEHNA, TO WX COMETAHWE ONpEOEnaeT cheu M-
HOE MOHATAS, OTAMYaeMoe C NOMOWE aesTudrEaTopa BAID 2:

- noenTudgukarop PCID;

= HOMED CERHM (YEAIAHHEK HA NERPBHYHON YNAKDBKE, HE ABNAKWEACA BHELLHEA YNakoBKor);

- CO0K MOHCCTI (MecAuron) a QopMare 0aTe, COOTRETCTEYVIOWEM cTangapTy WCO 8601,
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7 WHchopMaLKWAa o 3aperncTpUpoBaHHOM NEKapcTBEHHOM cpeacTee

7.1 OBzop AHGOPMALMK O 3aPErHETPHPOBAHHOM NEKapeTEeHHOM CRencTBE

7.1.1 Obwee onvcanmea

Ana onucaqMA XapakTepucTHs JaperMCTPUDORAHHOMND NEKADCTREHMOND COBOCTES, WMEKLLEro WIeHTIA-
chkatop MPID, B gononHedke K oNUCIHHBIM BRILE WOeHTHWRHKATODaM O0N¥HEl MCNONEIORATECA CCHOBHLIE
NOHATAR, MOOENE KOTODEX NDEJCTARNEHA HE PUCYHKE 5 W ONMCaHA HUMe B TEKCTE.

olass CEWER MOAA NS, MO8 POTREHKOND £P9AE THS /

HawrneHosanwe Beponn
NEKAPETERHHOTD
opeRama
L] L 1"'
T pOTERHHBIA Neka psTEe HHOB f =T ETTPET O T
fpenapat o InpeanpanTie
1 | [pranmsgw)

YRBKOREAHHG
NEKDPOTINE HHOS
CPERETED

PuoyHox 5 — O0was mogens MHERORMALRA O NEKAPCTEEHHOM CReQcTEs

7.1.2 NexkapcTEEHHO® CpeOCTRO

B atom pazgens onkcad woedTigukarop MPID smecte © AHQOPMaUMERd, KOTOPAA YHEKANEHD WOEH=
THIDMLMPYET NeKapcTEEHHOe CPancTED M CNUCLIBAGT Ero CROACTES, BHECEHHLIE B PEMMCTPALWOHHOE 0CkE.

7.1.3 HanMeHO BAHHE NEHAPCTROHHOTY CpencTEa

B aToM paifen ofvcaHds HadMeHoEaHWE NeKapCTEeHHONS COenCTEd, NPHCBORHHOE YNOMHOMOWEHHEIM
OprasomM, KOTOpoE BHECEHD B PEMMCTPALMOHHOE OCCHE, 3@ Takke pasbuenue aT0r0 HAWMEHOBAHWA Ha pas-
MASHEIE YACTH.

7.1.4 Bapcwa

B atomM pasgens onucaKa BEpoUoMHOCTE SCHOBHLIX MEEHTHOHKATODOR, OTHOCAWKECR K NEKapCTREHHD-
My CPpeOcTEy B J3HHOW KPHCOWELMK, 3 TAKKE CROHCTE, ACCOUMHPOBANHEX © NEK3PCTEEHHEIM CREOCTEOM,
OOKYREHTALIAN,

7.1.5 PerncTpauqs NekapcreeHHOro cpeqcTea

STOT pA3EN COOSpHHT MHPOEMALWKD O PEMMCTRAWKK YIoNHOMOYEHHBIM ODraHoM, No3ecnsiowen gap-
MAUEBTHHECKOR ORraHW3IaLMA BESCTH NEKAPCTEEHHOE CPEacTED B OBOROT Ha TEDDHTOPWH KOPUCOHELKA yNomn-
HOMOHEHHOo Oprada,

7.1.6 NponasoguTens/npegnpHUATHE

B aTom pajgenc yKaiaMsl XApPaKTEDHCTHARK NPOMIB0ACTBEMHOND NOUECCE W OPYIHE CONYTCTEYIOWINK
NpOUECCoB W WX NALSHIMDoBEAHKE YNIONHOMOHEHHLIM OPraHoM, BblJa0WKWM MPoMIBnOHTENK MNKW Npednpy-
ATHIO pA3PELEHKES HA NPOMIB0ACTED M BRINONHEHHE CONYTCTEYIOWWY NPOYECCOR HA TERDHTODWH KEHCOMKLIHK
YIOMHOMONEHHOTD Opraqa.
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7.1.7 ¥nakopaHHO? NeKapcTEEHHOS CPaOCTEO

3TOT pazgen onuckisaeT KHgopMaukn of yNakoBke i KORTEAHEDE (KOHTERHEDAX), B KOTOPEE NOMELWE-
HO MEXapCTBEHHOR CRBACTRO, 3 TakMe 0 NobbiX MESWUKMHCKAX MAOSNWAX, KOTOPLIE ABNAINTCA HEOT LEMNIEMIRA
HACTEID NeKapCcTEEHHOND CPEOCcTEa WKW NPOgaioTcA Nubo NocTaBNAKTCA NPOW3IBOOWTENEM B KOMNNGKTE C
Highd. B Hes Tagke yeatada nHdopMayHa of uHrpegrenTax NpovasegeHHons NpoaysTa.

7.1.8 NekapcTEeHHLIR Npenapar

STOT pazaen CofepsHT MHDODMALKK O NEK3PCTEEHHOM CPEOCTES B J03MPpOBaHHORA (DOpME. NpedHa-
IHAYEHHOW ONA NPWEMA NBLUAEHTOM H YKAIIHHOW B DEMMCTRALWOHHOE Gocke. O TAKHKE COOSEHT CChIMKY Ha
COOTEETCTEVIOWWHA Hatop (Habopbl) WoeuTHGUEATORpoE PhPID 1 MHrpegHerTsl. Ol Ta0ke conepsuT didop-
BMALMIO 0 MEQWLKMHCKOM WITENKA, SClK OHO AEMAAETCE HEOTBEMNEMOW YAcCTeI0 NeKapCcTEEHHOMD CRedcTea
{HANpWMEDR, NOONOHEA MNK CETEA ANA KNETOYHOMND NeKapcTREHHON CpeacTaa).

7.1.9 PapmakonoriyecEse CEORCTEA

STOT pazgen oNMcbiBaeT WHoPMaUKe o PapMakonori4eciiy CBORCTEAX NeKapcTEe8HHOND CpeqcTeEa,
BENIOYEHHBIX B PETHCTPALWOHHOE J0CHE.

7.2 NexkapcTEeHHOE CpencTEO

7.2.1 OBuwee onvcaHue
B atom painens ondcad wieHTddgkatop MPID smecTe © NpHCBOEHHOH YyNONHOMOYEHHEBIM OPradomM
HHDOpMAUMER, KOTODER YHAKANSHD WIEHTHDWLMPYET NeHapCTEEHHOE CReqCcTRS W ONWCHBIET ero CBORCTEA.

clazs Bummypunm OfHCaHAaE w‘ruuunm ﬂ]ﬂ,ﬂ.ﬂ“/
Croam Beponr
NEKAPCTHAHHOND CPRRCTRO NERAPCTRENNOTD
CpenCTES 1 | EpROcTRE

Pucyrox § — BelcoroypOSHEESER MHGDODMALWMA O NEKAPCTBSHHOM CRagoTEe

NexapcTeEHHOR CPEOCTRO MMEET HAMMEHOBAHHE, EOTOPOE MOMET HMETE PAIHEIE BADHAMTEl ANA PAIHsLIX
CTRAH/AIKOE. B TEYEHHE MAIHEHHOD LWMKNA NeKapcTBeHH0e cpeacTeo (¢ oeHTrdmukaTopam MPID) uweeT
QOHY WM HECKOMNBKD BEPCHNA COOTBETCTEYHILER MHEOPMALMK W CEOHCTE, KOTOPLIE MOTYT MEHATRCA C Te4e-
Hitgh BpEMeHnd. NeKapcTEeHHOE CREACTRO MOMET DbiTh BEMNKHYEHT B OGWH MMM HECKONLED KNaccHbUiaTopos.

7.2.2 QeTanbHoe ondcande AHGOPMaLHE O NeKapcTEeHHOM CpeacTeEs

7.2.2.1 NekapcTeeHHOR CpeOcTRD

STOT KNAct NpeacTaBnAeT JapericTRUpoBaHioe yNoNHOMOYSHHBIM OPTaHoM NerapCTBeHHDES CPeqCTag
M HWMERT ONMCAHHEIE HIER aTpHOY TR,

7.2.2.1.1 MoenrkuddeaTtop MPID

ATOT aTpubyT COOBPKKT TEKCTORBOE NPEAcTaRNe e voeHTrdukaTopa MPID nekapcreeHHors cpeocTea.
DM 0BRATENEHD ACMEeH BeiTh YEa3aH.

7.2.2.1.2 KoMGHHWpOBaHHaR NekapcTEeHHan Qo3MpoBanHan GopMa

KosByHHpoBaHHan NekapcTeeHHEA GO POBIHHAA opsMa ABNAETCA ohWKWM TERMHHOM ANA ONHCAHKA
OBEyX unk Sonee NpoxIBegeHHBIX NPOGYKToR, KOTOREIE OOMMHE CHEUMaAnsHEM 00pasosm co4eTaTeca OA no-
MyYEHKA BQUHOMD NEKAPCTEEHHOND Npenaparta. 3ToT aTpubyT skmodasT B cebA WHdopMauHio o NpoWaBe-
OeHHOE QOAMDOBRAHHOR OpME KawOoro NPOWABEASHHOND NPOOYETa M NOHMEHREMONA A0IMPoBaHHOR dropae
NEKADCTBEHHONS NpenapaTa.. Ecnk gna NexapcTBEHHON cpedcTea TpebyeTcA oNWcaHde RoMEBHHMpoBaHHOR
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NEKADCTEEHHOR J0IHPOBAHHOR DOPMBl, TO OHO MOMET BbiTh YKAIAHD B ITOM aTPHEYTE, HCNONBIYR TEPMKH K
WOEHTHIDMKATOD TEPMHHE B COOTBETCTRMM CO cTaMaapTom MCO 11238 v pesyneTHpysrL el TepMUHONOIved.
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10 K H T TR R s [

= JlayianT,

= HneH T e o Ao ke HTE
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Cmana | BIbIK 5
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- TepoWrop«ROpHDOH LR 001
Flaan
B s
I
Ta-a BEpoHE

HoBHTEE A aToR s poHd R

Hame O HHE B s TR HEGE T G [ TA

o m i b e
= Mg Te axTieaoom [0 1]

= MO0 T ApEuEid dnE nepeoga (001

= Mapme anass {0:1] 31w I 10 eI

< MacTs umenes [101] = LeHT@EAdRTon NFD

= M kA e wnd praeosoe [07] — Hsha e i MR 00 0 T Bosaied [ 0 P e 3 Sk 1|
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= SO TE N TRITOE NN HAHWE0 EnHA [0 1] = CHELREseHES Neps Y]

Sap T TOprOSOrn 3asn MO HANMERD B AR npunpun‘run[ﬂ. '1]
= Spn T AL T s EGE [0 3 0 Earedt ol [0, 1]
- Mpet ey 1] '
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i

KPS S HAD LR MRPOROERGND CpRaCTa
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Pricyhor 7 — QeTansHans Onarpamma onvocaHiA pAsIena NerapoTBeanHm D CcpencTes

Mpusep — Mopowok 4 e20 PaCMEoPUNens NPU UIz2omoanesuly pacmaopa dna uwbexuul, Te-
KapcmeaenHoe cpedomes npedemaanaem cofol dea npouvzeedennkbix npodykma: pacmeoprResMbil
MOpOWoK U 820 pacmespuments. JlekapemaeHiiLId Npenapam, U32omoaneHHLIb U3 3mMux deyx KoMo-
HeHmoe, npedcmaanaem cobol UHBEKLUORHEID pacmaop; dodol v ghopMoll TpUMeHReMO20 KoMBL-
HUPDEAHKO20 AeKapcmaenno20o cpedomaa SeATemcs fNoOpoWoN U pacmaoplments dns UHBEKLUONH=
HOZ0 pacmeopas,

7.2.2.1.3 NepekpecTHas coeiNka Ha HgeHTHdkaTop IMPID

STOT aTpubyT MOMET COOEp*aTh NEPEKDECTHYD CobINEY Mexdy naeHTrudukaTopom MPID aaperkcTpr-
COBAHHOM NEKAPCTESHHOMD CPEICTEA M OOHKM WK HECEONBKM MW MOeHTADWEaTopanu IMPID, npucBos k-
MIA ITOMY NEKAPCTEEHHOMY CPELCTEY Ha 3Tanax palpaboTrd W KNMHWHECKOND WCCNedosakA. CooTEETCTEYIO-
wiuHe nagerTidrkarope IMPID mMoryT ObiTe yEa3aHs B TEKCTOBOR PopMe.

7.2.2.1.4 NpraHak JononHATENsHOITS MOHETODANTE

Ecnn NekapcTBeHHce CpegeTes ABNAETCA NDELMETOM JONOMHATENEHOMD MOHMTODMHTE, TO 3TO MOMET
GETE YHAIAHD B GAHHOM aTpulyTe, HCNONLIYA TEPMHH W3 COOTBRTCTEYHILLEMD HOPMaTHWEHMOD cnasapd. Jor-
Hibl BbiTh yEa3aHel CAM TEDMMH W 80 MOaH THOWKETOD B 3TOM CRoBEapea.

Mpusep — Wonumopuxs Mexapcmea co AHAKOM YepHO20 mpeysonbHuka a Eaponedckon Coroza.

7.2.2.1.5 CneyqansH e Mepk

Ecni NekapcTREHHOE CRedcTR ARMAETCA NPESMETOM CTIEUMANBHESR MEpD, TO 3T0 MOWET BTk YE23aH0 B
OaHHOW STplOyTe, HCNoNLEIYA TERMKH M2 COOTBETCTRYICLLEID HOPMETHUBHOM cnoapa. JdomsHsl DblTe yEaladm
Cam TEPMKAH W 8o KWOeHTUDHKaTOR B 3TOM CNoBape.

Mpusmep — HeoGxoduMocmis Moo doHuR NOCM PeSUCMPalUOHKHO20 KNURUYeCKOS0 UocnedoaaHin.
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7.2.2.2 BepcwA

Onpegenaiise B HACTOAWEM CTaHIAPTE XapaKTepUCTHEM 330erMCTPUpOBAHKONS NEKapCTEEHHOMD
CPEOCTEE O0MeHEl 0BNadaTe BEPCHOHHOCTEID. MMeaTeA B Bray TOT hakT, 470 HAYKMHAA C ONPEOENEHHON DTk
BEQCHM HEKOTODLIE XADAKTERWCTIKK NEKAPCTEEHHOM CPEacTea MOrMH MAMEHWTLCR, HO HE HACTONLKD, 4To0M
NoTpeboBanoch NPHCEDNTL NEKAPCTEEHHOMY CPRAOCTEY HOBLIA NEpEMHHEIA KIEHTHHDWRATID B COOTBETCTRKH C
NpABKNAMK, HANSHEHHBIMA B Nogpasgens «[lepedyHsie MIeHTWDHEaTOpEy. TeM He MeHee TpebyeTca peri-
CTPHPOBATE W OTCNERMBATE 3TH HIMEHEHKA B NDWBAIKE K WoeHTHgHkaTopy MPID,

7.2.2.21 Nata pepcuw

B atom atprdyTe gon#xHa DeTe YKa3aMa 0aTa PErdcTpauue MM NOCNEOHErs AIMEHEHNA MHDODMaLM
O PETHCTEMPYEMOM NPogYETE [HANPHMED, HIMEHEHWA ANEMEHTOE, OTHOCALWHXCA K MHCTPYKLUWK, ROTOPLIE MC-
NoNBEIYVIOTCA N0 CCRNKE ANA YHRKANEHOR WOBHTWDHEAUWK NeKapcTBEHHLIX COE0CTE W WX XapakTepUcTHK ).
Oarta gonwHa OeTe yEaiawa c TOYHOCTEIO 30 JMA (Mg, MeCcAU, Jekk] B COCTEETCTRMKY C (IOpMaToM, OnkcaH-
Hbik B cTaraapTe MCO 8601,

7.2.2.22 MnenTudhHEaTop BEPCHK

STOT aTprdyT MORET CoapHaTe TeKCTORDE NPedCcTasnatne HgeHTAgKEaTOpa HNA HOMERE BEDCHU.

7.2.2 3 NokyMeHT PerdcTpayioHHon OoChe

B 3ToM paagens Aon#es ObiTe ONUCaH JOKYMEHT, BEMHKYEHHBIE YNONHOMOYEHHEIM OPradoM B pericTpa-
LUMOMHOE A0CHE W OTHOCALLMIACE K JaHHOA BEDCHK ONWCEHMA NEKapCTEEHHOID CORACTER, CRAIZHHON C MOeH-
THpukaTopom MPID.

MpuMedaH e — HODMETHEHEE OOKYMEHT I B JAHHOR KDHCOMAKLMKE MOIYT YTOHHATE Tpabosaqns, OTHOCALLWECS
K peantaauMmy CTEHIARTA B H30TH AOKYMEHTE PErMCTRALHORHDMD 0GRS, HanpameD, TRetoears, YTodk 378 BHEopMaELHR
NPEgCTESNANEGE TONEHG N0 33MNP0cy.

7.2.2.3.1 Ten gokyMenTa

B aTom atpkbyTe gonme BeiTe yEa3ad THN GOKYMEHTE, NOOAS0MWBAKWETD BEDCHOHHOCTE. THN JoMmEaH
DETE BIAT M2 COOTEETCTEYIOWETD HODMATHEHOMD cnoeapd. JomsEHel GuiTh YEa3aHs6l CaM TERPMHH W 2ro WOEHTH-
MKATOP B 3TOM CNOBapE.

Mpuseptl — MHCMpYKUA N0 NpUMENaMUMK NekapcmaskHozo cpedomaa, AHCcMoaka ynakoekL,
pelUeHUE O pesucmpayuy nexkapcmaeeHHo2o cpedocmaea, pesucmpayuonHoe ydocmoseperue, akna-
Aeilll @ yNaKoaxy, oNucaHue NPpUMeHeHUS.

7.2.2.3.2 WnenuTudukatop A0KyMEHTa

B atom arpubyTe gomesa OuiTe yKaiawa TEKCTOEAA COLMED HA AOKYMEHT YNONHOMOHYEHHOID oprasHa,
PAIDELAKILETD WAMEHEHWE OOKYMENTa DENACTPEUMOHHOID NOCKE, WK TEKCTORAR COBIKA HA NOCNegHES Ka-
MEHEHWE 3TOMD OORYMEHTE.

7.2.2.3.3 DokymedT

3ToT aTpybyT donsed cOOEp#aTe GUEYMEHT DerMcTPauMoHHOrD A0cke, Nogaem#HBamWLMA BERCHOH-
HOCTe. TOpPMAaT cofgepwadia aTpubyTa JonHeH GeTe oNpedeneH Nid peanvaalsy cTasdgapTa.

7.2.2.3.4 Cpok BB0a QORYMEHTa B JBHCTEHE

3ToT atprlyT J0MbeeH COQepMaTe 0aTy, YEa22HHYI0 B OSKyMEHTE YyNONHOMOYEHHON Oprada, paipewan-
LUETD HWIMEHEHHE JOKYMEHTA DEMTMCTRALWMOHHOID ACCHE, WK CPOK BEOSA B O8ACTEKE NOCNEHEND HAMEHEHWA
OOKYMEHTA PEMACTPALKOHHOTD Bocee. JaTta gonmHa GeTe yEa3aHa C TOYHOCTEI0 00 OHA (fog, MECRY, DeH) B
COOTEETCTEMH C opMaTomM, CnUCaHHBIM B cTaxgapte MCO 8601,

7.2.2 4 KnaccudKauwa NekapcTeeHHONG cpeacTas

NerkapcTeEHHOE CPEACTED MOMET DolTe BENIOYSHO B PAINHYHEE ENAcCUMESTODE, K3K MECTHLIE, Tak W
MERAVHAPOOHEE. B 3TOM pazgens MoweT OsiTe YHKAI3HE! GOHA AN HECKONLED TAKWY KNaccHDHKaLHA.

7.2.2.4 1 Knaccudmkarop

2TOT aTpuliyT AorseH codepwaTs 0G0IHEYEHNE KNACCHIMEETOPA, BIATOE M3 COOTBETCTBYHIUER CHCTE-
Misi WOSHTADMKAUMK KNacckDUEaTOpoR.

7.2.2.42 uade e M2 KnacchdukaTopa

3TOT aTpEByT A0MHEH COARPMATE KOHKPETHOE IHAYEHNE W3 KnaccrdWKaTapa, OTHOCALEECA K QaHHosMy ne-
KADCTERHHGMY CPEgCTEY. Dot BeiTh YKa3aHbl CaM TEDMHH M 870 UOEHTHIHESTOR B KOHTRONWPYEMOM CNoBape.

Mpustepsi:

= Knaccuthukamop: AMamoMuyeckas mepanesmuvyeckad U XUMUYECKaR knaccudbukaluonHan
cucmema (ATX knaccucghurayur) BO3; anavenue U3 knaccudhukamopa: AT0BAD2 — membopMun;

= knaccughuxamop: VHA National Drug File Reference Terminology (NDF-RT); aHvadesue ua Knac-
cudpukamopa: NOOODOQOOT 2 — 14-alpha Demethylase Inhibitors.
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7.2.2.5 HansseHOBaHME NekapcTREHHOM CpeacTaa

HaumeHoeaHy e NekapcTReHHOM CPeacTEa, NPEOcTARNEHHDE Ha OOHOM KW HECKONBKWME ASLKAX, A8
NASTCA GOHOA M3 ONPEOSNSINWHAY XaPaKTEQHCTHE NEKAQCTREHHOMO CPRACTEA ¥ ero ngeHTudrkaTopa MPID.

CormalleHna of WMEHOBAHWA NeKapcTBeHHoND CORGCTEa MOTYT OTNHYETECA ¥ YIONHOMOSe HHEIX OpraHoe ¢
paakkise TEPDVTORHAMHY KEHCOWMKL WA, KaKk npasuno, pericTpayvolHoe yIoCTOReREHHE NeKapcTERHHIN CPeacTEa
BEOAETCA COHOMY BNajenkuy, CTEETCTEEHHMOMY Ja BROG NeKapCTReHHOTD CpeacTRa B ofopor. PerdcTpauMoHHoe
YOOCTOREPEHAES COSEEHHT HAWMEHOBEAHWE NEeRapCTEeHHOND CPeaCTeEa, B KOTOPOS MOHET BXOOWTE, HANPHMED, OOHOD
MATEHTOEAHHOR WKW HAYYHOE HAHMEHOBIHHE (N0 BOIMOMHOCTH, MEXOYHADIAHOE HENATEHTORAHHOE HAWMMEHORS-
HAZ BKTHBHOR CYBCTAMUMKE HITH CYECTaHUKER), 0NCNHEHHDE TOPMOREM IHAKOM WM JDYTAMA XaDakTepHCTAKAMIA,

Joyrue xapakTepAcTHEN HAUMEHOBEIHWMA MOTyT OTHOCHTECA K 3KTHEHOCTIH, NekapcTaaHtol hopse, no-
K3IAMWAM WNK YCTPORCTEY NPHMEHEHIA W T. 4.

B gononsedde £ NonHOY W JAE8pUeHHOMY HadMeHoBaidio NeERapcTeeHHans CRenqoTea, yalaHuHoMy B
PErHCTRAUMOHHOM YOOCTOBEDEHHW, OHO JONMKHD ShiTe pazbuTo Ha 4acTv ONA NPeacTasneHla B CTRYKTYDW-
PoORB3HHOM BHOE. B 3ABWMCHMOCTH OT HOPMaTHEHLER TPeGoBaHWA HAWMEHOBIHWE NeRaApCTEEHHOTD CpeacTna

O0NMHHD BhiTe NPSOCTARNEHO HA BLEY ODUUMANEHBIX AdLIEAX.

MpumeyaHUr

1 MpapsTaensHMe HEMMEHOBAHWA NEKARETBEHHON CESOCTES B CTRYETY PMPOBAHHDN hopwme obnemEer noctpoaHis
MHOSKEOE HEMMEHIBAHHE 1 HOOWPOBEHISE HEWMEHOBEHMA, ROTOPOR YAGTO DEIBAET HENONHLIM B CIHIHTEHHBE CO0DWEHHAE
0 HEMENATENEHEIE PEaKLHRN.

2 B cBAan & QEnoEsmMe TPE00BEHMA K YNOMAHYTEM BhILUE WHORKCEM, 3T0 BAMHCTBEHHER YACTE HECTOALLEM CTaH-
DAPTA, HATOPAR ABHD ONMCEIEAET M MOOSNWPYST NEpEsad wHOpMaUMKE, YESILISER A3k B2 NPEACTAENSHWA (M TeppHTO-
pueo. Scnu 370 Heobxonuma).

7.2.2 51 HavmeHosaume

B atom aTpubyTe gonmHo BelTe NpRACTARNEHO B (DOpME TEKCTAE NONHOE M JAREDLUEHHDE HANMEHOBAHWE
NeKapcTBeHH0ND CRedcTaa, YyTEEDHMOEHHDES YNONHIMOYSHHLIM OpTaMomM.

7.2.2.5.2 YacTe NATEHTORAHHOID HAMMEHSRAKKA

STOT arpuGyT QonmeH COOEpEaTh NATEHTOEAHHOE HAWMEHOBAHWE (HANPWMED, TOPrOBOE HAWMEHOBE-
i) NeKADCTESHHOMD CPAACTES B TEKCTOBON OpME, 8CTTH TAKCEOE HAMMEHOBAHHME NDUCYTCTEYET. DHO Oonm-
HO DkdTh YEAZAH0 DET TOPrOBOrD AHMAKE WM SHAN0MYHONT oD0IHaYeH M.

Mpumep — B HauMeHOSaHUuU mekapcmaenHozs cpedomaa wfloxapocmao XYZE Precisehaler
200 M2 dna a3pocnbixy Yachls NAMENMOaanHoO20 (MOPSoena0) HaUMEHDEANUA UMeSm IHaveHua «fMe-
rapomao XYZw,

7.2.2.5.3 HacTe HaYYHOID HAWMEHOBAHKA
3T0T aTpylyT GONMeH COOep®aTe HAYyHHoe WM HENRATEHTOBAHHOE HAMMEHOBIHWE MEapCTEeHHOMD
CPEOCTES 8 TEKCTOBOH DOPME, BCMK TAKOEOE HAWMEHOBAHWE NPHCYTCTEYET.

Mpusmep — B WauMoHOoBaWLU NekapomasHnoso cpedecmaea «~MudpoxnopomuaiudHpbecapman
Papuda KKe» yacmi HayyHozo (HelameHmoadnHo2o) HauMeHoaaHUA UMeem IHaveysue «fudpoxnopo-
muazudMpbecapmany.

7.2.2.5.4 YacTs akTHEHOCTH

AKTHEHOCTE, BCNM OHA NPHES0EHA B HAWMEHOBAH KK NEKAPCTREHHOMN CPeACTEa, oM%Ha BelTh YEaiaHa
B aToM atprbyTe B dhopme Texcta. Kak onwcado B nogpaanens 7.7, 3Ta 4alTe HAXMEHOBAHKME MOMET OTRK-
YaThCA OT NOHATAA «AKTHEHOCTE:.

Mpusepsi

1 B waumewosanuy nexapcmaeliozo cpedemea sflexapcmao K Popme, mabnemkuy Yacmbs
UMEHL, OIHAYSIOWAR GKMIUEHOCTE, UMESn JHaYeHUe «Popmas,

2 B HausmeHoEaHuy nexapcmeanHozo cpedomea «SoothingMed 2,5%, kpeMs» 4acmb UMeNU, 03-
HAYZOLWaA SKMUSHOCINL, UMEET aHaYeHue w2 5%,

7.2.255 YacTe NEKAPCTEEHHONA SOIMECEAHHON BoOpME:

NexkapcTeaHHan A03KMpoBaHHaA DODME, SCN OHa NDHEEOEHA B HAMMEHOBAHKWN NEKADCTBEHHOID Cpan-
CTBd, AMTEHA GETE YEa3aHa B 3ToM aTpubyTe 8 hopMe TEKCTA. Kak oNUcaHo COCTEETCTREHHD B NOApasnanax
F.B2.1.1 w7.6.2.10.2, 4acTe NEKaPCTEEHHOR J03HpoBaHHoR opMbl MOMET OSTAWYATECA OT NOHATHRA NpAsE-
HASMOH O0aHPOBaHHOH OPME W NPOHIBBLEHHOR J0IHPpOBaHHOH HODME.
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Mpusep — B HaumMeHogaHuy MexkapcmeenHozo cpedomaa wHogo-nekapemeo X, Nesko 2Momas-
BMLIE KANAEME® YacMe Aexkapcmeesyol doauposankol opMibl UMeam IHAYEHUE cI82K0 Znomae-
M8 Karmnemisiy,

7.2.2.56 HacTe hopmynsl
Popmyna, ecny oHa NPUEEGEHa B HAHMEHOBEIHAWY NEX3PCTREHHOMD CPEOCTEA, ON#KHE DeiTe yKazaHa B
aTom aTprbyTe B hopme TekoTa.

Mpusep — B HauMerosanuy NekapcmasnHozo cpedemeaa «Cupon om kauwwna CneyMed OGea ca-
Xapay YAciits GOPM el UMeam IHaYeHue el caxapar.

72257 HacTs HaaHadeHun
HazdayeHWe, ecnu oMo NPUEEIEHD B HAMMEHOBAHWMK NEKaNCTREHHOND COROCTRE, AOMKHO DTk YKAIaHD
B8 3ToM aTpubyTe B PopmMe TEKCTA.

Mpusep — B naumenoeanuly nexkapomeennozo cpedemea wflexapemeo-6M om uawosu, Kanne=
Mikiy YACHE HASHAYEHUA UMBEN IHAYCHTE wOM UINMOSUS.

7.2.2.5.8 HacTe Uenesoid NonynAauHK
Lleneaan nomynayWa, 8civ oHa NpHEEGEHA B HAWMEHOBAHHK NEKAPCTREHHOND CPEICTRA, ACIEHa DeiTh
VEA33Ha B aTos aTpubyTe 8 opMe TeKCTA.

Mpusep — B HauMmeRoeanuy mexkapcimeesyozo cpedomaa «BpoHxo-nexapcmac kancyns: 3.5 me
dna demeils yacmes yenesad NOMYNAYUL UMeem 3Havenue «dng demelis.

7.2.2.5.0 YacTs KOHTERHEDA WK YNAKOBEKM
KosTedHen wnd yNakoaka, acny oMK NPMESREHSE B HAUMEHOBAHKUA NEKAPCTEEHHOM CPeOCTEE, JOMHMH L
GbiTk YEAAHE B 3TOM arpubyTe B opae TEKCTA.

MpusMepki

1 B naumenodanuy nexkapocmeennozo cpedemea «LXA 10 ma/mn pacmaop Ona nodkomHbX UH L=
exyul 4 s T hnakons Yacims KOHMednepa UMesnt anavyeHue vhnaKon (CIneKno) s,

2 B wauMewogaMul nexapcmeaeeHHozo cpedoemaa sCepdeynoe nMekapcman, ynakoaka dns mu=
mposaHuAy Yacik KOHMEiHepa UMear IHaYaHUe vyNancara dina mumpoaaHuas.

3 B HauMeHOSaHUU nexapcmacHioso cpedomed «BakmeplianbHan eakuUida MymbLmudoaHsil
hAaKoHy YACME KOHMelRopa UMESm IHaYeHUe vMyNLMudoIHbIl hnakoty.

7.2.2.510 YacTe Wagenan
MeHyMHCKOE MAOENKE, &CNW OHO NPUEEISHD B HAWMEHOBAHWH NEKAPCTEEHHOTD CPRACTER, ACIMEHD
GbiTE YR33AH0 B 3TOM aTpubyTe B dopMe TEXCTA.

Mpusmep — B HauMoWOosawUul nNexapcrgexHozo cpedemaa wflexapecmao XYZE Preclsehaler
200 M2 dna eapochbixs Yacmi UISenua uMesm IHavenue wProcisehalors.

7.2.2.5.11 HacTe TOProBoro aHaRD MW HAWMEeHOBAHWA NPEanoHaTHA
ToproBeA 3HaK, 8CNK OH NPWasaeH B HAWMEHOBAHWW NEKapCTESHHOND CPeqcTea, AMMEEH BalTe YRasaH
B 3ToM aTpubyTe B QOpMe TEKCTA,

Mpusmep — B HauMeHoganUuy nakapecmaeHHoso cpedomaa «Clopidrogel Pharma®e yacms mop-
208020 IHAKA UNU HAUMEHOSAHUA APednpuamUa LMeam IHavenue «Pharma®s,

7.2.2512Y43cTh BPEMEHK WNK REPHOOE
Bpema und nepuod, ecnd oHd NPUEeaeHEl 8 HAUMEHOBAHMY NeKapCTESHHOND CPE0CTEA, A0MHHEl BHTE
YHAIAMEl B ATOM aTpHbyTe B (hopMme TeKCcTa.

Mpusmop — B HauMeHoaaHuy NpoMugospunnoidod eakyuiitl «(IpomuacspunnoIHan aaKyuHa
celona 2008—2009» Yyacmik epeMenl umy nepuoda unmeem aHaverde «2008—2009s.

¥.2.2.513 YacTe 3anaxa
3anax, ecnM OH NpHEELEH B HEWMEHTEAHWKA NEKAPCTEEHHOMD CREACTED, AMWTHEH GHTE YEIIaH B ITOM
aTpubyTe B doopse TERCTA.

Mpumep — B HaumexoaaHuu mexapcmeenHozo cpedcmea «Mukcmypa om Kawna ¢ lanaxom
anenscuHars Yacmb 3anaxa UMeem IHa4YeHUe vanenLcuHs.
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7.2.26 Crpasa | Akl

MpK HeoBXoGUMOCTH QONKHE GbTE YEaZaHsl Ha OQHMUMaNEHOM RIBKE CToada » HecbasaTensHan Tep-
PHTOPKA, [0 3aperHc TPMPOEAHD HAWMEHOEZHWE NEXapPCTEEHHOMD CPEqCTEa.

7.2.2.6.1 Crpaxa

CTpaHa, 8 koTopod HCNoNBEIYETCA JaHHOE Ha3WMEHCBEHWE NeKagcTBEHHOTS CpeacTas, Aom#Ha DeiTh
YHEIEHA C NOMOWLHE OByE- WNK TReXEYEBEHHLIX KOO0 B COOTRETCTEMH O cTadnapTam 150 3166-1.

7.2.2.6.2 OpwcoMEyMa

MpW HeoBXCOWMOCTH B 3TOM aTPHDYTE MOMET ObiTe YE33aHA TEPPHTORHA CTRaHE, Ha KOTOPOH WCNOMk-
IYETCA OaHHOE HAWMEHORAHWE NeKapcTReHHON cpeacTea. Jon#He ShiTe YEAIAHE WOSHTUDHESTOD A HaW-
MEHTBANKE TEQDUTOPWK, BIATHE M3 HOPMATHBHOM CNoBARA.

Mpusep — na Kanads: @ anos ampudyme Moxemn SkLimb Ykazana npoauryun Kaebok.

7.2.2 6.3 Hawiu
MpW HeoDXOOWMOCTH B 3TOM aTpriyTe MOMET GhiTh YR3I3H KOO A3LKS HAMMEHOBIHWA NEEapCTEEHHOMD
CPedcTRA, BaATuIA U3 CTangapTa |50 639-2.

7.3 PervcTpauna nekapcTeeHHOro cpeacrea

7.3.1 Obwee onucaHma

B atom paspene onucada wHpopMauMa o PEMMCTPaLMI NeKapcTEEHHOrg CpencTea.

FaspaiiaHie Ha BROD NeKapcTBEHMHOND CpeacTea BobopoT Ha gaHHoR TEppUTODWK BROaaTCR YNonHOMO-
YEHHLIM Oprado. B CooTRETCTEHM ¢ 3aKOHOOATENLCTEOM M DRV MK HODMATHSHLIMK SKTAMK, QEACTEYHILMMKA
Ha ATON TEpDHTOPWH, DAaspeleHHe ODWYHD BRIJASTCA 00 TOMD. KaK NeKapcTan nocTynaeT & obopoT. K Heko-
TOPLIM KATEMOPWAM NEKAPCTEEHHEX CPEOCTE MOMYT NPMMEHATECA WCKNOHEHWA (HANpDUMep, ONA NexkapoTe,
BhINYIEHHLX B8 0bpaletre 40 Havana yHKLUOHKPOBAHKA YNONHOMOYEHHOM oprada)l. K aTim Larteropian
NeKapcTReHHBY COEECTE NDUMEHRIOTCA TE ME NPUHLKNE NRegocTasneHHs KHpoDMaLKKA [ONMCAHHEIR B Ha-
CTOALYEM DAZORNE], YTO ¥ K 3aDEMHCTPHPOBANHEIM NEKADCTREHHEIM COBOCTRAM. ECni gaHHOe NekapcTREHHOS
CPEBOCTRO HE NOGNEXMAN0 PETHCTRaLMM, TO BMECTO POPMANEHOND BNadenkua peErdcTRaUMOHHSTD YOoCTOREpE-
FHA JomseH DbiTh YE33aH NOCTABLLLME.

clase BE.IE'DHDWEEGE CMMCaHe [EMI'DELIHH/

Dﬂmu [P A T O HH DD
¥ROCToREpEHHA [DRraHHIawm]

cpagacTag yApCToaepatme o mu:ngm 2

/N

FronHOMOYEHHBIR 7 ﬂ'ﬂ'l'l"-‘ ot
P [DpraHuE e PEMMETRALMN

PucyHor B — BeicosoyposHEEaR MOSENE HHOPMELHK O pErHcTpannn
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Ha nesapcTees o CoeAcTED BeAAETCA PEMTMCTPALMOHHOE YIOCTORBEDEHKE [V HEKOTOPRX NeKapCTe, Ha-
ODMMED, BRINYLWSHHEX B 00pdWeEHWMe 00 Hasana dyHELMOHWDOBANKS YTIONHOMOHEHHOMD opraMa, opMans-
HOB YOSCTOBEDEHWME OTCYTCTEYET, HO COOTRETCTEYIOLMEA HHBODMAUMOHHEIR obBeKT Jonser DulTh OnMcaH).

3T0 perucTPaLWMoHCE YOOCTOREDEHKE BulJasTCA YIONHOMOHSHHbLIM ORTAHOM OpraHuIauMd, WMEHyEMoR
BRAfensUEM PEMECTPaUWoHHON YOoCToREpeHkA. Bnagenay pervcT pannoHHora y1OCTOREDEHMA MOKET HAIHEHWTE
KOHKPETHOR MHLG OTBETCTEEHHLIKM 33 QeATENEHOCTE NO CEEcneYenic fapMakoHaq3opa JaHHorg NeKapsTREHHOD
CPeACTES (HanpWMap, B cTpadax EC Takoe NUUD MMeHyeTeR oy NaNHOMOYEHHEIM NO fapMakoHanaoys ).

MeperdHas perHCTRALMA, BOACDHOBNEHHE DEMMCTRAUWA, HIMEHEHWE DETACTRAUMOHHEX DaHHBIX W OT=
MEHA PEMMCTPALKWK CCYLWECTRNAKTCA B COOTEETCTEMM C ONPEISNEHHLIMA DeMMCTRAUAOHHEIME NPOUSLYDaMH,
MHWMLMMPYEMEBIMKE JFARNSHHEMK O DETHCTDEUMM WA MIMEHEHWA DEFMCTPALMM.

B TeueHME COOKA MHAHK NeKapcTBeH OO CREOcTEa 80 PArMCTREUWA MOKET NPETepNeBaTL PainwIHkIg
WIMeHeHnA. MoaToMy CTATYC PericTPaLry MOKET C TEHEHMEM BPEMEHA M3MEHATECA W JONKEHR COOTBETCTEY-
LM 0BRaIoM pervcT pUpoBaTLCA.

CTaTys perdcTpauUMMH yEaikiBaeT, JeACTBMTENLHD N1 NBKapcT BEHHOE CPEOcTED BhlNyLeHD B 0DopoT Mnu
Fones HEOOCTYNHG B CTPAME WK HA TEPPUTORHK. OH TAKKE ONWCHDIET KPWOWYECKMA CTATYC OTNYCKS (HanpX-
MEp, PEUENTYDHBIA OTNYCK).

Pasgen npefocTaaneHsva NEpMoqMSeEckons oT4eTa No DEs0NackoCTA ONUCEIBAET WHOPMaLMES O CROKaX
NpEOCTARNEHWA NEDHOOWYECKDID OTYETA No BEIONACHOCTH AAHKOTD NEKAPCTEERHOMD COESCTEA MW MEPHoT W=
HECKOMD OT4aTa 0b CUEHKE COOTHOWEHWA &8N0 NoNb3kE W DHCEE,

Mpuemaeaganwme — Moyt BeTe CnyyYan, HOroa gononHETENEHEA HHPOPMEUNE O CTETYCE DENECTRALWK na-
HEPCTEEHHON CREACTES MOMET DAPELENATECH MEETHEIMKE NPEBNNEMA TERPUTOPMH KIPHMCIHELAK [HANDWMaD, NRABMIEMA
LWTATOE, MPOSWHUMA HNK TERPATORMA]L B ooobeqHacTH 3T OTHOSMTEA K DPHOMHESKOMY CTATYCY OTIYOKE MMM K DETAcTRa-
LIBOHHOMY HOMEEY.

7.3.2 fetansHoe onUcanke MHGOPManMH3 O PErMCTRALLKK

clirss fletanbece crmcanse D’Eﬂ'ﬁfﬂll.l.lﬂj

Pucyroe 8 — [dartansHan Moasns MHEOpMagmwn O pericTREcssm
Z8
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Ana Kkaxaors NexapcTReHHorD CpencTea SonkHa OeiTe YK23aHa COOTESTCTEYOWAA MHPODMAaLMA O &ro
DETMCTRELIMM.

Mpu HeabxogMMOCTH MHQOoOpMAUWA 0 PErHCTRAUMK OoMKHa BulTe YEadada TaKOKe ONA yNakosaqHono
NEKADCTBEHHOND CPEOCTEa (M. HHEE ). B 3THX CiyYanx OomsEHa MCNoNLIoEATLCHA ONMCaHHAR HIHKE CTRYRTYDS
HHPODMALMK 33 TeM ACKIMOHEHBEM, 4TO AHEopMaU-A 0F yNoNHOMOYEHHOM ODrase M BNaaeneue perkcTpa-
LUMOHHMOTD YOOCTOREDEHWA He OBR3aTeneE o QoK ChiTe YHKAIAHA 3AHM0R0, MOCKONBKY OHa HACNSOYeTCA OT
HHDODMALIMK O DETHCTDAUMH A3HHOrD NeKapcTAEHHOMD CpancTea.

7.3.2.1 PerdcrpalHoHHoe yaoCTOBeDaHKE

NexapcTREHHOS COEOCTRS BRINYCKALTCA B 000POT, KOMAA YRONHOMOYEHH IR OPraq BHOaeT Ha HErD peri-
CTPALWOHHOe YOOCTORRDEHHE MW 8T0 AKBUBANSHT.

7.3.2.1.1 Perdcpau MoHHblE HoMeR

B atom atpubyTe acnses OeiTe YEAZAH PETHCTDAUMOHHENR HOMED, NEWMCBOEHHER ¥ROMHOMOSEHHGEIM Op=
FAHCM CTDAHE WK TEDDHTOPWA JaHHOMY NEKaptTREHHOMY CpeAoTRy. DOpMAaT NPEqCcTaARNeHHMA — TeKcT. Ana
NEKADCTREHHBIX CRBACTE, KOTOORE B COOTBETCTEWM C 3aK0OMOOATENLCTEOM MOryT 0GpalaTscA Bea perucTpa-
umiA (Hanprmep, 8 LA — nerapcTed, BuiNyWeHHse B 0GpaieHqe 40 Hadana yHKLMOHHPOBAHKAA YNONHo-
MOYEHHMOND OprasHal U Y KoTopLX opMankH e PEMCTPaLMOHHEA HOMED OTCYTCTEYET, BMECTO HENT OOMKEH
GBTh YHAAAH HOMED NAHLEHIMA, HAHECEMHBIA Ha YNAKOBKY WK KOHTEAREeD MMb0o HanayaTaHHbli Ha BENa kLI
B yHakoeKy.

7.3.2.1.2 Crpaxa

CTpaHa, B ¥0TOPOR JeRCTAYET PErucTRaLMOHHOE YOOCTORSDEHKE, 00MNEH DhiTh YKI3AHA C NOMOLWL LK
OEyK- WNW TpexbyrBEHHER KOGOE B COOTBETCTEMM ¢ 150 3166-1.

Ecnu gedcToMe perdcTpaluoHHon YOOCTORRPEHHA DACNDOCTPAHARTCA HA HECKONEKD CTPaM, TO OOMH-
Hbl DbiTh YKaZAMB BCE OTH CTPAHL! [TEDRMTODMK KDWCOMELIAK ).

7.3.2.1.3 Oprgu4eckkil cTatyc oTnycka

B arom aTpubyTe gonsed DeTe YE23aH IDDHINHeCKWA CTATYC OTNYCKA NeXapcTREHHOND CPencTea B CooT-
BETCTEHA ¢ KNAacCHUEaUMen, NPHEATON YOONHOMOYEHHBIM ODTAH0M [HANPUMED, CTNYCK NO PEUENTY WM Gea
peuenTta). KOpuoM4eckui cTaTyc oTnyocka 1omead BeiTh BIRT M3 COOTRETCTEYMOLWLEND HOPMATHEHOMD CNOBADRS.
Oon#He! BeITh YEA3aHE! CAM TEPMAH M 20 MISHTUQUEATOR B 3TOM CNOBADE.

Mpusepsi
{ Mexkapcmao OMAYCHAMEH Mo DeUanmy.
2 MNexapocmeo omnyckaemcs 663 pelj@nma.

7.3.2.1.4 Crarys pericTpauMu

B TeysHHE CpOoKa #HIHKM NEKapCTReHHOND CPE0CTES 8rd PervcTRaua MOKeT NpeTepneeaTk DaanHyHLIe
HIMEHEHAA B IABMCHUMOCTH OT NPOUSAYD LErMCTPaUMKA, NPMHATRIE HA JaHHOR TEDPUTOOMI IOPUCOMELRK. 3TH
MIMEHSHWA O0MEHEl BbiTe YKAIAHE C MOMOWED IHAYSHWA M3 COOTEETCTEYIOWETD HOPMATHEHOMD CROBAPS.
OomuHe! BeITe YKEIaHE CAM TEDMAH M B0 WOSHTUgMKATOD B 3TOM CNORADE.

MpuMepk] — AxmuaMan (delicmaumenkHan), cpok delicmaus 3aeopives, aolobfHoanosa, He ao-
sobHoaneHa, ONTMEHEHS.

7.3.2.1.5 NaTa cratyca pericTpauui
S3TOT aTprByT QOMeeH CogQepMaTe Jaty Hadana JefcTesA GaHHore crartyca. Oxa gomeHa et YEalasa
C TOMHOCTRIO 00 GHA {Fog, MECAU, 08HB) B COOTRETCTEMK © opsamaTtom, onncar=Hsm & MCO 8601,

Mpusep — Cpok delcmaun pesucmpaluuy ucmear 20771-01-01.

7.3.2.1.6 MNepuog OeACTEHA

3TOT aTpulyT Jonwes COOep#ars NEpHo] ABRCTEHA JaAHHONT CTATYCA, BeIpaMEHHLIA B TEpMAHAY 0aT
HaJana ¥ cpoka AeRCTEWA PErMCTPaUMK. 3TW JaTkl J0M#MHEl DeITe YEa3aHLI © TOYHOCTEIO A0 OHA (Mo, Mecad,
OeHE) B COOTRETCTEMK © opaMaTom, onNcarHuin B MCO BE01.

Mpusep — Peaucmpalus delicmaumenstia @ napuode ¢ 2011-07-01 mo 207 5-01-01.

7.3.2.2 Bnanenely pervcTRaldoHHOND YOoCTORBEDEHWA

CTRyETYpa WHrOpMagi ¢ BNagensug pericTpaudoHHONS YIOCTOREPEHHA, BRIOSHHOM YIONHIMOYEH-
HEIM OOTaH0oM, A0NHHA COOTRETCTEORATE CTRYRTYPE KNacca « OpradMIauuss, ondcaHHol 8 7.4,

Lna nexapcTEeHHEIX CPEOCTA, KOTOPRIE B COOTEETCTEMK C ORACTEYIOWMM IAKCHOOATENLCTEOM HE NOg-
NexaT pErTMCTRaUWK, BMECTO OETaNbHLIX CEBEOeHME O (DOPMaNEHoM BNANeNsYE PETHCTRaYNoHHOMD YIOCTOBE-
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peHWa JomeHsl OulTe YR333HE QETANLHLIE CREEEHHA O NOCTABLWEE, HAHSCEHHEIR HA YIAKOBKY MWW KOHTEH-
HEp NWdo Hane4artaHHbLIe Ha BENaasIWE B yNaK0BLy.

7.3.2.3 ¥nonsoModYeHHEIR oprand

CTpykTypa uudopamausi 0f ynonHoMoHeHHoM Oprase, BeaBWen PervcTPauMoHHoe YEOCTOBEPEHHE
Ha JaHHoE NEKApPCTEEHHOS CPEOCTED, JONKHE COOTEETCTE0RaTE CTRYETYPE KNacca «DpraHdIaymray, onMcan-
HOW B 7.4

7.3.2.4 MNpouegypa pericTpagkK

B atom atpidyTe JomsHa OwkiTh yKAIaHa WHHODMAUWA O NPoUedyDe PErMcTRaUMH, NPHsEHEHHROR anR
NEpBEWYHON DErMCTRaLWK NEXApPCTEEHHOND CPEgCTES WK ANA HAMEHEHKA PEMACTDALWN,

MpumMmedadyue — HOPMAETHEHEE OOHYMEHTH HA OSHHDA TEDRATORWN KDACOWELAK MOCYT YTOMHATE TpeioBaaHeR.
CTHOGHRLMECH B DEANHISUNMK CTEHIARTE B YaoTH OEYMEHTE PETMCTREUMOHHOM J00RE, HENpaMep, Tpaboearte, ytobe 214
MHhOpMALKA NPDESCTARAANSG: TOMNLLD N0 2AMPOCY.

7.3.2.41 MognTudueaTop MNk HOMED NDOWEAY Pkl

B arom atpubyte gon#ed OwiTh YEAZEH yHAKANBHLIA MOSHTROWEATOD KOHKDETHOM DaKTa NpUsMEHeHHR
NpoUeaypel. SOpPMaT NPEACTABNEMHA — TEKCT.

7.3.2.4.2 Tvn npouegypil

B atom aTpubyTe gonmsed GWTe YEA3AH TN NPOUEOYPLl, NPUMEHEHHOA MW PEMMCTRALMKA HNA Kase-
HEHWW PETHCTRaUWY. TN gomeed ObTh BIAT W3 COOTRETCTEYIOWEND HOPMATHEHOD crosapa. JonsHs DuiTe
WHAIAH b CAM TEDMMH M 8M0 WOEHTWDWESTOP B 3TOM CNoBAPE.

Npusephi — LesmpaniaoaanHan, deueHmMpanyIoaasyan, HaluoMankHas, 82auMyoe ApUIHaHue,

734 2.3 Nara npodedypel

B aTom atpHbByTe 0oMmeHbl BulTe yRa3aHe ATk HaYana W JapeplleHiis Npouenypel. 3T OaTe GonHHbE
BEITE YEalaHe © TOHHOCTEIO B0 GHA (g, MECcAL, gtk ] B COOTBETCTBAM C (POPMAETOM, ONMCaHHEIM B MCO 8601.

7.3.2.5 3aRENeHNE O PEMMCTRALMK MW HIMEHEHWA PEMACT PaLMH

Meper-Han pErMcCTpaUMa, 8 TAEME HIMEHEHME CYLECTRYIOWER DETHCTRaUMM (HanpumMep, so3obuoene-
HIE, BADHALWA MMM OTMEHA] OCYILECTBNAITCA NO 32RBMEHAAM.

Jetany 3afanaskiA 0 PErMcTpausd Wi H3MeHEHHK PEMTMCTPaULWMK J0M#He BeiTe ONWMCaHLI, MCNONLIYA
CTRYKTYRY 3TOrg Knacca.

7.3.2.5.1 MoeuTdH£aTop MK HoMEep JaABNeHAA

B aTom aTprbyTe gonweH BbiTe YKAIaH YHUEANLHEIA HOEHTAGHKATOD KOHKDETHOMD 3afsneHus. OGeqHs
HOEHTHPHEATODE HNA HOMERS 3AANESHUH NDHCEAHBAET YNONHOMOYEHHBIE OpraH.

7.3.2.5.2 Tvn 33ABNEHWA

3TOT aTpHiyT DOMKeH COOepHaTh TN JARNEHWA, BIATEIA KA COOTERTCT BYHILLEND HOPMATHBHOMD CroBa-
pA. DoneHsl GuiTe YEAIAHE CAM TEPMUH M BI0 HOEHTHGMKETOD 8 3TOM CNoBape.

Mpusepsl — Mepauynas pezucmpayus, eololHoanoRue pesucmpalyl, eapualud, pacwupe-
HiE.

7.3.2.5.3 NaTa sansneHus

3ToT atpubyT goneed coOep#ark OaTy JARaNeHHs O PErkcTpauMs . NN HIMEREHKY pervcTpauln. Oxa
OoMHa DkiTh YEa3aHa © TONHOCTRIO 00 AHA {rod, MECAL, OeHb) B COOTRETCTEMW ¢ OPMATOM, CNUCAHHEM B
WCO 8601,

7.3.2.8 Cratyc perdoTpaun-

3TOT KNAct ONWCHBILT CTATYS PErMCTRALMKA Ha GaTy, KOrda NexapgoTBeHHOS CpeAcTEO JeRCTRHTabHD
CBNT BeNyWeHD B 0G0poT, KNd Ha 43Ty, KOFga OHO NepecTano OwiTe QoCTyNHbI. OH TARKE COna T idop-
MALKID O IOPHUOHYSCEON CTATYOR OTNYCKR (HANPAMER, NG PEUENTY WNk Bea peyenTa).

] PEUMBYHIHHE — Ml:ll'g,l'l' BTk CNyHaK, EOrgd QononHATENLHAS I:-'IHq:rEIpMELII.-'_"H O NEEEDCTBEHHOM CpancTRe
(CTATYE DETACTOAUMM WNW HPHSHHBECEAR CTATYS OTNYCHA)] MOMET PErymnEpOBIThCR MECTHEMH NPEEMNAMK TERHATORHN

HMCOHELAK [HAMPAMED, NPEEANEMA WTATOE, NPOBMHUMA MAH TEppWTopKA). CTPYKTYRE KNACCd CTATYCE pErdcTpEumm
MOFECNRET YHRAIETE HAMMYME TAROMD OCoG0M PETYNMPOBaHKHA.

7.3.2.6.1 Crpaua
CTpana, B KoTopoRd fedcTayeT JaHHOe DerdCTRauMoHHoE YIOCTOBSpEHKEe, JoMmHHa BuiTh Yialada ¢ no-
MOLER OBYX- KNA TPeXGyKBEHHEY KOG0B B COOTEETCTEMH C 150 3166-1.

Mpumedadne — 0nA obfoadayeriR EBpONERcKorD COKEE MOKHO MCNONLI0BATE KOO ELL, HE sEnsomniace odinuue-
ArtHBIM B0 GTRaHE M3 FICO 3186-1. ERpansfcgnia ol RENRETCA HE MCYIAPCTEOM, 8 ORIEHHIELMEH, HNEHAMN KOTOROR
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FENFOTCH CYBSDeHHES rocynapeTed. Mo atod npaqeHe kg EL He momet Bhite cduyiansyo aersraes 8 ACO 31668-1. Yau-
ThIBEA, BOHAKD, HTO ¥ MEOMx nonsanearensd WOO 3166-1 ecre peaneHan notpedHocTy B NpUMaHsEHEK koga EU, ArasTcTeo
0o BegesnE MO 316 apesepenpoaand 3707 KOG ANA naeHTHesaur Eaponefckorn coxosa BHe pamor MO0 3166-1.

7.3.26.2 TeppaTopHA

Korga ynonHoMOoYSHEER Oprad BedaeT peracTpaukoHHOE yIOCTOREDEHME, B KOTOPOM NPELYCMOTDEHE
OCODEHHOCTH Er0 TEPDHTOPWANEHOID NPUMEHEHKA, TO COOTRETCTEYIOWARA TEPPUTODHE MONET DWTE YEalasa
C MOMOLWEBK IHAYEHWA M3 COOTEETCTEYIOWEND HOPMAaTHMBHOM cnoeapsa. Jomske ObiTe YEAIaHL CAM TEDMAH W
o HAeHTHDWEaTOPR B 3T0M CNoBape.

Mpusmep — B pazubix npoguryuax Kanads! wpududeckuld cMamyc omiyckd NekapcmeeHHo-
20 cpedemaa MoMen omauyamsca. B mo epesMA kak cmpadol pesucmpatiuy ocmaemca Hanada, a
amos ampufyme Mosym Shims YKaszans! HA28aHuR npoauHUUld U opududeckuld cmamyc omaycya a
Kamdol npoauHyul.

7.3.2.6.3 TeppuTopHansHsA DETHCTRALMOHHBIR HOMER

STOT aTpUbyT DON#ed COQEKATE DerMCTPALKOHHEIA HOMED, NDHUCBOEHHEIA YNIONHOMOYEHHEIM CRIaHOM
Ha OAHHOR TeppUTopHK. DopMaT NpescTaoneHUA — TeKCT.

7.3.26.4 NaTta euiNyCcka (NpespaweHds)

3T0T aTpubyT OOMeeH COOENXaTE AaTy, HA KOTODY BNAGENeU PETHCTRALWGHHOM YIOCTOBEPEHHA (AN,
ECNM TAKOBOTO HET, NPOMAIBOAMTENE TMEO NOCTABLWWK) BEEN NeKapCTEEHHOE CRERCTRED B 0DDallEHe B OaHHoH
CTpaHe WKW Ha QaHHol TepPUTODMM, a Takke OATy, Kofha 370 NeKapcTRaHH0E CPedcTRO «NEDEcTan DeiTe
OOCTYIHEIM HA DAHHOM Dbikkes. [aTa goneHa SeiTe YEA3aHa C TOHHOCTRIO B0 OHA ([0, MeCcALl, AeHb) B CooT-
BETCTEMK C OpPMaToOM, ONWCAHHEIM B cTadgapTe MCO 8601,

M PHMBYEHAR — #Bean e LPEPH EEHHS: DIRIHEaT MHRUMHDOBaHES Land NoCTasiy NekapcyBeHHDND CpagoTea.
HHE‘FE{:T&I'PD BibiTe AOCTYNHBEIM Y O3ZHENAET. HTO andieney par eCTRauEOHHOND yOoCTOEEDEHIEA NPWHAET pELUEHRE Gones wa
NpogaeEaTe OaHHOS NeKdpCTEaHHDE CRagcTEd HNKl 41D OEECTRHE PETHUCTREUADHHOM YOOUTORSDEHNMA MPERDAWEHD.

7.3.2.6.5 HOpuonYeckil CTaTyC OTNVCKa

B atom aTpubyTe nomsed SeTE YEA3aH I0DUIWYacKKiA CTATYC OTNYCKA NesapcTREHHOND CPeNcTaa B Co0T-
BETCTEMK C Knaccubukayrei, NPUHATOR YRONHOMOYEHHBIM Oprasonm. FKOpUHOMYeCkMA CTATYC OTNYCKE OOMEeH
DbiTE BIAT M3 COOTERTCTEYIOWEND HODMATHEHOMD CNoBapa. JomeHbl GoiTe YEA3AMEl CAM TELMHH M 2o MOeHTKH-
iKaTop B 3TOM CNoRapE.

Mpusepsi

1 POM — mansko no peuwenmy (Prescription only medicine).

2 P — omnyck monsko yepes anmexy (Pharmacy only medicine).
3 GSL — obwan npodaxa (General sales st medicine).

7.3.2.7 MNpegocrasne e NepHOaMHEcKOrD oT9eTa No GeannacHocTH

MepuoguyecEMe OTYETE Mo Ge30nNacHoCT NekapcTeeHHorS cpeacTea (NMOEBNC) # NeproaMYecKnE OTYeE-
Thl G0 OUEHKS COCTHOLWSHWA &rd NoNk3bl W PACKS NPEA0CTaanADNTCA BNagensUes PerdcTpanMoHHSrS YyoocTo-
BEQEHWA YEPEs ONpedeneHHse HHTEPBANL BREMEHK, 330aHHLIE NPH DErMCTRAUMK NekapcTEBEHHOMD cpegdoTea
WMWY ONpegeneHibIe QeAcTEYIWMM IaK0H0OATENLCTEOM. ITH OTHETEl COQEDMAT CoOOHYD WHgOpMaUMIc o
Npopune CooTHOLEHAR NoME3k W PUCEa NeXapCTREHHOND COEGCTEA,

Mpumedyadne — HOpMETHEHEE OUKYMEHTE HI OSHKOA TEQPHMTORHIA KOWCOHELAK MOTYT YTOHHATE TPEG0EEHWA,

OTHOCALWKAECH K ARGopManKl, BXNHHEEMol B NERROIHYECHNE OTHETRI N0 GRI0NacHOCTH NEKaPCTEEHHOM CRBSCTEA, HA-
NpMED. TEEGO0RATE, YTDS: ONPEAENEHHAR MHEXOPMALWMA NPESCTARNANACS TOMBED N0 IANP0CY.

7.3.2.7 .1 HacToTa npegocTaeneHqA oT4aTa no DesonackocTi

YacroTa npegocTagnesus oT4eToR no DesonacHocTH WM OTYETOR o0 OUEHKE COOTHOWEHUA NoNb3kE W
pHCEA NexkApPCTEEHHOMD CPEACTREA MOMET 3a0a8aTeCH 3AKOHONATENBECTROM WM YIOTMHOMOHEHHBIM ORraHdomM
CETMCTRHDYIOLINA NEKARCTREHHOE CPBACTED HA JAHHOH TeppUTODHH. 3TOT aTpubyT OCMseH YEAILIBaTE MH-
TERRAN NOBTOREHUA KAK YMCNOBOE IHAYEHME C E0MHALEH MAMEDEHMA BReMeHn. EQMHMLLI MAMEDEHHA O0NHK-
Hisl ByITh YEIIZHE B CODTRETCTEMK C MCD 11240 o peaynsTHpyiowel TepsiuHonoried. JomeHs 4cnons3IosaThe-
CA CHMBON EOWUHMLEL MAMADEHKA W WOSHTHUKETOD ITOMD CHMBONA.

Mpusmep — Yacmoma npedocmaanelud MOBMNC zadaemca kak Jeped kawible Wecms Mecales
a8 meyaHue Nepakix deyx Mem om Havana ofpallleHua NexkapecmaeHHo2o cpedomaa u pas a 2od a me-
YyoHUe cnedyroliux dayx mem.
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7.3.2.7.2 NaTa npegocragneHda

3ToT aTprbyT nonsew cofepeEars gatel npegoctasnesks NOBNC MK oTyeTor 06 OUBHKE COOTHOLLE-
HMA NONbB3E W PUCKE BMECTE C 1a0aqHol YacToTol npegoctasnesqd. Jarta aomsHa OwTe YKalaua © TO4HO-
CTRIO 00 ARA (MO0, MECAL, JeHb] B COOTBRTCTRWA C RODMaTOM, onucaHHibiM 8 MCD 8601

7.3.2.7.3 MexayHapooHan 0arta posIeHHA

Mewogyuapoasas gata poxgeHda (MOP) para nepsol perdoTpauvd NPCoykTa B MAPEe, E0UHAR ONA BOeX
cTpas. Jata gonwHa BTk YEAIaHA C TOYHOCTEID 00 AHMA (fod, MeCcAL, 0eH:) B COOTBETCTRMK C (opsMaTOM,
ondcankeM B MCOD 8601

7.3.2.7 4 Nata otc4eTta

Ecnuv nexapcTReHHBIE CREACTES JIADEMMCTOUPORAHE B DAIHOE BPEMA, HO COOSMEAT OOHY WU TV ME aKTHE-
HYKD CYBCTAHUKIO MNK 0MOMHALMI0 AKTHEHEX CYECTaHLMA, TO YNONHOMOMEHHEIR ODRraH DQaHHOE TEPRATODMM
MOKET HIMEHWTE M FAPMOHHIMPOBATE YaCcTOTY W 4aTel npeacraenesda NOBNC W nepuoaryecky oT4eTon ob
CUEHKE COOTHOWEHHS NOMNBAR M PUCKE, HANPUMED, MHULHMWMDOBATE NPeqCTaaneHdkne OSWers oTYeTa no ITHe
NEKADCTREHHEIM CPBNCTEAM W YCTAHOBMTE HOBYIO GATY OTCYETa NEpWOOosE npegocTasneqws. Jara QonsHa
GETE YEa3aHa C TOYHOCTRIO 00 OHA (Mg, MecAly, GeHb) B COOTEETCTEHM C ropMaTton, ondcanHbiM B MCO 8601

7.3.2.7.5 Nata BNosvpoBalkAa DaHHBX

Oata GRokMpoBasHKE gaMHblX 03HaYaeT 0aTy NPperpaleHyda NPUaMa HoBkX OaddkiX ONA BUIICHEHHMa B
MNoOENC 1unk neproguecksd oT4eT 0f oueHEe COOTHOLEHWA NoNkak W preka. JaTta gonsHa GeTe yRalana o
TOMHOCTR 00 OHA (o0, MeCcAU, J&Hb) B cOOTBETCTEMM © opMaTON, GNHcaHHEM B MCO 8601,

7.4 Opranvaaumns

7.4.1 Obues onMcaMMa

Te knacesl, B AMEHA KOTOPRIX YEA3aHO aOpraHnaauynay, JomsaHsl MMeTes 0DWyIo CTRYETYRY, ONHCRIB3I0-
LY CPIaHWIALNKD KOHKPETHOMD THNA.

7.4.2 DeTtaneHoe onNMcaHde AHOPMaUMK ob oprasnaaumn

class eTanLHoe onwoaHme upﬂnmuﬂn/

OpraHuzauna KosTaxmioo nuue
- Agpec = Tipwa=ak koHg MEEHLNENS HOCTH
- MosHTHGWEATOR - Pome
- HaumehosaHne e Tane oMM YHHHELHOHHES SOpec
- MNpusak koHdugeHyransHocTi [0.1] - DEMWNNA, WME OTHECTEO
Jiil

Apyroe MECTOH X ORIEHNE

- Appec MeSTOHKORIEHN

- Waedtadmkarop [0.1]
«  Ponk MBcToOHAXOMEEHWA

PurcyHor 10 — OeTansHsn Mogens BHfopaaune of apradniagin

7.4.2.1 Opraniaauus

7.4.2.1.1 MoeuTuduearcp

STOT aTpubyT QONMeH COQepaTh YHHEANLHLIA WIEBHTHRWKATOD Copradkaadsi. MosHe WenoNeaneaTe
MERKAYVHIPOOHYD CHCTEMY YHUEANBHOR MOSHTHEOMKA LM Oprasiknaaumgi.

7.4.2.1.2 HanmeHoBaHWe

STOT aTpUGyT JoMMeH COOSpMaTh HaMMEHOBaHHE OPraHM3aury B TekcToRoM GopmaTe.
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7.4.2.1.3 Agpec

3ToT artpuliyT gonwed COOEpWATE AOPEC OPrAHWZALAY B CTAHOAOTWUAIOBSHHOM CTRYRTYDMDOEAHHOM
diopMaTe agpeca.

7.4.2.1.4 MNpAsHak KoHDWZEHUHaNbHOCTH

STOT STPUEYT MOMET CONSRHAT EATEMNEHID KOHGMISHUHMANBHOCT A MHgepMaund of cprasuaad . Ka-
TEMOpKA J0N¥Ha BeiTe BIATA W3 COOTEETCTEYHILErS HOPMAaTHBHOMD chosapd. JonmHel GwTe YHA3IAHe Cam
TEQMHH 14 M0 WOeHTHDUKETOD 8 ATOM CROBIpE.

Mpusepsi — KowgudenyuansHan, 63 ospaniverHuil,

7.4.2.2 KoHTakTHOS ML
STOT KNACC MCNONEIYETCA ONA YKAIAHHA KOHTAKTHOM NYUa B CPraHHIaLMM 1 arg pona.

NMpumeya sy e — HIpMATWMEHLIE QOEVMEHTE HA OAHBOA TADDATORAW HDHCOMELEA MOTYT YTO4HAT: Tpedosa-
HHA, OTHOCALKECA K MHIPOPMELHAN O KOHTIETHOM ITHMUE, HENPpHMEp, TRPEDoBET L, wode 578 nidopMaumA NpsgoTaanAanadts
TONEKD MO 3ANP0EY.

7.4.2.2 1 PaMAnKA, MMA, oTHeCcTBD

STOT aTpubyT OOmHeEH CoOOepaTs Qamandio, HMA, OTYECTRO KOHTAKTHOND Nila B CTaHJa0THI0EaHHOM
dfopMaTe, ONACHBMOLWEM CTRYETYPUDOEAHHOS NpeqcTane e aMunivK, WMeHk, OTHECTES.

7.4.2.2.2 TenekoMMyHHEILMOHHLIA anpec

STOT aTpHOyT QOMHEH COOepHaTh TENEKOMMYHAKILAGHHER 3PEc KOHTAKTHOM NWua (TenadioH, Jnes-
TEOHHAA No4Ta K T.4.) B CTAaHOapTHI0saHHon (GopMaTe, ONICEIBAWEM CTRPYETYDHPOBIHHOE NPeacTABNEHNE
TENEKOMMYHHUEALWOHHOMS 3APRECca.

74223 Pone

B atom atpubByTe 0ormeHa BhiTe yHaIAHa POMNb KOHTAKTHOMD NMHMUA B OPraHHlau«qu, CEAIAHHAA © KOHTER-
CTOM OaHHOM NERapcTEeHHons cpeacTea. Pank AonsHa GelTe BIATA M3 NOOX0OAWENS HOPMETUEHOND CNOBa-
pA. QomeHsl BT yEaIaHE CAM TEEMUH W BI0 MGEHTHGWKETOp 8 3ToM CoBape.

Mpusepi

1 ¥monwomovesMitld mo chapaaroxnadzopy (op2anulayUonHLII Konmercm: anadeney pesucmpa-
YuoHHO20 ydocmosapesua).

2 ¥nonmHoModenHsil N0 aLMycky cepul (Opeanu3ayuoNbIil KOMMEKCM: NpouIeodumens).

3 OghuyuansHell npedemagunmens cMoHCops (0D2aniIauyoHHLID KOHMEKCT! CoHCoD).

74224 MNpuasak KoHDWEeHUMaNsHOCTH

STOT aTpubyT MOKET COOSPMATE KATEMOPHAK KoHEUIE HUHMANEHOCTH MHEOODMALMN O KOMTAKTHOM NHUe.
Kareropia 0oMmeHa GolTe BIATA WA COOTEETCTEYIOWETS HOPMATHRHOMS Cnoeaps. JonwHe DeiTe YEIIaHEE CamM
TEPMUH 1 20 WOeHTHgMKETOD B 2TOM CloBapea.

Mpusepsi — KowgideniyuansHan, 6e3 ospaMdldenuil,

742 3 Ooyroe MecToHaow I aHke
ATOT KNAact MCNONEIYaTCA ONA YEAIAHHA OOHOM WK HECKONMBEMY IHAYKM X MECTOHAXOKEOHMA OpraMn-
ABLMM M PO 3TOND MECTOHAXOHIE HMA.

Mpumedadne — HOPMATHEHSE OUKYMEHTS HA DAHKOA TEOPMTOPHA K PWCOMELAE MOCYT YTOMHETE TpedoaaHunA,
OTHOCALWACH K HRGODMALKKE O OpYyTHY MECTOHEXMHOSHWAK, HENPUMER, TpaboeaTs, 9Tobs 318 MHEOpMALWA NpegErae-
NANECE TAMLKG N0 3anpacy.

74231 Apgpec MECTOHAXONOEHHA

JToT arprlyT JOMEEH CONeHaTe 8PEC MECTOHAXOMAEHWA OPraHH3aLMH B CTaHIADTHICBAHHOM CTRYE-
TYPHPOBAHHOM ODMaTE agpeca.

7.4.2 3.2 Pone MeCcTOHZKOMASHIA

B arom atprbyTe nomema BelTe yEaIaHa pofe MECTOHAXO0EOSHNA OPraHNIALNA B EOHTEKCTE JaHH0ro ne-
KAPCTEEHHOrD CcpEOCTEA. Ponk 0omaHa BhiTe BIATA WA NOAXOQALETD HODMaTUBHOMD cnoBapA. [onsHsl BeiTk
YHAIAHEI CAM TELMMH M Er0 WOSHTUMESTOD B 3TOM CNoBape.

Mpusepsi — Mecmonaxoxderue HOpMamuaHO-cRPpasoyHoll tHbopMalul cucmesmsl apMaro-
Hadiopa [opeaHuIaLUoHHEIL KOHMeKem: anadenay pesucMpaLioNNoeD yAocmoaepeHua).

74233 WoenTudukarop
STOT aTprbyT DCMEEEH COAeMHaTE YHUESNBEHEIN KOSHTHEHEATOD MECTOHAXCHAE HANW CpraHMaaune. Mow-
HO WCNoNEI0BATE MEKOYHIPOLHYRD CACTEMY YHHUEANSHON MOSHTHEWKILMH MECTOHAXELEHHNN SRralnaagMin.

a3
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7.5 MNponaeoguTenk/Npean pHATHE

7.5.1 OBwee ondcaHMe
B atom pazgens ondcada dHopMaUMs o NPoMIBcOTens Wik NEednpHATAK 1o NpoMIsnacTey nekap-
CTREHHOTD COe0CTEa.

class BhICDHQWEBﬂE OTIACaHWE M0 EDOWMTENR /

NMera poTEe HHoe Mpo#a8oqATE e M powaBoge TEEHHAR Y ROMHOND e HHE LA

CpEAsTED M pEan pATe TR paLHA opran fDpraHasaumna]
1+ | (Epranmzaume)

Pucyhor 1 — BrlCOkOypOBHEEEA MOOENE MHEOPMALMH O NPOH3B0OMTENS WKW NPEANEHRTHH

NexkapcTeEHHOR CREOCTED ACCOUWHPOBAHD C HHDODMAUMER 00 COHOM HNA HECKONLEAX NPOXIBOOMTE-
NEX WNH NPEANEHATAAX, BeNOMHAIOWHMY DaINUYHBEE NEPOMIB0ACTREHHEIE ONegauny o NPoOHIBCGCTRY ITOND
NEKApCTBEHHOTS CpEAcTEa. Hagaop 3a aTod DeRTensHOCTRO OCYLLECTENRET COOTBETCTEYIOWME YIonHOMO-
HEHHBIE Opras.

7.5.2 feTtansHoe onMcanKde AHGOPMaLHMH O NPOMIBOONTENS MMM NPeOnpUATHR

class deTamndf HHbopuiie o ﬂﬁdh’!lﬂ.ﬂh.’tl‘l!/

MekapsTHEHHOR £PsAE TEa

Mg L THE Dl i A
i ol S 2T 1l i U O T TR ORERERER
|Dprasezausn) Date werano achcrean [0,.1] y ] OprAK [OprAMM :
1. Hamop rljeH= e B 'ﬁﬂﬂ’h’ﬁilﬁﬁm’d'ﬁﬂﬂﬂ AermarmiocTe [3.1]
- Mpesiar kospasasipansAoe T (004] W
o T orepa i

i

Pucyrox 12 — [etansHan mogens sHROopMaune O NpoussssuTens Mnd mpsanpaATHA

Niexa PCTEEHHDE COSO0CTRD OOMSHO Okt SCCOUMADORaAHD © OO MM MITKW HECKONBKKUME NPOMIBOOWTENAMK
MM NPEaNpUATHAMK.
Mprmrmedadnme — HOpMATHEHEE OOXYMEHTH HE OAHHOA TEDRHMTORHE K PRMGOHARLAK MOFYT YTOSHATE TReSoBaHuRA,

OTHOCALBECH § BHROPMALMA O NEOKIBAOATANAY 1KNA NPEOANPUATHRE, Hanpamep, Tpeboeate, Yrobel 3ta WHEOPMALKR
NEedCTEENANAGE TONBKD MO 323NDOcy

7.0.2.1 NpovascauTens MpeanpraTie [OpraddaauWwa)
MHbopsaumMs o NpoMaB0aAMTENEMPenNPHATHE, BuiNCGNHAKLLER KOHEPETHYIO NPOMIB00CTBEHHYH GNEpa-
LMkD, gonkka GoiTe Yeadada, cnedys wabnony wepopsatikih of opraHHaauK«g, onucandHomy B 7.4,

Mpusmepi
1 Onepayus cabLIMycK CepuL s abLINOMRASMCcA npouzaodumeanes « Pupma ABB s,
2 Onepayus «NepeMapkipoaras ebimonHAemca npednpuamuem v@upsaa FE».

7.5.2.2 MNporacacTeeHHan onepayus
STOT KNace JorieaHd COOepaTe KHPOpMAaLKK O NPoMIESGCTEEHHDR ONepanvd, BeINONHAEMOR KOHKpET=
HIoW opradK3aUMed NpowaecgMTenA/ npegnpaATHA.
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7.5.2.2.1 Tvn onepaw ke
3107 aTprlyT DoMsed Cogep#aTs TWN NPOAIEDOCTEEHHOR ONEpaLWK, BIATEIA W3 COOTRETCTRYMILEND
HOPMaTHEHOM cnosapd. JonwHsl BbiTE YEa3aHe CAM TEDMAH K Br0 MOEHTHgHKATOD B 3TOM CNOBapE.

Mpusmepsi — MMepemapkupoeka, NepeynaKkoaxa, eLInyck cepuy.

7.5.2.2.2 HoMep NUUEHIKK Ha $apMaleaTWYecky s JeATENEHOCTE

B atom aTpubyTe oonmeH BeiTe YHAIaH HOMED MUUeHIMK Ha DapMayesT M4eckyid 0eaTeNLHOCTE WKW &ro
AKEMBANESHT. POpMaT NpeSCTAENEHWA — TEKCT.

7.5.2.2.3 NaTta Havyana QedcTBuA

B aTomM arpubyTe gomssa GeiTe yHaiawa 0aTa Havana JeRcTEHA NWUeHIWA Ha (DapMaycETHYSCRYI0 Go-
ATENEHOCTE, MASHTHENUMPOBAHHON B npedelaywen aTtpubyre. Jata gonsHa ObiTe YKa3aMa © TOYHOCTER A0
OHA (Mo, MECAL, J8HE) B COOTEETCTEMK C (POPMAaTOM, SnkcanHpiM B MCD 8601.

7.5.2.2.4 NpA3HaK KOHDWIEHUHANBHOTTH

ITOT aTpUBYT MONET COOePMATE KATEMORMK KOHDMOSHUMANEHOCT MHOPMALWK © NPOWAB0OCTREHHOM
anepadun. Kateropus gombkHa GbiTe BIATA M3 COCTRETCTEYIOWEND HOPMATHBHOM cnoeapR. JomsHs Dol
YHAIAM b CAM TEDMMUH M 8r0 WOBHTWOMKATOD B 3TOM CNOBADE.

Mpusepsl — KongudenyuankHan, §e3 ospanuyenull,

7.5.2 3 ¥nonHosModeu el oprad (Opradv2aysa)
Miedopmadus of yNonHoMOodedHOM Opraqe, OCYLEcTENSI0WEM HAAIoP 33 KOHKPETHOE NPOMIB0acTBEH=
HOW onegayned, 0on#Ha SeTe yRalaka, cneqyq watnony WHhopMaukK 0f opraHAIaums, cnicasHoMy 8 7.4,

7.6 YnakopaHHoe NeKapcTEeHHOR CPBACTRO, BENOYIA NPOMIBSASHHLIH NPOAYET M
MEOULHHCKOR HAOenHe

7.6.1 OBwmre nonoXeHKA

B arom paanens NpUEEOEHS ONUCAHWE NeKapcTBeHMord COeOcTRa B TepMUHAX YNaKoBAHHOTS Nekap-
CTREHHOTD CPEdcTEa, NPegHaIHaqeHHOro ONA NOCTABKK WNK NpOdas.

Ofdcaqie yNakosaHHOM NekapcTBeHHoNT CPeacTea QoMK OXBaTHERTE BOE CNOW YIEKSBHM OT BHELW-
HER S0 MEpBAYHOA, GOHY WK HECKONLHED @0WHWY, BNCHEHHLIX B YNAKOBKY, W CODCTREEHHD CNMCAHWE OTEMN5-
HElX BOHHKLL

Knaco «¥Nakopaqduoe NeKapcTEeHH0E CPEACTEOY OEACTEYET K3k KonnekTop gnA bonee OeTansHsix
Enaccos. B 4acTHOCTK, k300l oTA8NEH0N YNako2aHHod BOMHWLE COOTEETCTBYET OOWMH IKISMNNAD Knacca
r ¥NAKOBaHHAR BOMHILAD.

Knacc «¥nNakopauHas gy iKuEa s MMEET PEEYDCHEHOS OTHOLWEHHE C CamMiiM COS0R; 3Ta CNOMHOCTE HEOD-
XOOWMa GNA ONWCaHnA YNaK0Bck BHYTDH YNAKoBOK, HANPHUMED, KEapTRHMOMK B BNWCTEpHOM DYEaBe B RopoGHe.
YhakoeaHHas egMHuua MoweT BeiTe ngeHTHbHUHpOBaHE © NOMOWEID OOHOM WK HECKONLEWE HOeHTAdMES-
TOROE B HOCHTENAK JaHHBIX.

YNAKoBAHHAA BOMHHULA MOMET WMETE COCTABHLIE YacTW, HANPUMED, KONNAY=H; GNA oNACZHWA 3TorD
PaKTa MCNONEIYETCA KNACC « ¥NAKoBEa (KOMNSHEHT )b .

Came HAMHAL YOORHER YNAKDBAHHOA B0MHHLL (KOHTEAREDA), Ha KOTOPOM 3AK3HYHBIETCA PEEYDCKHA,
ABNASTCA TOT, KOTOPBIA WMEET HENOCPEACTEBEHHLIA KOMTAKT C dMMaIMHECKHM NEKAPCTEEHHEIM CREACTEOM, Npad-
CTapneHublid Knaccom «1poriBadeHHe npodyrTs . NpoHIRegoHHbIe NPOGYRTE ONWCLIBANTCA B TEpMUHaX
CEOWE MHIpEZWUeHToa, 4To Bonee geTansHo oboywaaeTca 8 7.7,

YNAKSBAHHDE NEKAPCTESHHDE COSOCTES MOEET JONONHATECA MEOHLUMHCKHM Wanennes. MM MomeT DeiTe
YCTPOWCTED ANA NPUMEHEHAA NEKapCTREHHONS CREHCTES, HANPMMED, OpankHbd WRPWUY, Takoe YyCTRpoRCTEG
CMHCHIBAETCA KnaccoM sMegruuHckoe Wagenves (MMelkM THN «YoTpolcTeo OnA npemexedass ). Ecne
HAOENWE SBMAETCA HEOTHEMIASMON YaCcTh YNAKOBAHHOMND NEKADCTEEHMHOTS COEOCTRA, HANDHMED, NPEnEapW-
TEMNLHO 3ANONHEHHEEA WNPKL, TO OHO TAKKE ONWCBIBAETCR KNAccok «MeguuKMHcKkoe W3genwen (MM e
THN sMHTErprpoBRadHoE yoTporcTRO . ONA knaccudrxaumny nogobusx Manendi MCNoNbLIYIoTCA PaanMYHbe
CHCTEMbI KOOWDOEIHWA, KOTORRE MOMYT BbliTe NPEACTABNEHL KNACooM s HOMEHKNATYDA MaOenvds, a vHdxop-
MAUMAE O CEpMH MOMET ObiTe YHAlIaHa © NOMOWEK KNacca «MaeHTudWEaTop cepiis. MpodIncgcTEeH Hblg
CNEpaUMi, CEAIAHHEIR C MEGWLMHCEMM WATENHMEM, MOTYT ObiTe YEAIAHE C NOMOLWLIO CTRYETYR JaHHeX «po-
HIBOOWTENsMpeanpuATHe (Opradu3auMa )y, CnMcaHHex 8 7.5

MpW HEOSXOOAMOCTI MCHET OeiTh ONWCAHD Takxae NDe0RIBaHME Ha NOMKE KM XPaHeHne NeKapcTBEHKO-
Mo CPEOcTEa WK MEequUMHCKOND WIOenA.
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PucyHok 13 — BecOROypOEHEEDS ONHCEHWE PEZOENE YNEKDEEHHOMN NERGPCTEEHHOM CReOcTea

Y¥NakoBaHHan eguHrLa (B ocobeHHOCTM BHEWHAA YNAKOBKA), MMM CICTEEHAR YacTh YNAKOBKKE, a8 Tarme
MEIHLWHCKOE H3TEMAE W NEOWIBSOEHHER NDOOYET MOTYT HMETE PHIMHECKHE XADAKTEDHCTARA, BKNKYAA NEH
HEeolXo0MMOCTH MInhpakeH e YNAKoEaHHON S0UHNLEL.

Kpome Toro, yNakoBpaHHoe NedspcTBeHHOE CPencTas, MEQWUMHCEOS WAOenHe W NpoMIsedeHHLIA npo-
OYET MOTYT MMETE DRO OPYITHE XapasTePUCTHE,

Mpw HEOSXOOQWMOCT © YNAK0BIHHEIM NEKADCTERHHLIM COENCTEOM MOMHO CBAIATH KWISHTUEMKEIToDE
CepHM, To ecTe BAID 1« BAID 2,

B proe cnyqaes WMdopMayna O pericTpaydid cneddpryYHa gna ynarosaqHHors MekapcTBeHHONS cpeg-
CTBA, HANPHMED, KOTQS HPHMOMYECKWA CTATYC OTNYCKA OTOEMNbHEK THNOE YNaKOBOK NEKapcTBEHHOM CpadcTBa
OTAHYIETCA (HANpUMEp, YyNaKoBKa 43 NATH TAbneTok He MomeT ObiThk YE333Ha B peuenTe, a |13 30 moweT). B
ITHE CAYYARX MHPOPMALKWA O PEMMCTPaUMH MOKET BbiTh CRAIAHA HENOCDEOCTREHHD © YNAKDBAHKEM NEKaD-
CTBEHHLIM CREOCTEOM, HCNONLIYA CTRYETYPE, CNHCaAMHBIE B 7.3,

7.6.2 fetansHoe onucanue nHgopMauun ob YynakoBaHHOM NeKapcTBRHHOM CpeacTEe

7.6.2.1 ¥nakoRaHHOe NEKapLTBEHHOE COEnCTRD

7.6.21.1 Woewrudukatop PCID

3TOT arpuyT DoMKeH COOep#aTh HOSHTHEHMKETOP YNakoaa M ors NeKapcTRBeHHoN CPaacTea, KoHCTRY-
WEYEMLIA B COOTBETCTENA C NDABHNAMK, HANOKEHHEIMK BRI B Nodpasgens 6.3.

7.6.2.1.2 Onucad1e YNakoskd

B atom atprbyTe AomMHS GhiTe yEA32H0 TRKCTOROE ONHCEHKHE YNAKD2aHHOro MEKapcTEEHHOTS CREGCTRA.

3B
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PuoyHor 14 — OevaneqHos onkeadde Medbopmagun of ynawopaHHoM NEXapcTREHHOM CpagiTes

7.6.2.2 YNakoraHHan equHEUa (KOHTRAHER)

YNakonankan egkMHiLa MoseT GhiTe HEQENKMoH MMM NPE0cTaEnATE CoBoR YyNakoBKy, COJEDHALYID HE-
CHOMBKO OPYTHY 0MHAL. 3T eTHHALLL MOTYT ShiTe OOHOTATHBIMIA KA P3IR0TINHLIMEA.

Ans asaoio BMAa ¥NAKOBEHHBIY EOWMHWL, BXOQRLIMK B COCTAl YNAKDBIHHOTO NERapCTEeHHOND CPEn-
CTBE, A0MkHA DbiTe ONWcaHa ¥oTA Bewl 0OHa ynakobadHas eguHdua. Ecnk B yNakopaqHos NerapcTEeHHOE
CPEOCTEO BXOQT HECKONLED MOEHTIWHHE YHAKoSaHHLIX GOMHAL, O0TEHD DRiTE YRaIaH0 WX KONWYeCcTaO.

Mocnegyiowes Sones JeTaneHos onMcaHne aCCoUMMPOBaHHBIX KNAoCooe OEHD GbiTe CEBAIAHD TONBED
C OTABNLHOR 8OMHHLEH,

Ecnu yNakoBaMHan SaMHWLA COOEpMHT OpYryio YNaKoBKy, TO AN NonyYaHuA NEaBuNsLHOre NpeqcTane-
HUA OOMHHD GEiTh ONMCAHD BNOMEHHE YNAKODOK.

Mpusmepii

1 ¥nakwoeadHoe NexkapocmasHlos cpedcman, JIaKMyerhoe @ eduHcMasHHYe yYakoaky (Hanpu-
MEP, NYILpeR C 0panbHLIM DACMEBopoM, aHeWHAA kopobra omoymemeyem), Sydem carzano ¢ odwod
yravoganwHol eduHuyed (komopas 8 ceow ovepeds carRiana ¢ od UM NpoulgederHbiM NpOdyKIToM),

2 ¥nakoeahWHoe MeKkapcmesnHoe cpedcien, UMelowjes aNelinNoD YNanoeKy, @ KOmopyh efoMe-
Hbl @HYMpesHUe Yrakoasy (Awuk, codepxatyull daa GnuemepHibix pykaea no 20 kancyn unu kopobka
¢ 4 chnavoHamu pacmecpa dNR UHLEKULE), Gydem cer3ano ¢ JayMA PERYDCUEHLIMY YITaKOEaHH LML
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eduNLLaMU: podumenkLCckan ynakoeankas eduHuya, omnickleaowan SWux uny kopobky, U doYyapHan
yrnawogasHan edunuLa, onuckiaalowan GnucmepHsld pyxkas uny chnakor (mocnedHAas @ cack oYe-
peds ceAzada ¢ npoulsedenHsiM npodykmonm).

3 ¥nakoeanwoe nexapcreenqoe cpedomen, npedomaanaoilee cobold KOMMNSKNT U3 HECKOTL=
KUX SHympeHHuX eduHULl PazHos0 MUuna, anowmedHbLIx a obllyio aHellHio ynakoaky [Hanpumep,
Ak, codepaxatyul mwoluk ¢ kpeMom u GnucmepHil pykae ¢ mabnemiamu), Sydem caqazano ¢ day-
MA pERYPCUBHEIMU FTaKoaaHhLIMU eduhulasu: podumensLckan ynakosanHan eduHUYa, OnucLIaar-
L{aA ALK Nl kopobky, U dae JoyepHUX Fakogasnbix eduNuLLl, ONUCLIB3OWLE COOMEEMcMasHHo
miobuk U GaucmepHLID pykaa (kaxdan vz dovepHux eduHUL a caor ovepedh CEAIaRa © NpoUIeaden-
HiiM NpodyKmon).

7.6.2.2.1 Ten yNakosawsol egMHnLbl [KoHTERHEpa)

B aTos atpuliyTe gonwed OuiTe yKaias THN yNaKoBaHHoR SOMHMUE (KONTEAHERA], ONUCIBAOLWKA fon-
AWYECEHA THN KOHTERKEPA ANA NEKapCTE B CooTRETCTEMK © WMCO 11238 v peaynNeTHRYHILWER TERMAHOIOMEHR.
Oonsike BeiTe YEaIaHL CaM TEDMAH W Bro WOEHTUWEMESTOD B 3TOM CNOBApa.

Mpuseps — Auwuk, dhnakox, GnucmepHsil pykaa, npedeapunmenbio IamonHeH LT WTpLL.

7.6.2.2 2 KONW4YeCTES YyNakoBaHHEX 8JWHWLY (KOHTEAHEpOoR)
B atom atprbyTe AonHO GeiTe YEEIEH0 KOMWHECTED (MMM YACN0 WTYE] YI2KOBIHHEX BOMHKL

Mpumaydaruwe — MNockonssy KNECE £ ¥NEK0BEHHAR S0MHALE Y HMEST DEKYDCWBHYH CBA3L, NUIBONAKLLYH OTH-
CEBETE KOHTERAHE PG BHYTPH KOHTEAHEPE, TO NEPELIA (CAMBIA BHEWHAR ] KOHTEARSE OGRETENLHD J0MEEH KMETE KoNEqe-
CTBO o 1%, 4T D3HSHEET MHUUAMDOBEHWE LN NOCTAB0K NEKEDCTEEHHOM SDB0CTRE.

7.6.2.2.3 Matepwan

B atom aTpubyTe Jonser OeiTe ONMCas Mmatepqan (Matepuans} ynasoekd NeEKapcTeeH HOrD CRpencTea B
cooreeTeTEME ¢ MICO 11230 » peayneTvpyiowed TepauHonormeid. JonwkHe BelTe YHAZAHE CaM TEDMHH W &ro
HOEHTHPKEaTOD B 3TOM CNoBape.

7.6.2.2.4 ANLTepHaTHBHLIE MaTepWan

B atom atpubyTe gonsed GwiTe ONHCaH ansTepHATHBHBIA MaTepuan (MaTepkans) YNakoskd nekap-
CTBEHHOTD CReOCTEA B cooTaeTeTedd © MCO 11239 1 peynNsTpywWed TepmuHonomniel. JonsHe OeiTe yia-
33HE CAM TEEMHMH W B0 WOEHTHdMKATOD B 3TOM CROBAPE.

MepumesaHra — Y¥EA2EHME BNETEPHETHEHOM MATEPWENS KCNONEIYETCA, KOMLE NP NPOW3B0ACTEE yBKDEHA
CE3PELEHD ACNONBI0EATE BNETEPHATHEHEE MATEPHANE [HANDUMEP, PE3HEIE TN MMECTHEE ONA BNRCTEpHOID DyFaBa).

7.6.2.3 MoewTHpDHEaTOD B HOCHTEIAX JaHHbLIX
MoeuTH@UKATODE B HOCUTENAN DaHHB, HAMPWMED, WTRWK-KO0L, MOMYT MPUCYTCTBOBATE Ha KaAMIOM
YPORHE YNakoasn. MNMpl HEOBXOOMMOCTH MOEHTHOMKATOD B HOCHTAENAR DaHHbIX J0mseHd OnTe YEa3aH.

Mpumepsi

1 Hdenmughukamop @ Hocumenax dankbix dna mabnemyku ¢ Gnucmeprold AYelne (MepaUuyHan
¥rakoaka).

2 Mdenmudchurkamop a wocumenax dawHsix dna kopobxky o daysms GnUcmepHbIME pyKagamu
(amopuYHan ynakogxka).

3 Hdenmuthukamop 8 Hocumenax dannsix A 2pynnoaoll yNakoeky Yemeipax kopobox (mpe-
MUYHas yrnaKkoeka).

7.6.2.3.1 CHCTEME KOOWPORAHKWA HOEHTHRHKATODOE B HOCHTENRX DaHHBLIX

B atom atpubyTe DonwHa BelTe YEA3IAHA CUCTEME KEOOMPOSAMMA WOSHTWDHUKATOPOR B HOCHMTENAR OaH-
HblX, MCNONeIYA NOAXCOALYI0 CHCTEMY WOGHTADHKALMY CHCTEM KOOUPOBAHKA.

7.6.2.3.2 JHadue e HEZEHTHHOWKATOPE B HOCKTENAK JaHHbIX

2TOT aTpUdyT QonMed COOepMaTh OTOEMNEHOE SHAYEHWE, BIATOR U3 CUCTEMEl KOGUDOBaHKMA MEeEHTHGIM-
KATOROR 1 NDHMMEHHMOS K YyNAKOBEIHHOMY NEKARCTESHHOMY CREOCTRY.

Mpusep — Cucmesa kodUpoaaHua udenmudukamopoe @ HoCumenax dannkix: GTIN: anaverue
vdenmuthukamopa: 1234598765711.

WMudopsmauma o npeSolBarii Ha NONEE W XpaHeHAE YNakoBaHHOR aOHHRLLl (KOHTERHERS) MOMET DbiTk
CNHCAHE C NOMOWBID knacca «MNpedbiEaine Ha nonke [ xpadedras (oM. Hiake 7.6.2.6).
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DUIHUECKWE XADAKTEPWUCTHENW (BRICOTa, WADHHE, rmyDuHa, sec, $opMa ¥ T.4.) YNAKoBaHHCHE eOMHM-
Ukl (KOMTRAHEPa) MOMyT BeiTe ONMCAHL C NOMOLWEID ENEcca o@PMIndeckne XxapakTepucTiaine (oM. T.E2.11)
Mp# HEoGXODUMOCTIA OHH MOFYT BRNKYaTs B 0208 O0HO MK HECKONBRD M3oDpamerHid yNaKoBasHOR SaMHAL
(KoHTERKEpa).

Opyrve 2apakTepucTHEN YNaksBaAHHON BaMHEUL (KoOHTEAHERa) MOoryT GelTE ONHCaHL G NOMOLW B KNacca
adpyrie xapaskTepHcTHRM» (oM. 7.6.2.12).

7.6.2.4 MoeuTHduUEaToD CeprK

7.6.2.4 1 Woeutudueatop BAID 1

B aton atpr@yTe MoweT OuiTe yiazad koedTidieatop BAID 1, kOTOD&IA HAHOCWMTEA Ha BHELWHIDI0 yNa-
EOBKY KOHKPETHOA CE8pHW NeKapcTegsHHoro cpegcTea (cM. 6.4}, B ogromM ynakosaHHomM NeapoTeeHHoN CoaacTse
MOKET DhiTh HECKOMEKD PAIHBN CEPUEA M YEAZAHWE WABHTHDMESTOPA CEpHM MOMeT TpeDoRaATECA HE ANA Boax
THNOE YNAKCBAHHEX NeKapcTieMiey cpeicTe. MoaToMy OTHOWEHWE MENMOY KNACCOM «¥NakoRaHHOE NEeKap-
CTEEHHOE CREOCTEOR 1K « M DeHTHEWKATOR CapiM» MMEET KpaTHocTe 0%, B cnydanx, korha ynakosanHoe nexkap-
CTESHHOE COBACTED CONEMMT Gones anHoro NpoMIEEOEHMOND NPOAYKTa WHNK CONEDHMT MEOWLWHCKOS Mane-
nue, B kasecTee naeHTHebHkaTopa BAID 1 Mcnone3yeTcA TOT HOMED, YTO YKA3AH HA CAMON BHELLHE R YIIAKOBKE.

7.6.2.4 2 WnewtwdukaTop BAID 2

B atom aTprbyTe MOoMeT OeiTe yEadaw waenTwpueatop BAID 2, kOTopwA HaAHOCWTCA Ha NepRHYHYID
YNAKOBRY, HE ABMNALWYIDCA BHElHEN (o 6.5}

7.6.2.5 ¥YnakoBKa (KOMNOHEHT)

Nutan YacTe YNAKooEM YNAKOBAHHOND NeKapcTEBEHHON CREOCTEA MOMET BhiTh ONWCAHA C NOMOLWLE0
Knacca «¥YNakoeka (KOMNOHEHT) . 370 ONWCAHWE MONET OTHOCKMTECA K KOHTERHEPY B LenNoM MK K 8ro 4acTw,
HANPUMED, K KONNaqdey.

7.6.2.5.1 Ten xoMNoHeHTa

B atom atprbyTe gomeeH OuiTe YKAZAH THN KOMOOHEHTS, Y8l MaTepHan NognemunT ondcansio. Tyn gon-
WeH DeTeE BAAT W3 COOTBETCTEVIOWErD HOPMATHEROM Cnoaps. JonHel BeTE vKa3aHe CaM TEDMAH U 8ro
HEEHTHRUKATOD B ITOM CNOBADE.

Mpusmepsl — Kpbituka dna 3awuims: om demed, chnakon, npobka.

7.6.2.5.2 MaTtepuan KomMNoHeHTa

B aton atpubyTe MomeT BT YKaIaH Matepdan (MaTepuant:) komnodenTa. Marteprants omsHsl BT
CMHCAHEL B COOTBETCTEMMA ¢ MCO11 238 1 peayneTHEYIOLLEEN TepsaHonoriei. JonsHe BeTe yEaiake Cam Tep-
MUAH W 20 MOeHTUMESTOD B KOMTLOMMPYEMOM CNOREIpE.

7.6.2.5.3 ANeTepHATHEHLIE MATERPWAN KOMNCHEHTA

B atom atpryTe MoryT BhiTh YES3EHL aNsTEPHATWEHLIE MATEPWANE KOMNOHEHTA. MaTepuant DonmHe
GLiTE ONWMCcaHbl B cooTeeTeTEWM ¢ MOCOT1238 » peaynervpyiowed TepruHanoried. Jonsie BolTh yRalaHe
Cam TEPMKH M 8ro MOSHTUEMKATOR B KOHTDOMUDYEMOM CNoRapE.

MpumMeydaHra — YEa3aude BNsTEpHATHEHDM METEPUENS MCNONEAYETOR, KONEE NPW NPOWM3E0OCTEE yTEKODEKN
DEIPELIBHD MCNAMEINEETE ANSTEPHATUEHEE METEPHANE [HANPWMMER, PAIHEE TWNE DE3MHLl 0A NpoGeW ).

DHINHECKWE XADAKTEPUCTHEN (BLICOTA, WWpstka, rmybuHa, Macca, GopMa W T. 4.) YNakoBks (KoMNOHEH=
Ta) MeryT BeiTh ONMCaHE! C MOMOLWED ENAcCta « DHIHYECEHE XapaKTEpHCTHEM: (o, 7.6.2.11). MNpr Heobxonk-
MOCTH OHK BMONYT BENI0YATE 8 Ce0A OOHD WK HECKONBED HACDDaMeHAR yNakobed (EoMNOHEeHTa).

7.6.2.6 Npebeigaqse Ha Nonke [ XpaHeqme

HMupopsauxs 0 NpeSHEaHnK Ha NONES W SD3HEHWE MoKeT ObiTe ONMCaHa © NoMOoLWBEK kKnacca «[1pea-
SEEIHINE HA RONKE [ XPAHEHWE B,

7.6.2.6.1 Ten npeboiBaHqa Ha NONke

ATOT arpubyT ONUCHEAST KHOODMAUMI0 O THNe NPebLiBaHMs Ha NoNKe, NPUHAMAA B0 BHWMAHKE paa-
MUYHBIE CLEAHADAK, HanpUMep, NPatHEIHUE HA NONKE MCKXOOHOM YNAKOEAHHOM NekKapocTBeHHOD CpagcTea,
npedeBaHne Nocne NpeocbpainBaHKA, 2CNM TaKoBoe Duina HeobxogMmMo, Moce Nepaoro OTKDLITHA M3k peEa
M T A 3Ta MHpopMaUMa AomeHa DT Beipada M3 cooTBETCTAYMILLErD KOHTRONMEYEMoro cnoBapA. [onski
GETE YEAIAHE CAM TEDMUH W BM0 AEZEHTADHMEATOD B KOHTRONARYEMOM CROBape.

Mpusmepel — Mocne NepEo20 OMEPLIMUA, HE OMKPLIGagUIes0ca, NocHe Npeobparoaanun.

Meprol NpeteBEaHRA Ha NoNKe MoReT DeiTe YRAI3H © NOMOWED YHCNOBOIO THAYEHMA ONKHE Nepk-
003 BREMEHE 1 810 aiHuL MsMepeHrd. EQMauisl naMepess 0ontkel BeiTe YKasaHesl 8 COOTRETCTBMM C
VOO 11240 1 peaynsTHRYIOWEA TepMasonarsel. Jonwee MCnonb30BaTECA CHMEON EEHHMLUE WAMEDEHHA H
HOEHTHRMKATOD 3TOMD CAMBONE.
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Mpusepsl — Tpu 2o0da & 3aKpLIMOM COCHIORKUL, 28 Hed NoCne OMKEDLITIUA.

7.6.2.6.2 Ocobeie NPEQOCTOPOEHOCTH NPW XpaqeHdK

Dcofue NpedJocTopoRHOCTA NP XPaHaHHK, 8CNW TaK0BLe WMEIOTCA, MOYT BblTe BuiBpael M3 CoaT-
BATCTEYIOLEN HOPMATHEHOMD cnoaapd. DonsHsl GeiTe YEQ33HE CAM TEDMMH ¥ M0 MOBHTWDHEATOR B HOpRA-
THEHOM CIOBAPE.

Mpusep — He xpanums Apu mesMnepamype akitbe 25 "C unu Huxme 2 °C, Xpasumbs @ opuauHans-
Hol ynakoare, ymobcl He nodaepeams delicmau caema.

7.6.2.7 MeadunHcKoe Wagende

NexapcTREHHLIE COBOCTER MOMYT BbiTh 33DEMMCTDHROBAHKL B COMETAHMM C COMYTCTEYIOWMMHA MAOEMA-
AMK, HHBODMEUNA O KOTOPRIX MOMET ObiTh ONWCAHA ¢ NOMOWED KNacca sMeguuuuckse anende: . Takwe
HAOENUA MOTYT DhiTe PAIHEX THNoB (Cch. 7.6.2.7.1), Hanpusep, MOryT GriTe OTOEMEHLME YCTROHCTEIMA NPKA-
BARHEHHA, HEOTREMITSMEMA YCTROACTEAMK NOUMEHEHAA UM KOMIOHEHTOM NeKINCTERHHOIS cpeacTaa. Ecnu
NEKApCTREHHOE CPENCTED KOMBHMHHMDYETCA C TAKEM MANENKaM W DOCTHMIAEMER (DapMakonorM4ecii, KMMYHO-
NOrAYeckidi 14 MeTadonryeckiil 23 erT pacCMaATPHEISTCA KaK OCHOBHON CNOCoD NPHMEHEHNA, MEQWLMHCKDS
MIGENUE B ATOM CMYHAEe CYMTARTCR KOMNOHEHTOM NeKapcTReHMHOrD CpancTea.

7.6.2. 7.1 Tvin M3Oenus

B atom atpubyTe gomses GeiTe YK233H TN MANENWA, BIATEIA M3 COOTEETCTBYIOLWEND HOPMATHEMOMD Cho-
BapA. JonwHel GeiTk yKaIaHs CAM TEDMHAH 4 B0 MOSHTHOMKATOD B KORTRONKDYEMOM CIOBEDE .

Mpusepsl — YoempoUcmeo NpUMeHeHUA (HanpuMep, easuHanbHED anmaukamop, kanenbHan
AUNemEa), HEOMbLOMASMOS Yompolcmao (Hanpusep, npedeapuimanbHo 2aNoNHeNHLIN WNpULY, a3po-
IONLHLID BH2ANAMoR), MeduyuHckoe uadenue (Hanpumep, nodnowka OnNa KASMOYHOS0 TeKapcmadt-
Hozo cpedomea), dpyzoe yempodomao (HanpuMep, painuyHsie NomMasku).

7.6.2.7.2 Toprogog HanMeHoBaHWe Maden4s

B arom atprbyTe MOo#WeT BbiTh YK3Iawo TOproBoe HaMMEHODaHWE WAIZJeNKWa, eciy TAKOBOD WMEETCA. B
opMe TekcTa.

7.6.2.7 3 Konv4ecTes Manenkia

STOT atprEyT COZEPWNT KONWYSCTED HIOENHE B yNaKoBKE.

Mpusmepsi

1 ¥naroeka, codepyailan NAME CAOpUNLNLIY NOMaINoe dng o6pabomil UHLONLUONHDS0 NOMA:
KonuYecneo = 5,

2 ¥nakoeka, codepwailas noxky 5 an dna nexkapomaa: konuyechao = 1,

T.6.2.7.4 ApTHEYN

B atom atprbyTe MOMET ORTh YEA3aH 8PTHKYN YCTOORCTRA, BCNW TAKOBOW MMEETSA. B TEKCTORSHA hopME.

7.6.2.7.5 HoMep ModenK

B atom atpHbyTe MomeT DbiTh YEa33Ha MOOeNs YCTPOWCTES MNW B8 HOMED, BCMW TAKOBEIE HMEBKOTCA, B
TEKCTOBOW hopME.

7.6.2.7.6 MaTep1an “agenus

B atom aTprbyTe MokeT OwiTe YKIIAH MaTepuan (Martepuans) vagendd. MaTepuans JomsHsl BolTe OnW=
CaHul B COOTBETCTEWA © MCO 11238 W peaynsTvpyiowed TepMUHonoriei. JonmHe! GiuiTh YKaiaHs Cam TEpMHH
W B8N0 WIEHTUMEATOP B KOHTDCNWDYEMOM CRoBape.

7.6.2.7 .7 ANcTepHaTHBEHbIR MaTepkan nagenws

B atom arprbyTe MOMeT BulTh YE333H ansTEpHATABH IR MaTepran {Matephanes:) nagenss. Matepranes
OonwHE BolTh an#caksl B cooTBeTcTEMA C MCO 11238 » peaynetvpyowed TepmuHanoried. JomsHbl OoiTe
YHEIAH b CAM TEDMAH W 28r0 WOEHTADWEATOPR B KOHTRONMDYEMOM CNoEape.

I PHMEYAHBEE — Yiazasue HNETSMSaTHEHOM MATAEMANA MCNONEIYETCA. KOMGE NP MPOM3EnOcTEE yHNEKDERA
pEIELUEHO MCNONBINEATE BNLTEDHATHEHEE MATERHAMNE (HANDWMEE, PAIHEE TNB MMECTHER ONA NOHKEA :I

7.6.2.7.8 Npyadak annepredHocTH

MpW HEoBXOJWMOCTIA B 3TOM aTpHByTe MOoMeT GhiTe YEAIAK0, YTO WAOENHE COOeDMNT annNepressl MnK
MATEPAANE], KOTOPE MOTYT BolibBaTh ANMeprig. ANNepreéds Wik MaTepuant, KoTOpLIe MOryT BeI3sIBaTE
ANNeprik, QomkHEl GolTe OnKcaHs: B cooTEETCTEMM © MCO 11238 1 peayneTMpyIoWEA TERMARONOTHEN.

a0

Pa3spaboTka anekTpoHHOWM Bepcun - nopTan GostExpert.ru 46 /112
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

FrocT P GO 11615—2014

7.6.2.7.0 MNpradak CTEPHNEHOCTH

MpW HecbZoOMMoCTH B 3T0M aTpriyTe MOKET OhiTh YE333H0, 4T0 HIJEMME NOCTARNAETCA CTEDHAEHEIM.
3HAYEHWE NPWIHAKE CTEDHNLHOCTH J0M#HOe DeiTe BIRTO W3 COOTBETCTEYIGWEID HOPMATWRHOID CNOERPA.
Donsikel BuiTe YEaIaHL CaM TEDMAH W 80 WOSHTWRWESTOD B KOHTRONWDYEMOM CroBapea.

T.6.2.7.10 Npradak HeobXoad MOCTH CTERUITMAALKK

MpK HEOEXOZWMOCTI B 3TOM aTPWEYTE MOMET BTk YEA3aHD, 4TO NEPED NPHMEHEHWEM HIGENHE AOMEHD
GETE CTERPWAKIOEIHO. 3HAYSHWE BMOA CTEPUNIMAAUKK JONKHD GbiTh BIATO W3 COOTREETCTEYIUENS HOPMaTWE-
Horo cnoeapa. Qo Bl Th YEIaHL CAM TEPMIAH W Mo WIEHTUEMESTOP B KOHTRONWDYEMOM CNoBape.

7.6.2.7 .11 KpatHocTe MCMonNe30BaHAA

B aTosa atpubyTe Mo#ET GbiTe YEAIAHa EPATHOCTE MCNCNE3ICRARMA MAJENWs B COOTBETCTBMM C DerKcTpa-
LMOHHLIM J0CHE. JHAYSHWE KDATHOCTH O0MEHD DBTE BIATO W3 COOTBETCTEYIGLETD HODMaTWBHOM CNoBapA.
Don#Hel BuiTe YEaIaHbl Cam TEDMAH W 280 WOSHTUWGMESTOD B KOHTPONWDYEMOM CnoBape.

Mpusmeps! — Paioaoe UcnoNsEI0SaHue, MHOZ0KDAMNOS UCNONLI0SaNUE,

7.6.2.8 Homerknatypa wagendi

AnA enaceadiiEauyMg HI0EnHd MOoryT NDHMEHATECA DAIMBIE CHCTEMB] EOJWDOBAHKA M HOMEHMENATY Dbl Knacs
aHoMeHKNaTYpa Hagenuis 0DeCcnedYMBacT CNHCaHHMe MATEMNKE B COOTEETCTEMK C BRIGDAHHOH HOMEHKNATYRO.

7.6.2.8.1 MoeHTuhHeaTop HOMEHENRATYDbI

B aTomM aToHbyTe MOo#eT DeiTe ¥Ea33H WOEHTAMHEETOD HOMEHKNATYRE, MCNoNE3YA NOOX00AWYH CHETE-
kY HOSHTREHEIUWE HOMEHKNaTYR.

Mpusmepii

1 MnoBankHan HOMeHKIaAMypR sMeduuorckux wadenud GMDN [Global Medical Device
Nomenclature), ocHogannan Ha HCO 15225

2 Cucmema yHUukanowol odenmugukauuy seduyuwckux uzdenud UDI (Unigue Device
Identification) Mexdynapodrozo hopyma opeanoe pesucmpauuu Mmeduyunckux uadenud (International
Medical Devices Regulators' Forum).

7.6.2 8.2 HoMeHERaTypHblH KOO

B arom atpubyTe Donsed GulTe YEEIAH KOO0 MNM HAWMEHOBAHMKWE, KNAcCHpUUMDYHWEes HA0ENWe B GaH-
HOW HOMEHENATYDE.

7.6.2.9 MoenTrUEaTop CEpHA MAOENKA

STOT KNACC MOMET MCNONLINBATECA OANA OTNHCAHKMA HOMEDA CEOMK 1 COOKA MOOHOCTIA HOENAA, BXOOALLES-
rg B COCTAE YNAKOBAHHOMD NeKapoTBeHHONS COencTaa.

Mpumeyanne — py pEENAIALHA CTAHOAPTE MO0 CEPMRHEIN HOMBED WAZENWR W CPOK Bro FOGHOCTH MOnyT
DOkITh CERIEHE C KOHEPETHOM CEQHER MMM HECKONLEMMHA CEPHMAMA GaHHOM YNAEDBEHHOND NeEApCTESHHOND cpeacTea M-
MENe3yA MasHTHEMEaToRs BAID 1] CEHakd anA yNpowWEHne ROHLSNTYSNEHDI BACHDUATHE ARDODMALMOHHOR MOOSNM
OTHOLEHNE 8 MHOMHE-RO-MHOrMM 2, ODECHEYMBENILLSE TAKYH CEA L, OMYLIEHD,

7.6.2.8.1 Homep cepuu

Mpk #eobXooWMMOCTH B 2108 aTpHByTe MomeT ObiTe YES38H HOMED CepMM Wagenys, $opmaT npeactas-
NEHAA — TEKCT.

7.6.2.9.2 Cpok roHOCTH

Mpik HECBXOOKMOCTH B 3TOM aTpWSyTe MomeT GiTh YHA3aH COOK MOOQHOCTK HanenWa.

Medopmadus 0 NDeSeEIHMA Ha NOMKE KW KpaHeHdi HIGENWA MOKET DeiTe OMNWMCAHa © NoMOLLERY KNacca
alMpebsiBanie Ha NONke ! XpaHeHren (Ch. Huwe 7.6.2 6).

DHIMHECKWE XAPAKTEPUCTHIM (BLICOTA, wWinpmHa, mMyBuua, pec, opma 1 T.0.) MA0enkMa MOoryT BeTe Onk=
CaHbl © NOMOWED KNacca «Puakdeckne xapaskTepHcTHeds (oM. T.6.2.11) MNpr HeoSXoansocTi OHE MOryT
BENO4ETE B CEBA OOHD WNK HECKONbED H3oDpamaHH Hagenua.

Hoyrve xagakTepucTHEN WI0enda MoryT DT ONWcaHel © NOMOWRH Knacca «0pyrie XapasTepHcTHEM
{cwM. 7.6.2.12).

Mpon3soguTens WIGEnMA MoKeT DeTe yKazaH © MoOMOWED CTRVETYR danHex «lporassoguTens/npeg-
NpvATHE {Dpradnaagra)s. ondcarHHbx 8 7.5

7.6.2.10 MpodagegeHHBIR NEpOgYET

V.6.2.10.1 Obuwes onucaHne

MponaneaeHHBIR NPOOYET WOW TROOYKTH, COOERWALLMECHA B YNAKODaHHoM NesapcTEaHHOM CREGCTRE,
OOM#HE DWTh COOTEETCTEYIOWNM SOP3IoM ONWCaHE. 3TC CNHCAHWE COCTARNABTCA Ha NDOQYRT (TaBnaTey,
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MAOKOCTE, KPEM, COLepMalLWMACA B YNAKODKE) B TOM BIOE, K3k oM GulN NPOMIBEOEH WIFCTORMTENEM, 40 MO-
Goro NpenfpasoBaHUA, KOTOPOS MOMO NoOHANCEUTECA ONA NPMMEHSHWA NEKAPCTASHHOMD CPEACTEA UNN 8o
MENONBINBAHKA NALWEHTOM.

Mpuuevarwa — KpaTtHOCTE CEAZM MEFEOY YyNALOEAHHOH BOWHMIEN (KOHTERHEPOM) M NPOMIBE0EHHEM NDOOYH-
TOM YRE3aHA KAK .7, HBCMOTRA HE TO. 4T0 KE00e yNEHDBAHHOE NEXEPCTHE HHOS CPE0cTED QOMKeH COaapMaTs Nd Kpan-
HEN MEDE OOHH NPOMIESgaHHEA Npoaykt. Hyneeon HUEHNE NPEEIEN KpETHOCTA YES3EH DaTamy. ST0 KNacs «YNawoeaHHas
EOMHHLE [KOHTEEHE D) HMEBT DEHYRCHMEHYH CHAZE W B O0WEM CNYyYas, ROMGE MMETCH BHELHAR W BHYTPEHHAA yNEK0EKa.
EHELWHRA YNEKGEKE HE MMEST NPAMOR CBAZH C NPOMIBS0EHHBIM NPOSYETOM. A HEOTPEHNHEHHBIA BERXHWA NDESEN KpaT-
HOCTH DTHOCWTOR K TEM DEIKAM CNYYSAM. KOR0E OOHA NEpEK-HERA YNAKDEHE COQEDHEHT HECKONLED BOMHUL NPOHZERSEHHE
NpOQYETOE, K88 370 HMEET MECTD, ¥ NDRMMEDY, OnA EaiHbE $0MOMHAPOBEHHEE OPEnsHBL KHOHTRELUENTHEDE WMNK 4R HE-
HOTORbIX BROOE MIpMOROZEMELLRHWEA TEPATMN.

7.6.2.10.2 NpovapegeHHan AcIMpoBaHHan dxopma

3TOT aTphbyT ONUCHBAET NEKapPCTEEMHYID GUIMpCRanHYIc (DOpMy, SCNWM TAKDEAA WMEET MECTo, 47 a8
NpeobpaloBEaHMa B NEKapCTEEHHEN npenapaTt. MpodseeneHHan 0o3kpoaarHas GopMa nonkHa OeITe yKalawa
B cooTEeTCTRMM ¢ MCO 11239 1 ero peayneTHDyowed TepmuHonorded. onkiel GeiTe YEa3aHsl CaM TERMEH
M Bro WOeHTUDHEaTop.

Mpuseps — Tabnemka, kancynd, opankHsil pacmeop, MOPoWoK OMa NPUSoMOoBNERUR UHLEK=
YUOHHOS0 pacimaopa.

Mpuwmesanne — ekaptTEeHHDE CPEOCTED MOHET WMETE QB8 YRAHOBSHHBIE SMQHHMULI, GOHY ONA NEkEp-
CTEEHHDA QOIUPOBAaHHORA apMsl NOPOWKE ANS NOWMTOSNESHAR MHESELWIHHOM PACTECPE, APYryH QNS NeXgpcTEeHHORA
OUANpOBREHHEA GopMe DECTEORNTERA ANR NPUIDTORNSHAR MHBSKLWOHHOM pacTaopa. Mepas nprMeHERRER NEKAPpoTBEH-
HOID COBACTEE K NAUMEHTY 3TA BAMHIUE 00mHHEl BeiTe npeofpasoeaqsl B MHESHUKOHHERA pacreop. 3TaT pacTeOp nped-
CTHENRET cOBOR ANPUMEHASMYD JO3HPOBEHHYID GOpMYys, KITOPER SENASTCA aTpByToM aNerapcTBEHHAMN NEpEnaparan.

7.6.2.10.3 EguHMUeL NpegcTaane KA

STOT aTpKEYT COQep#MT « pEaneHpEy EOMHALL, B KOTODLIX ONWCAHG KONWYeCTRD NDCHIBEEHHDMD Npo-
OyeTa. EQMHALLI NEpegcTapnesHWa MOoryT GhiTh YEA3dHe B COOTEETCTEMK ¢ MCO 11239 ¥ ero peaynsTMpyIoweR
TepMuHonorwed. JonwHs GeiTe yHaaHs! CaM KOHTRONWDYEMEIR TEPMKH 1 810 HOSHTADHEATOP.

Ana NpogyrTos, KONEYECTEC KOTOPEIX HIMEDRETCA B EQvHKLEX Beca |unw olkema, atpubyT «EguHmyL
NPefCTABMEHWAR YRAILIBATE HE HAOD, NOCKOMEKY M0 IHAYEHWE TO HE CAMOE, HT0 ¥ B0MHWL MIMEDEHMA HOM-
HECTEE (K NPWMEDY, M, MEdnd %) OnA Teepdsx 4oavpoBaH e oD 1 GRYTIE oD, KOTOPbIE MIMEpAKTCR
WTYKAMA, BOMHWLER HAMEDEHHR KONWYECTEa OoMwHA OuiTh cE0UHMLE, 8 80WHALEA NDEOCTABNEHWA — Ta
dfopMa, 4TO NOgCcYHTEIBIRTCA.

Mpusepsl — Talnemka, Kamcyna, neccapud.

7.6.2.10.4 Konu4ecTeD Npo|IBeqeHHOTS NEpoayKTa

3ToT arpubyT AomHeH COOSPMAaTE KONMHSCTED (MK YHCAD WTYE) NPOMIEEAEHHON NpogykTa. OO A0
GbiTe MPHEE0EHD BMECTE C BOMHULEMA HMIMEPEHWA, YHAZAHHLIMK B COOTBETCTEMK © MCO 11240 1 pesyneTnpyo-
WEH TEFMAHONOTAEA. JonkHel MCNONL3CRATECA CHMBON BOHHHLE MIMEDEHHA W HOeHTWEKWKATOD JTOMS CHMBONA.

Ana Teepabix GoavpoBaHHBE Opk W Ooyrax GOoDm, KOTODBE HIMEDRIOTCA WTYKIMKA, EGUHHLER HIMEPE-
HEA KONMYECTBA A0M#HE ObiTe & QMHULA , 8 e0WHHUeR NpeacTaeneHdia — T7a OopMa, YTo NoACHKTEBIETCA.

DHINHECKNE XADAKTEPHUCTHEN {BRCOTa, WKpuHa, mMyBusa, Macca, GopMa 1 T. 4.) NDOWIEE0EHHOTS Npo=
OyETa MOryT OeiTh ONUCaHbl C NOMOWED kRacca «Duaryeckne XxapakTepucTiin: (oM. 7.6.2.11). MNpu Heobxo-
OWMOCTH OHA MOMYT BKMAHATE B CobR 00HD MNH HECKONBKD MAohpameHrA NpoWaIBeae oD NpodyxTa.

Hoyrve xapasTepUcTHEN NEoHIBSIEHHCTD NPOAYETa MOryT GbiTh ONWCaHE © NOMOWBK KNacca sJpyrie
HaparTepHCTHEH (Ca. 7.6.2.12).

MHrpedMeHTs NEOHIBSEEHHCOTD NPOAYETA GOMMHE BoiTh ONHCAHL © NOMOWED KNacca sVHIpegueHT
{cK. 7.7

762,11 Dusnuecide XapakTeprcTHRH

Mpk HECSHXOOMMOCTI MOMYT GbiTe YEA3IaHS MIMYSCEME KapaETEPHCTHIM YNAK0BAHHON BAMHKLSEI [KOH=
TEAHEDA). YNAKOBEEH (KOMNOHEHT), NPOMABSQEHHOTD NPCOYETA WKW MEOQWLHMHCEOND Manenka. MoweT GelTe Tax-
W MPpenocTARNEH0 HECKONLED HX KIoDpameHHi.

7.6.2.11.1 Bricora

B aTomM aTphByTe MOMET BbiTh YEAIAHA BLICOTA KAk YWCTOBOE JHAYEHWE C 20WHHLAMK WIMEPDEHHA, YEa-
ATHHEMK B COOTBEETCTENA © MCD 11240 » peayNeTHPYIoWeR TEpMAHONoT#eR. JonsHe HCNONL3I0BaATECH CHM-
B0 EGUMHALE! MIMEDEHWE M A0EHTHAMEATOR 3TOM CHMBONA,
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7.6.2.11 2 Wurpua

B atom arpuiyre moseT ObiTh YE3I3HA WKPHHA £AK YUCTOBOE JHAHEHWE C EOWHULEMA MIMBPDEHKS,
YEEIAHHBIMA B CoOoTEETCTREMKA ¢ MICO 11240 v peayneTpyiowed TepsuHonorkied. JosHsl MenonsE3ceaTecs
CHMBOMN BOWHKMUSLI HIMEDSHWA M WOEHTWDWKATOD 3TOM CHMECNE.

T.6.2.11.3 Tnybuua

B atom atpudyTe ModeT ObiTh yKazasa rmyDuHa Kak YMCchoB0E IHaYeHWe © SOWHHLaMKA WaMepaEHra,
YHAIIHHLIMA B COCTEETCTEWA C WICO 11240 v peayneTHpyIiowed TepMuHonoried. JomsHsl BononLIceaTecs
CHMBES BOHHWLEl HIMEPEHAA M KOEHTHDMEATOD 3TOMD CHABOMA.

762114 Bec

B atoas arputyTe mMomeT CTe YEa3aW 8EC KK YUCNOBCE IHAYSHWE C 80HHULAMA WIMEDEHNE, YEI33H-
HblMA B COOTBETCTEMY ¢ MCO 11240 4 peayNeTHDYIOWEH TeDMHUHonorded. Jonwds HenoneaoiaTecy CHMBCT
EOMHALE MIMBDEHAA W WOEHTAMKATOP 3TOMD cCHMBOnE,

7.6.2.11.5 HoMHHANBHBIA o0ben

B atom atprbyTe MOMET BelTh YKIIaH HOMWUHANEHEIR COBEM KaK YACNCEOE aHaYeHWe © BOWHKLAMK W3-
MEDEHWR, YE3IAHHLIMKA B COOTRETCTEMK © WMCO 11240 W pesyneTHRYHILWER TEDMAHONIONAEA. JonkHe MCnons-
ICBATECA CHMBON B4MHALE MAMEDEHKA W MOEHTAMKATOR 3TCM CHME0Na,

7.6.2.11.6 BrewHHA guametp

B atom atpubyTe MOMET GhiTh vEA3AH BHEWHWA QHAMETD KaK YUCNOBOE IHAYEHHE G eHHWLAMHA MIME-
peHWA, yralauHEmMK B cooTBeTcTEMK ¢ MCO 11240 v pesynsTHpyiowel TepmMuHonoriei. Jonss bl Wenonsan-
BATHCA CHAMBOM EOMHWLE MIMEPEHHA M AWIEHTWDHMESTOD 3TOTD CHMBONE.

T.6.2. 1.7 Sopma

B aTom atprbyTe MomeT OeiTe yEAIaHa QODMA. IHa4YeHHe ropMbl JCNHMHD GeTe BIATT H3 COOTRETCTRY=
HLLErD cnosapd Tepmasoe. Jomstsl DeiTh yEA32HE CAM TEQMHH W 870 BOeRTHEMEaToD.

7.6.211.8 UseT

B atomM arprlyTe MomeT DbiTe YE21aH LUBET 3HAYGHAES UBETA OONMHD GbiTe BISTO M3 COOTRETCTRYRILEND
CNoBAPR TEPMUHOE, Jomsts BbiTe YRaIaHbl CaM TEEMUH 1 8o NOeHTUgMKaTOp.

7.6.2.11.9 Hapne4aTtka

Mp HeCBXOOKMOCTH B 3TOM aTPHEYTE MOWET GhiTh YES3aH TEKCT HaJneYaThK.

7.6.2.11.10 MacbpaxeHde

MpK HeobXOOWMICTH 3TOT aTpWbYT MOoMET cofdepwaTe #iohpameHHe. Popmar NpUNoMeHHon oTobpa-
HeHWA gonweH BeiTe cnegwdrurpoBaH Np pEanM3IaLKEKY cTaHaapTa.

7.6.2.12 Dpyrve xapakTeprcT KK

MpK HEOGROOMMOCTIA MOMYT GLITh YHa3aHol GPYTHE XapaKTepUCTUEN YNakoBaHHOR eguHdUsl (KoHTeR-
HEpa), YakoskK (KOMNOHEHTA), NPOWIBEOSHHOMD NDOOYKTE MNW MEZWUMHCKOrD WaOenws. JTo Noneaqs ans
YEAIIHHA HEODBIYHLIX JETANEA, REHD HE OTPEEHHLIX B OpyrHx aTprbyTax.

7.6.2.12.1 CicTeMa KoOMpoBaHWA SPYIHE XapakTeprcTHE

B atomM atpubyTe gomeHa OeiTe yE33aHa CHCTEME KOOQWDOBAHKA XADaKTEpHCTHE, WCAONEIYA NoOaXoER-
LUYEY CHCTEMY HOEH TRIDWEALKY CHCTEM KOOMDOBAHKA,

7.6.2.12 2 3raueHie Qpyrod XapanTepucTHER

ATOT aTtpAdyT QONMEeH COOSMEaTs OTOSNEHOE IHAYEHNE, BIATOS M CHCTEME KOOWPOBAHWA XapakTepn-
CTHE. [onsHe: BoiTe YEA3AHE CAM KOHTRONWDYEMBIE TEPMMH W 8ro saeHTHdHEaTOD.

7.7 WHrpapuelT, CYyDCTaHLKWA W AKTHEBHOCTL

7.7.1 Obwes onMcaH1e

B atos nogpainens onucaMksl HHMPeOMeHTsl NEKapCTEEHHOND CReacTaa C NoOMOWGLK WY NEencTapns-
HHA E3K KOMNOHEHTOR NPOMABEOEHHLEN NROOYETOR KM NekapcTecHHbLIX npenaparoa. Onucadde OCHOBaHa Ha
HMCO 11238, MCO 11235, MCO 11240 4 vy peaynNuTHRYIOWER TEDMAHOMOM.

Knace «HrpeauedTs M aCCOURMPOBaHHbIE C HAM KNacck aCyBcTadumuas, sKoHTponupyeman cybotan-
unar, «AKTHBHOCTEY W «PedepeHTHas aKTUBHOCTES WCNONBIYVIOTCA ONA OanbHeRlers onMcadus Knaccom
alporaseaeHHEEA NpoaysT» 4 «JlekapcTEeHHER NpEnapars.

Mes HEoRXONHAMOCTI DNA MoDOHA CYyBCTAHLMM KNA KSHTDONMEYEMOR CyECTakUMA Oon%Ha BeiTh YEa3aHa aK-
THEHOCT: B COOTRETCTERM © MHOpMaLKel, coqepwalledca B perdeTpaUMoHHoOM goces . B chow cHepeds vHdop-
MALAA 00 AKTHAEHOCTH MOET DRTE QONONHEHS ONUCAHMEM PeepaHTHOR AKTHEHOCTI. DNATE-TAKKM 3TO OONHHO
OenaTecA NpK HeodXoaUMOCTI M B COOTEETCTEMN C WHOpMaLMeR, CONepMALLERCA B DEMHCTPAUMOHHOM 00CkLE.
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lass BudokdyponHenoe SNHUEIHWE HHFPEANEHTOR W D'y'ﬁﬂ'l‘ﬂhl.lﬂﬂ'/

MpoWine JeHHBIA
NPoAYNT

Pucyror 15 — BhICOKOyPOSHEBOE CrIMCAHKES Pa3NEna MHIPEAHSHTA, cyDOTAEHUKMH ¥ SKTHEHOCTH

Byoy4n ykasana, pedepesTHan aTUBHOCTE MOMET OTHOCKTECA MNW K CyOCTAMUMK. WMWK K0HTPOMHRY-
Mol CyBCTaARLMM.

T.7.2 eTtansHoe onMcanie MHGopMauny o HHrpeaHerTe, CYSCTAHLKK W AKTHEHOCTH

7.7.2.1 Murpeauedr

Mpi HeobxogWMOCTH B 2T0M aTpHbyTe MomeT Ouime YEa3aHa nHGopMauna O QakTHYSCHHX HHIpeOHeH-
Tax NPOWIBELEHHOIS NPCOYETa WK NekapcTBeHHorn ngenapara. MHPopManna 0 KOHEDETHOM WHIpE0UEHTE
Oon#Ha BeiTe NEE0CTABNEHA OOHWM 3KIEMNNAPOM KNacca « VIHIpegueHTs.

7.7.2.11 Pone sHurpeadenTa

B atom atpubyTe gonwHa Dee YEa3aHa poNk KHIPEOMESHTa KaK 4acTi NPOMIBE0eHHOrs NpoayKTa |uiK
NEKagcTBEHHOND NpenapaTa, Beipaddan i3 COOTBETCTEYIIWEND HOPMATHEHOMD cnosapd. JomsHbl OeTh yEa-
JaHbE CAM KOHTPONAPYSMBIEA TEDMWH W 80 WOeHTWgKEATOP.

Mpusepsi — ARMUBHAR cYSCManlyUa, adLroaaHm, HamnonHumens.

Mpuwmeasaswe — B mopgsnd rpebyercA, Y1obe gamnsd uHrpenmedT Bein onucad nnto kag cyfcranuns, nubo
KE¥ KOHTROMMpyEamMan cyboraHuus.

7.7.2.2 CybeTanuma

CyBoTaHuyA mMoxeT GuiTe yRalawa ONA MHIPpegWEeHTa ¢ ONpedenaiion ponsio.

CyScTanyka gonwHa BeiTe ONMCcaHa B COOTEETCTBMK CO cTaddapTom MO 11238 W ero pesyneTMpyIiowed
TepMuhonorsed. JonwHe BaiTe YEAIEHE CAM TEDMMH M M0 KASHTHWDHEITOPR.

Mpusmepsl — YanogeyeokUld UNCYNUH, AMOKCULUMNUNS Mpusudpam.

7.0.2.3 KouTpondpyeman cyGoTamu A

KosTponypyeMas cySoTaHuKMa MoWET BeiTk YHA3aHa ONA HHIPEOHEHTa C ONpEgEneHion Dok,

7.7.2.3.1 HouTponupyesman cybCcTaHumMa

KouTponupyenan cyBCTaHUMA DoMmsHa DTl onucasa B COOTEETCTEMK Co cTadgapTom MCO 11238 nero
CeIYNeTHRyIOWed TepsiHonoried. JomssHs OuTe yRazaHe: C3M TEDMUH W BF0 WoeHTHgMEaToD.
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Brrh CRAGEHE NAGH
eyBeTasigs, fubic
LONTOCNHDMEARR
cyBeTanumn)|

MekapeTasig npanagpaT

Pucyror 16 — JartansHos oMacaHeE pasnensa HHIPEOUeHTE, cyicTanuMe M aETWBEHOCTH

Mpumeps!

{1 Konmponupyesan cybemanduua spynnikl 1 cuMemukon.

2 Konmponupyesas cyBcmaniua spynnsd 2! kpucmannuyeckull pexomBuHanmusil yemoaeye-
CRUL UHEYNUH — RApouzacduments A.

I Kovmponupyesman cyScmaniua spynns.l 3: aoda dna vhbekyul USSP

V.7.2.3.2 Tpynna souTpond pyass oy BeTasyna

2TOT ATPUGYT COOSMEMT TPYTINY, K KOTOPOA NpHHAONEMKT KHOHTPONWDYEMan cyBocTadumna. Tpynna gons-
Ha GRITE YE338Ha B COOTRETCTRMW oo CTanaapTom MCO 11238 W an peayneTHUpYIoWeR TepmMuHononded. Jonk-
Hbl DbiTe YEAZAME CAM TEDMUH M 8ro aeH THRWKaToD.

Mpumepsl — Mpynna xoMmpoaupyesmilx cyGomakuud 1, 2pynna KoMmponupyesmilx cyScmanuyut 2.

7.7.2.3.3 Npradak KoHDHSeHUMaNbHOCTH

STOT arpudyT MOMeT CONepHaTs KaTeropui KoHDHIEHUMANLHOCTH MHDODMALKKA © KOHTRONKDYEMOH
CYDCTAHUWM B ONUCAHWH KHIpeIKeHTa. KaTteropks 0omsHa belTe 83ATa W3 COOTBETCTEYIOWETD HOPMATHBHOID
cnoeapA. Jonssel GeiMe YESIEHE CAM TEQMMH W 810 WOEHTHIDWEATOD B 2TOM CROBape.

Mpusmepii — Kowghudowyuansnan, 603 ospaquyeHul.

7.7.24 AKTHBHOCTE

ARKTABHOCTR CYDCTAHUMA WM KOHTPOMMPYEMOW CYDCTaHUWMKM J0/eeHa BuiTe YEa3IaHa Kaek KonuYecTEs
CYDCTAHUWA/KOHTRONMPYEMOA CyECTaHUMK, NPHCYTCTEVIOWSS B SaHHOM NPoWIBeOeHHOM NPOOYKTE WKW ne-
KAPCTEEHHOM Npenapate. Jon#He GbiTh YEAIEHSL IHIYEHHE YACTWTENA ¥ &rd 8ddHHL MIMEDeHna, a Takwe
IHAYEHWR IHAMEHATEINA ¥ 80 BAMHKL KIMEDEHHA,
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AKTHEHOCTE MOMET DeiTe ONWCaHa ABYMA CROCChaMK, SKTHEHOCTE (NPEQCTAENEHHE] W AKTHEHOCTE (KoM=
UEHTRALMA].
Mpumayvyadue — EcnWm HEQD yEEISTE BETHEHOC TR NEXEPCTASHROM NPEMERETE, NOOESRNWUENOGA npeobpaioea-

HHHD [Hanpumﬂp. BOCLTAHOBMEHMH |, TO QarHE DkITh YEJIZHE ETHUBHOCTE, NONYYeSHHAA B peaynerare HF‘HDE-:FIEED.EHHHFI =]
TO4HOM COOTEETCTENIN C HHEPJPF-ELEHEIFI W2 PETMCTREUMOHHOM O0CRE.

7.7.2.4.1 Dranasaod akTHEROCTH (NPpegcTaBNEHWE |

B atom arprdyTe gonsen OwTe YHAIAH JWANa3cH aKTUEHOCTH (Ha OCHOBE NpeQCTaBneHA). OH onpe-
OEMAETCH KAK KONMWHESTED WNK GWANAI0H KONWYECTEA CyDCTaHLMM KONTDONMPYEMORA CyGLTaHUMA B EOMHHALE
8¢ NpeAcTARNEHWA Wk B ofbese (Macce) OTOenbHOrD NerapcTEEHHOND NPenapara Wk NEousBsaeHiono
NEgogyeETa.

Mpusmepsi

1 20 me/mabmemika.

£ 10 mess sin.

3 0m 3,1 a5 mn do 3,7 2/5 mn.

Korda eauHdls NEpegcTaBneHWA HeoDxogWkel 4NA SNHCAHWA SKTHEHOCTH, TO OHKY SONKHE BbiTh yR333HE
8 cooTEeTCTEMA ¢ MCO 11239 W ero peayneTUDYIOWER TepMriHonorded. Npe ykazauuy eJuHdy npegocraens-
HKA COOTEETCTEYVIOWEND NPOoWISEIeHHOND NPoOYKTa WKW NeKapCTEEHHOMD NPenapaTa Ao sl BelTe yalaHk
EOHTPONWPYEMEA TEQMHH 1 20 waed ThibrkaTop. N8 NpoWIReneHHONT NPOOYKTa 3Ta KHgopmMaLna anucasa
Sonee QETanNLHC B nogpaagens 7.6.2.10.3, ana nekapcTREHHOMD Npenapara — a nogpaagene 7.8.2.1.2.

AnA aKTHBHOCTH, BEPaMeHHOW B CTaHAAPTHLINE SOMHWLAN, 3TH SJdHKLLl O0M#H bl BETE YKAIaHe T Mo-
MOLWEK CHMBOME 8OMHKLE MAMEDEHMA 1 WOSHTHWEATOPa 3TOID CHMBONE B cooTEeTCTRMA ¢ WCD 11240 w»
70 PesyNbETHEYIOLWEN TEDMAHCIOMMEH.

70242 NranaioH akTHEROCTH (KOHUEHTRaUHA)

B atost arpuiyTe gonsed GuiTe yralad grnanasod aKTMBHOCTH (KOHUEHTPaUWK). O CNpenenaeTca Kam
EONH4ECTES MW OHaN330H K0NM4ecTea cybCTaHyMM EONTpONKpyYeMod cyBoTasumMn 8 eouunue obbema {unu
MACTHI).

Mpusepisi
1 2 mainn,
20m 1,55 a/mn do 1,857 a/mn.

MpumedyaHUs

1 3ot arpwbyt Tpe0yaTcE TONLXD B TOM CAYYEE, KOrOa 8 3HaMEHATENR AHaHSHMA STpndyTe s AKTUBHOCTS (npe-
JEHTALHA e YESISHE HECTIHOAPTHEA S0MHMLE obbema (MnH Macoel]. MNMpvMep: GHANSI0H BETHEHOCTA [NPe3gdHTagHs) =
= 25 Mn'S MN; QHENS30H BETHEHDCTH [KOHUBHTpaunu | = 5 mrimn.

2 ArA TRSpakE QoasMpoEaHHe: dops QHANS30H aKTHEHDCTH (KOHUBHTPAUWK)] 9BbiYHD MOSHTWSEH QWManasoqy k-
THEHOGTH (NpR3eHTaWAR). B Takom cnyqas He Haso yiaissats oba atpubyTa: QocTatodHD yaiaTe ToneRD aTprdyT wlk-
THEHOCTE {NPE3SHTALAR . TPASCTIAENEHHE 3TOH MHEOEMELHN OFMCaHE! B HECTOALLEM NOOpainen:s.

Korda egdyilysl NPEGCTaENeHdn HeoBxogusE ANA ONHCAHKMA SKTHBHOCTH, TO OHKW JoM#Hb ObiTe YKa-
Jakk B cODTBETCTEMW © MCO 11239 W ero peayneTHPYIOWEHR TepMHHonorHed. MNpY yHaladdKn equEnuL npeg-
CTABNEHKA COCTRETCTBYIOWETD NPOoHIBEGEHHCMD NPOAYKTa MMM NEXaPCTREHHONS NEPenapata JonxHs Delk
YEA3IAH b KOMTPONKWPYEMBIA TEPMKH W Mo WaeHTugmEkaTop. 0NA NpoMIsenesHoro NooayETa 3Ta RDoDMaUUs
ondcana bonee getaneso &8 7.5.2 103, ang NnekapcTeeHBOM npenapara — e 7.8.2.1.2.

AnA aKTHBHOCTH, BRIPAMeHHOW B CTAHAAPTHEE S0MHWLAR, 3TH Sd9HHbLl A0M#HHbl BHTE YKEIaH T Mo-
MOLWERK CHMBONE 8OMHKWLEl WAMEDEHMA W WOSHTWGMESTOPa 3TOMD CUMBESNE B cooTEeTCTRMA ¢ WMCOD 11240 w
810 pezyNETHEYIOLWEAE TEDMAHCTOMMEN.

7.0.2.4.3 Mecto HIMepeRnA

MpW pEMMCTPaLMA HEKOTODLIX NEKAPCTEEHHEX COBACTE SKTWBHOCTE MIMERAETCA B ONDESENSHHON ME-
CTE (HANPWMED, B HEKOTODBIX WHIANATODaX AKTWBHOCTE MHIPEOMEHTA MIMEPABRTCA HA ONpEQEneHHOM pacs
CTOAHAW OT TOYKK pacneinedka). Moy #eobXodWMOCTH MECTO WIMEDEHHA MOMET SbiTh YEalaHos & JaHHOM
atpubyTe B TEKCTOROH hopae.

7.7.244 Crpaua

B aromM aTpubyTe MOMET DLTh YKIIaHa CTpaHa WNY CTRaHe!, ONA ROTOREIX QEACTEMTENEHE 3HAYEHHA
OHAN3ICHOE AKTHEHOCTH (NPEACTABNEHWA W KOHUSHTRAUWH) W COOTRETCTEYIOWEE MECTO HIMEepeHWA. Kog
CTpaHbl BRIGKMPAETCA W3 TAGNWULl OBYXEOYKESHHBIXY KOOOE, onpegeneHHex B MCO 3166-1.
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Ecnv mMecTo MaMEDeHda YEAIZH0, TO NPK HeoBXoOuMOCTH MOMET DkiTe YHA3AMA OOHI WM HECKOMEKD
CTpaM.

7.7.2.5 PedepeHTHaA aETHEHOCTE

PedepedTHan asTHEHOCTE MCNONLAYETCA ANA OONONHUTENEHOM ONUCaHHA AKTHEHOCTH.

PedeperTHan aKTHEHOLTE BRIDEMAETEA B TEPMUHAX SKTHEHOCTH pedepeHTHOR CyBCTaMUMK wnd pede-
CEHTHON KOHTRONHEYEMOA CyBCTAHUMH, UK KW TOA, ¥ JpYIoN,

Mpusep — KapSoxam Aumua usMeem pedepeHmiyo asmuaHocms 12,2 MMons Aumus.

7.7.2.5.1 PedepentHan cybocTanuma

Ecnd gomsHa BeiTe ykaiada pedepedTHan cyGoTasuna, BROODMAUKMRE O KOTODOR NPEACTARNEHA B DErk-
CTRALWOHHOM J0CEE, TO 88 ONKUCAHME J0MHD cneaceates MCO 11238 ¢ erg peayneTHDVIOWENR TEDMUHONOMMK.
OomsHe! BeITh YEA3AHEI CaM TEDMAH K 2r0 MaeHTUgrEaToR.

7.7.2.5.2 PodhaepeHTHAA KOHTRONMpYEMan cybeTadyma

Ecnv gonkHa DeiTe YHAZAHA PEOEPEHTHAR KOHTPONUPYEMIA CyBcTaduMs, MHpopMauna o KoTopod
NpegoTaRneHa B perdcTRaunoHHOM J0Cke, TO B8 ONMCaHWe JosMce cnedosats MCO 11238 w ero peayneTi-
DYRHLE R TEpMAHONOMNAN. JomsHs GbiTe YKAIAHL CAM TEDMWH K 2M0 WOEHTHGMEATOR.

7.7.2.5.3 Nranaaos pedepadTHON AKTHEHOCTH

B atom atprbyTte gonmed BelTe yHasad guanaicH pedepedTHOR akTHeHocT. JonsHel SHTe yEalaHeE
AHAMEHWE YUCTHTENSA W M0 S0MHHL WIMEDEHWE, 3 TAINKE IHAYEHKA JHAMEHATENA 1 200 80MHUL MIMBpaHKs B
COOTEETCTEWH © 7.7.2.4.2.

7.7.2.54 Mecto daMepeHnA pedbepeHTHOR akTHEHOCTH

Mpk HechXoOKMOCTH B ATOM ATPUEYTE MoxeT OBTE YyRaIAK0 MECTO MaMepeHua pedepeHTHON aKTve-
HIOCTH B COOTAETCTEMK C ONWCAHMEM, NDMBEORHHBIM B 7.7 2.4 .3,

7.7.2.5.5 Crpaxa pedepaHTHOR aKTHEHOCTH

Ecni TpeByeTon Yea3aTe CTRaHy pediepeHTHOR AKTHBHOSTI, TO 2T0 BONMHO BblTe COEBNEHS B COOTBET-
CTBMM C ONWCAHWERM, NPUBEASHHLIM B 7.7 244 WenonksyA AsyxbyvEBeHHBIR £00 cTpaHel, OnpedeneHHLH B
MCO 3166-1.

7.8 NekapcTeeHHLIA NPpENapaT ¥ MeAWUMHCKOS® H3genwe

T.8.1 OBwes ondcaHMa

class Bkl oRo RO RHER i (NWCAHE T KE 00 TRRHR0T0 TPRNapaTa B Ha0e MR SE0MU0AHC RO u.ma«m.qm/
!lp-'rqmu“ Dpyirias
T RO TR E FIHOTO A3 DANTE PHASTIAN
Apem paTa
: PlekapoTaeni Memameckoe Homskmatypa
cpensTEe npenapat i nEnme MOOE A
& PHIHET KHE
Hatop 3 T Vi e it LAPAKTEDAGTIARN
Ph®ID i

PricyHoR 17 — BRCOKSYPOBHEBOS CNHCAHWE PE3NENa NEKEPCTEEHHOMN NPENAPATE B MEIHLHHCROM H3Naniq
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HacToAWKWA mogpailfen onucewBaAST NeKapcTEeHHoE COROCTES B TePMHHEY EaYecTBSHHOD W KonHYaE-
CTBEHHOTD COCTaBa W NEKAPCTBEHHON JO3MPOBAHHCR (DOpME!, PAZPEIUEHHCR ANS NDMMEHEHWA B COOTRET-
CTEWMK C WHpopsMaured W3 peryscTpaynodHore gocke. [NpK HaNWYKK TAKKE XBpaKTEpMCTHE NEKaApCTREHHOE
CPEOCTEO DACCMATPHBASTCA KAk oNexkapoTREHHEIA NpenapaTs.

B HEKOTODLIX CNY-YEAX MEOHUWHCKDS WAOEnHe MOoEeT BbiTh HEOTBEMINEMONR YacThio NexkapCTEeHHOMD
CpROCTEa, HanpUMep, oBecnevuBaTe NPMMEHEHNE NekapcTea. Torga MHPOPMAaUWA O NEKAPCTREHHOM NpEna-
paTte ACNoNHAETCA HHDODMALMER O MEJHLWHCKOM MAJENHK KaK KOMNOHEHRTA 3TOMD Npenagara.

Knacc «NekapcTEEHHDE CPRACTEBO® CBAIAH C KNaccoM allekapcTEeHHER Npenaparts, ONWCHBAI0WHA
NEKADCTEEHHDE CPEOCTED B TEPMMHAX KaHECTREHHOTS W KONWYSCTEEHHOND COCTARA W NEKAPCTEEHHOA Go3M-
pPoBaKHON POpMBl, DAIPELIEHHDH GNA NDHMEHEHRMA B CODTRETCTRMM C MHDODMaLWMER N3 PEMCTDSUMOHHDND
gocka. Takis 0GpasomM, HHPOPMALKMA O NYTKH NPAMEHEHKMA OTHOCUTCH K CNMCAMKMKD NTRMMEREHWA TeKapoTaskH-
HOM Npenapara.

Knacc «flekapcTREHHLIA NPEnapaTs CBAIAH C KMAcCoM aXapasTepHcTHREWY NMerapiTeeHHoNs npenapa-
Taxn, NOIBANRIOWHM CNMCATE PAANHYHED XADIKTEPWCTHEM NEeKapcTESHHOrD NPENapaTa, HanpumMep, HaYano
&0 QeRCTBKA.

Kracc «fekapcTeeHHLIA Npenapars MoseT DTy CBAZaH © Knaccom MegnuMHckoe nagenyes, onuckd-
BAOWMM AHEOPMALHID O HEOTBHEMIBMOM MEJWULMHCKOM Waaankh, o0ECnedHBAINLLEM NDHMEHEMAE NEKap-
CTBEA W, CNELOBATENEHD, MMEKILWWM THN «HEOTREMNEMOE WAOENHWEDY, B CYWIHOCTH, TAKDE WANenWe ARNAESTCR
HHHIPEOMEHTOMs NEKapCTBEHHON Npenapata. Magende MoMeT WMeTk pRE HIMYECHAR XaparTepHCTHE i
OpyTHe KapakTepycTHRY,

NexkapcTEEHHLIA NPENapaT MOWeT BoiTe ONKUCAH B TEPMHHEX COOEDWALLHMACA B HEM KHrpedWeHToa. Bo-
nes QeTansHOE onucalie KHpopsauXE ob dHrpeduenTax oM. B 7.7,

C nexkapcTeeHHBEM NPENapaTos ceAzan Hatop ngeHTudmkatopoa PhPID, onucakkex B MCO 11616,

7.8.2 fetansHoe onUcanMe MHGOPMaALKMK O NEKAPCTEEHHOM NPENAPATE U MEdHMLHHTCHOM
H3OenHin
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7.8.2.1 NekapcTeeHHbid npenapat

NexapcTREHHBIA NpenapaT AonMeH ObTe ONUCaH B TEQMHHAX BID KSYECTEEHHOMD W EONMYECTEEHHOID
COCTABa ¥ NEKAPCTEEHHOR O03MDORaHHON oD, PEIPSWEHHON ANA NEKMEHEHWA (NPHMMERAEMON O03Mp0o-
BAHHOH DO0MEl) B COOTRBETCTEMM C© MHQOpMaUHed M3 DETMCTDALUNCHHOM 00ChE,

7.8.2.1.1 NpameHaeman goavpoeadHan dopma

B atom atpubyTe gonwHa GeiTe onWcada NpHMeHREMan J0IWpoEaHHaR DopMa B COOTEETCTEMK C WH-
DopMaUneR M3 DEMMCTRAUAOHHON J0Cee. JTOR (ODMON CHMTARTCA Ta, KOTOPAA NoMYYeHa B pelyNsTare Boex
BOCCTAHOBNEHWH, 8CNH TakoBLIE HeobxoguMsl. NMpuMesseMan Ao3Mposadias opMa JomeHa OslTe YEa3aHA
8 cooTeeTeTerd © MCO 112358 o peayneTHpyWel TepMuHonoriei. Donmwee SeliTe YKAIaHe Cam TEPMHH W 8ro
HaeHTrpUKaTop.

Mpusepsl — TaGnemea, Kancyna, opanbHLll pacmeop, UNLeKLLUOHNLIT pacmaop,

MpemedaHus

1 Ecfin nepad npyMeHEHnEM NDOWIBESEHHAR 403MDoEEaHHAA HopMa DonxHe Beite Apecipastesqs. 7o npWMaHAE-
MEA SUAMPOBAHHER NEXAPETEEHHAR daprs ByneT OTNHYATECR O NPONEBEONEHROR OO03MPOBAHHCA hopmMEl.

2 Ecne npoq3gengHHBLIMY JOIHP0BEHHEMME DOPMaMIE 4ByE NPAMIBSIaHHER NPOOYETOE SEMAKTEA « ROPOWOK gna
MHLEELUMOHHOM PECTEORE 1 4 pACTEORHTENE ONF BHESKUMOHHOM DBCTEORE, TO ROCne npeabpaoesHnA ww Syogaer coar-
BETCTHOEATE NPHMEHREMEA GOMPOEAHHAA HOPME @WHEEHUMOHHERA pAcTEODS.

7.8.2.1.2 EgrHiua npegoeTapneHis

KauecTEeHHEIA TEPMAH «80HHWLA NPeacTARNEHKWA» ONWCHEIST NMOD JUCKDeTHYD BOKHWLY, HCNONLIYE-
BAYIO QIR ONKCAHKS SKTHEHOCT M NEKARCTEEHHCIO Npenapata, NMio KoNUMYecTEs, BCNK KBHECTEEHHAA B0MHALA
WIMEDEHWA HE MOMET BETE HCNoNbIoBada. OHa NpecTaBnASTCR & BMAS TEDMHHA W MOSHTHdMKATODA TepaMM-
Ha B cooTReTCTEMM G MCO 11239 ¥ peaynibTpVIOWEH TERPMAHONOTHE A,

AnA NeKapcTEEHHLIX NPENapaTos, YoA aKTHBHOCTE MIMEPAETCA B SOWHHLAX BECA AW 0DLEMa, wedW-
HHUSA NpegcTapneldia» MoEeT BulTe YEalaHa Kak NoTpebuTensChHi KoOHTERHeD [YNakoBka CamMOoro HHMHErD
YPOBHA). ANs TEEpOLIX A0IHPOBAHHER DOpPM 1 ADYTWY OPM, YbA AKTHEHOCTE NMCLIBASTCA HA CCHODE HOMW-
YECTEE EOMHWL NPEICTARNEHMA ¥ KOTOPRIE M3IMEPAIOTCH WTYKAMK, BOKKUUEH MIMEDEHHA KONUYECTEA J0IDH-
Ha GETE o egHHdlas, 8 BOqdMELEd NpeqcTaenesis — Ta opMa, 470 NOACYHWTEIBAETCA, YHAIaHHAR B BHOE
TEQPMUHE W HOeHTAgHKaTORa TEpMUHA B cOOTBRTCTEMM © MCO 11238 1 peayneTHDYIOLWEN TERMAHONOTAER.

Mpusepsi

1 Mpu onucaxmuy avmuanwocmu: madnemuaa, cnped uny aspo3onsHas doza ~codepwum 100 smu-
Kpozpams Ha doays (edunuya npedcmaanedus = doaa).

2 MNpu onucanuy KoNUuYyacmeaa: nyakipes uny gnakon scodepsum 100 sn a nyakbipsLes (eduRuya
npedecmagnesua = Ay3bipe).

7.8.2.1.3 Konv4ecTES NekapcTREHHOND Npenapara

STOT STPUEYT OCMMeEH COOepKaATE KOMHMYECTRD (MNKM HMCNS eaqHKL) NekapcTREHKoro npenapara. Honu-
HECTEO DOMHKHD BeiTk YE33aHD Kak IHAYEHWE © EQMHALAMU HIMEDEHWA, KOTODBE GON#HL BHTE NPegcTaBNSHL
C NOMOWED CAMBONE BJWHKLL] MAMEDEHHA W WOSHTHRHKSTOPa 3TOMD CHMBONa B COOTEETCTEMK ¢ MICTD 11240
W EBMo peaynETHPYIOWER TepMAHONOTHREA.

Ans TEepaLIX O0ZKpoRaHHBEX QopM 1 gpyres opM, MaMEpAEMEIE WTYEAMK, EOMHMUSA WIMEDEHKA KO-
nu4ecTEa gomkHa GuTe « 1 enMHdUEn, a eqMHULER NPeICTAENEHWA — Ta (ROPMAE, YTo NOACHWTHBAETCA.

7.8.2.2 MNyTe BEEOEHKS

MyTe BEedeHKA NpegCTasnReT cobod NOHATHE, HCNONLIYEMOS ONA ONMCaHHA NYTH BESOeHWA Nekap-
CTBEHHOTD NPENapaTta & TeNO WNK KOHTaKTa © TanoM.

MyTe BEEIEHKA QOITHEH BbiTh YHa3aH, HCNONBEIYA TEPMAHLL W HOOHTHEWKATODE! TERMAHHOE, ONPadaneH-
Hblg B GO 11239 4 ero peayneTUPYIOWER TEPMAHONOTHIA.

Mpusmepsi — MepopanbMiild, ModkoNHEID, 2Ma3Hob.

V.82 3 XapakTepucTHEN NekapcTBeHHong npenaparTa

STOT KNACC MOWET WCNONs30BaTECA GNA ONACAHKWA Da3NWYHEX X3pakTepUcTE NEKapcTBeHHoND Npena-
pata, HanprMep, Havana erc JercTans.

7.8.2.3.1 ChcTema KogWpOoBaHWA XapakTepHCTHE NEKapCTREHHOMC NPpenapaTta

B atom atpubyTe gonwHa DsiTe yEa3aHa CHCTEME KOQWPOBAHEA XADAKTERHUCTHE NERADCTREHHOID NpE-
fapara, MCNoMs3yA NOOXONALYIO CHETEMY WOEHTHDMEALMK CHOTEM KOOMPOBAHNA.
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7.8.2.3.2 JHadeHie B CUCTEME KOOWDOBIHKA XapakTepucTHE NekapcTeeHHoON0 npenapgaTa
STOT aTpwdyT OONHeH Co0ePEaT OTEENEHGE JHAYEHME, BIATOR M3 CACTEMB! KOOMPOBAHKMA XADaKTepUCTHK
MerapcTEEHHOrD npenapara. JonmHe DETe YE23aHE Cam KOHTPONMPYEMBEA TEPMAH M 810 noeHTkdrkaTop.

Mpusepsi

{1 Cocmema kodupoaanusa Xapakmepucmur: mMunk! Hadana delicmraun; aHaYeHUe xapakmepu=
Ccmuky: HeMednesHoe dedcmaue.

2 Cucmema xodupoaanus Xapakmepucmur knaccudhukalun ceoloma pesucmpupyemMbix ne-
KapecmeeHHbix cpedemea; IHAYeHU S XapaKmepucmuky: YCUuneHHan mepanua.

3 Cucmema kodUupoeanua Xapakmepucmuk: knaccuukayun ceoldcma paszucmpupyeMLIx ne-
KapomaexHblx cpedcma; aHaveHue Xxapakmepucmukl: Suonosuveckuil npodykm.

7.8.2 4 MensUWHCKDE H3OENWE (NekapoTeeHHBId npenagar)

Mpk oNWCAHAK NEKaPCTEEMHEIX NPENAPATOR B CNYYaAX, KOrNa CooTRETCTEYIWEE NEXADCTREHHDE CReg-
CTB0 KOMBWHUDYETCA © MEaQHLHHCEAM HIOeNKneas 1 AOCTUIAEMeld $aphMakonortieckiil, HMMYHONOTHYSCRHE 1
smeTabonueecttd ekt pacCMaTPHMBAETCA KaK OCHOBHON CNOCol NPHMEHEHKWA, 3TO MAgenKe SonkHo SeiTe
TAKKE DMMCAH0, WCNONBIYA Knacck «MeouuWHckoe nagenwas, «DHHIMYECKWE XAPAKTEQWCTIARM W a[pyree
AaparTepucTiny . JetansHsie CEEQeHuA 0 aTHX KNaccax npueedeHsl 8 7627, Y628 »w 7.6.2.12 cooTRer-
CTEEHHD. B Tex npenapartax, e 370 MMEeT MeCcTD (HAaNpHMEep, B CNyYas KOMHOK NOGNOKEW), MEJHLUWMHCKOE K-
Oenve B CYWHOCTH ABNASTCA 4 WHMPESHEHTOoM» NEKapCTBeHHOrD Npenapata. OHo oNMCLBASTCA 3080k, NOTO-
BY YTO Ha Hero BYOeT yEazada cokinka B WaedTudukaTopax PhPID nexapcTeeHHoro npenapara (cs. 7.8.2.5).

7.8.2.4.5 Hatop wogeHTudwkatopoa PhPID

TOT KNACC AOMAMEH ONWCBIBATL PEMNEBAHTHEE WIABHTHDWKATODE, onpefenerHse 8 MCO 116816, O
NoegycMaTPHBAET COHOTHNHLIE NPEACTARMEHKS MHOPMaUWMK 0 NEX3PCTERHHEEE NPENapaTax, BxnK4an cyi-
CTAHUMK / EOHTROMMPYEMEe CYECTAMUHM, MY (pEedepeHTHYD) AKTHEHOCTE, NPAMEBHAEMYI0 DOIMDOBAHMYIOD
dhopiy, @ NPk HECTXOOMMOCTH — HEOTBEMMSMOE METWLWHCKOE HIOENKE.

7.9 QapmMakonoriYeckie CEBONCTES

7.9.1 OBwme nonoxeHna

Conepwadde HacTOALWErD nNogpaznena B OCHOBHOM OTHOCMTCR K ONMCAMWM apMakonorddecsiy
CEOMCTE NeRapcTReHHOrD cpencTea. Takke CRORCTEA OoM4HEl BRITE YHAlaHkl BNA KEKAOI0 NEKAPCTESHHOMD
CReOcTE.

MpuuesaHnd — HOPMATHEHEE ODKYMEHTEN B J2HHDA DPHCOMELHA MOrYT YTOMHETE TPOBOEAHMA, OTHOCALLIAE-
CR ¥ PEATNKIZELMM CTAHSARTA & H9acTH ONUCAHHR DapMarInorW-HECKMA CBOACTA, HANPHMER, TpeboBath, 9Tobw 378 wHthop-
MELAR NPE0CTIENARACE TONLKD N0 JANPocy,

NerkapcTEeqqoe CpencTas 0GnagaeT pAIoM GapMakonorMYeckiy CEONCTR, BENKYARA NOKA3IaHUR, NpoTH-
BONJEA3AHAA, NoBoYHoE OERCTEME H BIaWMoOOeRcTBME.

Kax nokazamiA, Tak ¥ NPOTUaoNoKAIAHAA MOMYT BkiTe OXapaAKTEPHI0BAHE MHDOPMALMER O KOHKDETHOR
NONYNALANA, K KOTODON NPUMMEHAMD KOHKPETHOE NOKAIAHWE MMM NQOTHRONOKAIAHKE, 8 TAOKE HdopMalved o
OpyTod cneluddiMke TeEpanik, HanpyMed, 0 COBMECTHOM WCNoNbI0BAHMK OaHH0MD NEKapCTREEHHONG CPRacTRa
W APYTHR NELAPCTEEHHBIX CPaOcTs.

Mubopsauua 0 BAISHMOOSACTBAN COOBPMUT COE0EHWMA O BIaMMOOEACTEYIOWEM TeHTE, YES3aHHLE B
OTOENEHOM KNacca,

n PAMBHAHKWME — EDHLI.EEIT'_:."E.I‘!E:HG EKnNaoC «mapmammrmacuue CEMACTEA R ABMNHSTCR FOLMTENECEAR BN 000,
KOTOPBIR NOKAZEH HA BRICOKDYPOBHEEOR OHATpaMME ONF NPOCTOTE BHEYANMEEUMA,. BO KOTOPEH CaM No CEDE HE COnBREMT

HUEEEOR BHIPORMALMA ¥ NO3TOMY HE OTPAXEH B N8TANLKOR OHATDAMME, MOOEMMPYHILER BHROPMALME Ha YposHe arpw-
OyrToB (cwm. 7824
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CPAARTID

FProyHor 149 — BetOouoyposHesis ONUCEHWE MHDODMaEUEA 0 apMakanor w=EcKHE CBORCTEAY

7.9.2 DetansHos onMcaHde MHGopManHs o GapMakonoriYeckry ceclcTeax

7.9.2.1 TepaneeTH4ECcKHE NoKa3aHHA

STOT KNScs QONKEeH HCNoNBEINEATLER ONA ONWCAHNA NoOK33aHKE K NPEMEBHEHHI0 NEKADCTERHHOID Cpag-
CTB3 B COOTEBETCTEMM C MHgopMauMel, cogepEalieica B PErHCTRDAUMOHHOM SOCEE.

Mpeseyasde — HOPMATABHLIE NOKYMEHTE & OAHHDH IPHCIMELIAKE MOMNYT YTONHETE TREGOBAHAR, OTHOCHLM-
SCHA K PEENHZaLHY CTAHOAPTA 8 SacTH CNUCaHHR TERaNEETHHBCEHE NOKazaHHRA, Hanpumep, Tpebaaats, 41obkl 31a kHhop-
MALAR NMPe0cTEENARACE TOMNRLKD N0 3E8NPocy.

7.9.2.1.1 TaxcT Noxazadni
2TOT aTpUdyT QONMEH COOepHaTE TEKCT TEPaNesTHHECKUN NOEAIAHKN, BIATEA U3 PEMMCTRALMOHHETO
O0CKE.

Mpusep — Mevexue axzokpuUNHOL Hedocmamoysocmu nodxenydounold menedkd, ekizgasHol
KUCMOIHLIM huSpoios uny dpyauMuy RpUYSUEHaME,
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Clags QATARGHOS DMACAHRS HI PRI 0 5 PR ROR0NAY P C A CROAC TRAY j

ProyHox 20 — JeransHos onicasme dedoprausn o dapMananorrHecsiy CEaRcTeax

7.8.2.1.2 MNoxazankA B popme «sabonzealna’chMiToMnpouetypas

B atom atpubyTe OomeHo SkiTe YHaIaHoe 1aboneeadke, CHMNTOM MNK NPpoUenyDsa, ABMAKWKEsA no-
Karauves anf nedesva. MHgopMayua 0omsHa DT BIATA W3 NOAX0OALWEro HOPMaTHaHoro pedrepeHTHoD
CNOBAPA W NPH 2TOM JONHHA COOTREETCTRORATE NOKITAHMAM, ONUCIAHKEM B DErMcTRPaUMOHHOM 00Cke, [onMHe:
GLITE YEa3aHE! KOHTDONWPYE MBI TEPMUH W &0 HOEHTAQWEATOR.

Mpusepsi
1 Nevenue NepauYyHol SunepmeHId.
2 Ofnezvexue Moperod Gomeanu,

3 Meped axcmpenkob xupypeuYeckodl onepayued.

7.89.2.1.3 Craryc aabonesanuna

3TOT aTpibyT MOWET COOepHaTe CTATYC 3ab0NesaHA UM CHMNTOME, ARMAIOWEMOCE NOKAAHMEM AN
neqeHnA. Ox gonmel DsiTe BIAT W3 NoOXGIALEND HOPMATWBHOM pedeperTHONO CNOBADA W NPH ITOM JOMEeH
COOTEETCTEOSATE MHDOPMALWN, ONHCAHHOR B PErMCcTpaurodHoM Aocke. Jomss bl ST Yraianbl KOHTPOmMHMpy-
EMblA TEPMKH W Bro noeHTHEWKaTopD.
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Mpusepsi

1 Mevenue obocmpenus XpoHUuYecko2o Jalioneaanyn nevex.
2 Konmpones pegpakmepHol 2unepranbyuemMu,

3 Meyenue MemMacmazupyoweso DaKka MOnoYHol Keneakss,

7.8.2.1.4 Conyrcreyiowee aaboneeadme

Ecnwv conyteTawowes aabonesadie (COCTORNME) ONWCANO KAK YACTE MOKAIAHWA B COOTRETCTRMA G WH-
fopMagned, yKalaHHoOM 8 DErMCTRAUMOHHOM N0CRE, TO OHO MOMET BRTe YKAZAHO B O3HHOM aTPHMEYTE, HMC-
MNONEIYA COOTEETCTEYIOWHA HOPMaTUEHEIN pedapeHTHIA CNoBaps. JonwHe: BuiTe YEAIaHEI KOHTDOMAMDY EMbIA
TEDMUH A 2r0 WOeHTHgRMKaToD.

Mpusepsi

1 NMevwenue 3xzokpuHHol HedocmamodHocmu nodwenydoYyHol wenedki, 8blIgaHHOl KUCmod-
HibIM hubposond,

2 Mevenue nHeaMolucmHol NHeaMonLL npu BHY.

7.8.2.1.5 TepaneBTHYSCKOE OBRCTEHE

B aTos aTprByTe MOKeT BbiTh YE3IAHD TEQaneETHYSCKDS QERCTBME, UeNL WNK CTRaTENA, OOCTHI3SMEIE
Ao OTHOWEHHID K NOEa3aduaM. 373 wEpopMaums Gon#Ha BusiTe B3ATA W3 NOAXOOAWEND HOPMATHEHOMD Cho-
BapA 8 COOTBETCTEMA C COOEDMaAHWEM DerHcTpauMoHHorn Aocse. JonkHe: OblTe yEa3aHe KOHTPOMMDYEMb
TEQMUH 1 BIO MgeHTHduEaTop.

Mpumepsi

1 Mpochunakmuka acnupauyu u xenydounozo codepsusMoso.

2 Quasnocmuka 2unomumyLmapuIsa.

3 Mannuwamuarnan Mepanua Heapansuy mpolHyYHO20 Hepaa.

4 DEnesyenue cUMIMoMos ceHHOU Auxopadre.

5 Konmponk MedeHus mepMuHInbLHoD cmadul xponudyeckod MoYyeyHol HedoomamoyHocmy,
6 MaccueHas UMMyHUIaWUR Npomuea SelueHcimaa.

M pHMBHIHKE — OINAcHEHAE TEpanegTHHE 0RO AEWETBHA SENRSETOA HACTEH ONWSAHWA NOoXasasnin. CHo YEddkiBa-
ET THN CHALAEMOIT PEAYTETATE TE3NWA NMMESHATENESD K UENES0RY YCNOBWKD, B TO BLEKMA K2EK NOKA38HHA ABMAKITCR man-
HOTSECTOREM OECAHHE M NDEAMYLILECTE NPEMEH2HWRA N@EapcTed K LUSreenm FOIMYTIALHA NEA HA N Lanesort YCrieEnA.

7.9.2.1.6 Cpow/OnUTeneHOCTE
STOT aTPUBYT MOWET COOEMMATE COOK WNM GNATENEHOCTE NeYEHWA, BCNM OHKW YEA3aHE KaK YacTk No-
KAIAHWA B COOTRETCTEAMW C PEMMCTPALMOHHEIM 00CRS.

Mpumep — Mpodhumasmuka SpMopuansHozo MPpomMBoaa y NAYUeHmMod ¢ UIeMUYECKUM UHCY ML=
mou [nocne codsMoso dua u do 6 Mecayea)

.92 2 NpoTUBonoxasa KMa

3TOT KNAacc QONKEeH WCNONEI0BATECA GNA CNMCAHMA NDOTHRCIICKAIAHHA K NPAMEHEHWID NeKapcTRe HHO-
ro CPAaCTRA 8 COOTRETCTEMM C MHMDOopMaLWeR, CONepmalledcA A DerMCTRALMOHHOM O0CkRE.

Mpuumeda s — HOpMATHEHBIE OO0XYMENTE B SEHHOW EOPACIHELAM MOMYT YTOUHATE TREDOBAHKA, OTHOCR-

WHaCH K pEanydidguyy CTEHIERTA 8 H4a8sTH OnHCaHnA HFIU'I'WEDﬂDHEt!EHHI-'l. HAMPDKHME, 1'[."'EEiDB-ETI:-. yToOE 378 Ir'IHleﬂpMELI;HFI
ME2ICTEENANACE TONBHKD MO 33Np0Cy

7.8.2.2.1 TescT NpoTHEONOKAIAHMA
STOT aTpUEYT JoMHed Co0epmaTh TEKCT NECTHEONOKAIANHA, BIATEIN HI PEMMCTPaUWOHHOTD 0CES.

Mpusep — MNpomMUeoNoKaIaH0 NPU CEPLEIHLIX UL IHGYUNEALHLIX TOYSYHELIX HAPYILeHUAX,

7.9.2.2 2 MNpoTHBonNCoKasaqKA B opMe « 3atonenaHqe/cHmMnTasnpousaypar

B atom aTpuSyTe OomsHo GeiTe YHalaHo 1a50Ne8aHie, CHMNTOM MNW NPOUSaYDa, RENAKWHECA NPOTH-
BONCKAIIHAEM O4NA NEYeRrA. Mudopsmadrs 0omsHa OulTe BIATA M3 NOOX0OAWETD HODMATWUBHOMD pedapenT-
HOrD CNoOB3apR W NPH 3TOM SOMN¥KE COOTRETCTEOBRATE NPOTHBONOKAIAHKAM, CMMCIAHHEIM B DEMMCTRAUMOHHOM
Oocke. JomsHsl DbiTh yRaAIAHE KOHTOOMNHMPYEMBIE TEPMAH K 810 MAOSHTHDHEATOD.

Mpusepii
1 Mpomueonokazano NpU A38EHHLIX paccmpolcmeax ¥enydoyHo=-KUILeYHo20 MpPaKma.
2 Mpomueomokazaxdo npu Hedaanem UMy OCMpoM Senamume.
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7.8.2.2.3 Craryc aabonesanks

3TOT aTpKbYT MOHKET COOEpHATE CTATYC 3a00NEsaHWA MM CHMNITOME, ARNAKIUENOCA NPOTHRONCKAZA-
HUEM Ona neseHnd. OH qonwes BelTe B3AT M3 NOJXOSALEr0 HOPMATHBEHOMD pediepeHTHOIS CNoBapa M NpK
ITOM JOMHEH COOTBETCTEOEATE HHPOPMAaLUHK, CNMCAHHON B DEMMCTRAUWMCHHOM JockE. JomssHbl Dbl Ty yRaiaHk
FKOHTPOMARYEMBIA TEDMAH 1 8ro WIeHTHdMKaTop.

Mpusepsi
1 Mpomueonokazando npu Hedaanem Uiy ocmpoM Senamune.
2 Mpomueonokazaqo npu pegpakmepHol copdeyHol HedocmamoyHocimu.

7.9.2.2.4 ConyToTeyiowes abonesaxme

Ecrn conyToreyolWes 3aboneeadWe [COCTOAHKME) ONWCAHO Kak SacTh NOOTHBECMOKAIAHKWE B CooTBaT-
CTEWH C WHPOpMaUWed, YEa3aHHOA B PEMMCTPaUHOHHOM GOCEE, TO OHO MOMET ObiTh YEA3AHO B JaHHOM aTpH-
GyTe, MCNONE3YA COOTRETCTEYIOWHA HOPMaTHEHEN pedepenTHER CoBapes. JomsHel DplTe yEa3aHE: KOHTPO-
NUPYERBIA TEDMUEH M BTo WaerRTwhuEaTo R,

Mpusepsi
1 Mpomuaonokazakdo Npu MuorkapduansHol HedocmamoyHoCmu, Sei3ganHol NesoYnLIM cepduas.
2 Mpomuaonokazado NPU OMeKe Me2KLUX, SLIZESHHOM MUMPATEHLIM CIREH0I0M.

7.8.2 3 MNobo4vHoe QERcTEXE
STOT HAACC AMTHEH WCNOoNb30BEATLCA ONA YHalaHWA NoBoqHonD JEACTEMA NEKapCcTEEHHOMD CRecTea,
CNHCAHHOMND B PETHCTREUNOHHOM GOChe.

Mpresedadye — HODMATABHLE J0EYMEHTE B JAHHOR IRDHCAHELME MOMYT YTONHATE TRED0BAHHR, OTHOCRM-
ECH K PEANEIELNMM CTAHOANTA 8 4acTH ONMGaEHAA NoDo<HOM QeAcCTEKA. Hanpymep. Tpefosats, 4100k 318 WHEOpMAaUnR
MPeQCTIENANEGE TOMLKG N0 32NPoCY

7.9.2. 3.1 TexcT No&odHoro AedcTEMA
SATOT aTprSyT JoN+eH CoOepkaTe TEKCT NoBOYHorD OSHCTEXA, BIRTEA W3 PErMCTRAUMOHHOND ZOChE,

Mpumep — TOKCUKOZ NEYEHU, 8 PedKUX CAYYIAX CO CMODMANLHEIM UCXOJOM.

7.0.2.3.2 MoGoHHoe gercTede B GOpMe sCHMNTOM/COCTOAHHE DERCTEHE,

B atomM atpuByTe JommHel BTk YE3I3HLI CHMNOTOM, COCTOAHME WM DEACTBUE, ARNAICWWECH HEMena-
TENLHbIM NOG0HHBIM JeRcTEMeM. MHpopMauna 0onwHa GeiTe BIATE H3 NOGXOQALWErD HODMaTHEHOTD pede-
QEHTHOM CNORBAPA M NPKY 3TOM O0MMEKHA COOTEETCTEOBATE NOBOYMHOMY ARMCTAMIO, CNWCAHHOMY B DEMMCTRaLM-
OHHOM A0CES. JomsHbl BeiTe YES3EHE KOHTPOMHPYEMEF TEDMAH W 8ro MOeHTHgHKETop.

Mpusepsi

{ Tokcukos mayanL.

2 MonumopdhHan apumesMa,
3 Nonoewan Golks.

4 MumepkansyUianin.

7.8.2.3.3 KnaccudpiialMe ciMnToMa/ cocToRHWA/ QBACTENA
STOT aTprdyT MOWET COO8EaTe KNAcCUBHUKaLnG CUMNTOMA'COCTOAHWRORRCTENA, BIATYI0 M3 COOTRET-
CTBYHILLETD HOpMaTHEHOTD cnoeaps. JonwHs: SelTe YEAIaHE KOHTPONUPYEMEA TEPMHH ¥ BI0 MaeHTudur=aTop.

Mpusmepsi

1 Paccmpolcmeao sanydoyro-kiideyHo2o mpakma (npu nodoyxon delicmeaiy = UabAlgneHue xenyoxa).
2 Pacompodomen ko o nodrosmold meadu (mpu nofGoydonm delicmedy = kpanuaMirial.

3 Pacempodcmead HepaHol cucmeMisl (Mpuy noboynom delicmaud = MUuspaHb).

7.8.2.3.4 HacToTa npoREneHAA
B arom atpibyTe MoxeT EhlTe YHAIAHE Y8CToTa NDOABNEHHA CHIMNTOMACOCTOAHKASOSACTEMA, BARTAA M3 CO-
OTBETCTBYEILLEND HOPMATKBHOMD cnosapA. donwHel GoiTe YEE3aHE KOHTRONMDYEMEE TERMIEH 1 Mo BoeHTHRKEaTOp.

Mpusmepsl — Padko, oyexs pedko, MeMas T %.

7.9.2 4 Cneuddiika nonynag kg

TOT KNAcc MCNoMNeayeTos ONA YEaIaHus NoMyNALWE, K KOTOROH OTHOCHTCA JaHHOE NOKEIaHWE WK Npo-
THBONOKIIAHAE K NPAMEHEHMIO NEKSPCTEEHHOND CPEICTEA. YEASAHME NoMyNALMK QONMHO COOTEETCTR0RATE
MHDODMALMK M3 DETMCTRAUMOHHOND 000,
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7.9.2. 4.1 BoapacTHag rpynna

B arom atprdyTe moxeT OeiTe yKazada BospacTHas rpynna cneuWr-Hod nonynsy«qe, K soTopod o=
HOCWTCA DAHHOE NOKAIEHWE WK NPOTUEONOKAIAHWE NPMMEHEHWA NEKapcTeeMHore cpeacTea. BoapacTHas
rpynna gonsHa OkiTe BIATA W3 COOTBETCTEYMOWERA KOMTRONWDYEMOR TEPMWUHCNOMMM W QOMKHa COOTBETCTRO-
BaTh MHPOPMALWKW W3 DETMCTRAUMOHHOMN Aocks. OomkHe BeiTe YEAMAHE KOHTPONHPYEMBIA TEPMAH W &ro
HaeHTHDKKaTOD.

Mpusepsi
{ Mpomuecnokazano ANA NOMUALX MayueHmos & duabemond.
2 Mpomueonokazado dna demed nodpocmMroaosd Go3pacnra.

7.8.2.4 2 NranaiaoW scapgacTa
B atos aTpubyTe MOoMeT BeiTe yRaZad OUanasoH Bo3gacTa cNeunddrHHol NoNyALKMK, K KOTORON OTHD-
CHUTCA JAHHOE NOKAIAHWE WNW NPOTHECHOKAIAHME K NPUMEHEHKIO NEKADCTEEHHOND CPENCTES.

Mpusmepsi
1 Ana nevexus kawnns y demed crapiie 12 Mecayse o Mnadide 4 ment.
2 Bapochkie cmapiie 35 mem c nepeuynol sunepriunudemued,

M PRMEYEAHKHNE — HJ'IH COHOND NOKEAZAHKMA HNA NPOTHBONORAZAHNAR MOHaT EbiTs YES33H WK BOADaCT, "Ik OWMd-
Nd30H BO3paCTa. HD HE oba OGHOBREMEHHD.

7.9.2.4 3 Maon
3TOT aTprbyT QONMEeH CoOOepKaTe Ko Nona cneynduHHoR NonyNALMKA B COOTRETCTEMM ¢ MHdropMalmMed
W3 PETHCTRaUMOHHOM 4ocke. Kog nona gonxed GelTe YE33aK B COOTBETCTRMI oo cTaxgapTos WMCO/M3SK 5218,

Mpusep — [ns AeveHus MyRYUH © DKoM Npocmamisi.

78244 Paca

B atom atprbyTe MoxeT BeiTh yEajdasa paca cneundmHHoi nonynAauKE, K KoTOPOA OTHOCHTCR OaHHOe
NoOKAIAHWE WKW NPOTUBON0KIIAHME NPHMEHEHKA NEKaPCTEEHMHOIC cpeacTEa. Paca gonwHa DuiTe BIATA M3
COOTBETCTEYIOWEA EOHTROMHDYEMON TEDMHAHOMOMK M OOMKHA COOTRETCTEORATE WHgODMAaLWA W3 DEMACTpa-
UMOHHOTS gocke. Jomhbl BeiTe YEa3aHE! KOHTROMMPYEMEIR TEDMAH H 28ro WOeHTWdMEaTSP.

Mpustrep — Mpomueonokazano dna agdpo-kapulcrux NayueHsmos.

7.8.2 4.5 Cneyndrea CoCTORHWA 300p0BEsA

B amom artprbyTe soryT GeiTh PAIANHYHER XADAKTEPHUCTIKK COCTOAHKA 30000BLA CNeuMgrYHON NOnyna-
LMK, ¥ KOTOROR OTHOCWTCA GaHHOE NOK3IaHMe MNKk NPOTHEONOKAIAHWE NPUMEHEHWA NEXapCTREHHOMD Cped-
CTEE. ITH XaparTePHCTHEK SONKHE BeiTh BIATE W3 COOTEETCTEYIOWEN KOHTRCNWPYEMOR pedepesH THON Tep-
MAHCTIOMAM W J0MEHBl COOTBETCTBOBATE WHOPMAaLUMK W3 DerMCTRaUMCHHOMND J0Cee. omiHbl DolTe yRalaHb
KOHTROMHPYEMEIA TEDMAH W 8ro noeHTidgMKaTop.

Mpusepsi

1 OGuee cocmoaHue NUMasua: Hedoedarue, dedhuyum aumanMuHoe, U3BLIMoYHLID aec, degbu-
yum geca.

£ EcmecmaaHHibie cobLIMUA; MEHOMay:a, SopeMenNHOCTL, Makimauun.

3 Buoxumua/zemMamonosud; Huakul ypoeens CO4, sunepranuesmun.

4 Dbuwee cocMOANUE: UCMOLeHUe, uMMyHodeduiyum.

7.9.2.5 Cneuddiika Qpyroa TepanHm

373 MHPOPMALMCHHAA CTRYKTYPa NoIBoNAET ONHCaATE NPMMEHEHME NEKAPCTBEHHOND CRPEacTEa Ha DoHe
OPYToR TEQandM k2K SacTk NOK3IaHKE “M TPOTMBONoKAZaHWA. 370 ONUCAHWE GOMMHO COOTRETCTEOEATE MH-
fopMald U3 PEMMCTRAaLWOHHOID J0CkE.

7.9.2.51 TN caaan c Tepan4ei

B atom arpubyTe DonweH DhiTe YE33aH TWN CEAIM MEXOY NOKaIAHMAMM NWE0 NPOTUE0NOKSIAHWAMKA K
NoMMEHEHW NEXAPCTEEHHOMN CRPegCTER M cheUWdHESR Opyrol Tepandu. THn CBR3W JomkeH BeiTh BIAT H3
COOTBETCTEYIOLWEA ECHTROMHMDYEMON TEPMUHOIOMNN M QOMKEeH COCTBETCTEORATE MHqopMaUnH M3 PErMCTPa-
UHOHHOTD gocke. JonsHsl DeTe yEazaHs! KOHTROMAPYEMBIR TEPMIAH M 2ro naeRTUdmMEaTop.

Mpusepii
1 Honmonk3aoeame Kak SononKumenkHyo mepanuio k Sema-Gnokamopar Npu JeYeHu. ..
i
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2 Mpomueonokaiano nocne Mapanui...
3 Mokazawo kak Apenapam emopod NUKLL NPY AeYexul cmepoudanl. ..
4 Mokazawo neped nevenues npenapamasu apynns DMARD.

7.8.2.52 NexapcTeo

STOT aTprSyT QOMMEeH COQEpHaTe CCulfIKY Ha NeKapcTEo B DOpME SKTHBHON CyBCTaHUMK, NeKapcTeeH=-
HOE CPEACTED MW TRYNNY NeKapcTEEHHLIX CPEOCTE, PACCMATPMBAEMOE KAK HYacTh HOMKDETHONDG NOKAIAHHA
W NpoTHESNOKaaandA. MoeHTibkaurs NetapcTea Jo0mkHa BeiTe BIATA W3 COOTRETCTEYIOLWSA KOHT PO py-
EMOA pedepaHTHOR TEPMHAHONOMWA 1 JOMEHa COOTRETCTE0EAT MHDODMaUWMK W3 PerMCToauWoHHCIS GOChE.
okl BeiTe YESIaHE KOHTPONUREYEMEBIA TERMAH 11 8M0 WZeHTHQKMKATOP.

Mpusepsi

1 Mpoghunakmuka apmepuansHibix MpoMiog @ KoMBUHayUY ¢ ayemuncaniyumoect KUcnomod,
2 Mevenwue duabema amoposo MUNa @ koMOUuHalulr © cynborunypeail.

3 Mepad neveHuesM Npenapamasy spynns DMARD.,

4 Mpomueonokazaso Npu ApedWecMayiolWen MpUMEHENUY SN uALDYOWUX a2eHmoa.

7.8.2.6 BaanMoOefcTeME C ADYriMIKA NeKapcTBeHHBIM COEaCcTRaMK M apyrkie ophbl BIaHMoOERCTENR

3TOT KNAace AonseH MoNoNkE30E3TeCH OAA CHCAHWE NeKapCTESHHOMD BIAUMCOeRCTEIA W OpyTus dropmM
BIAMMOLEACTEXR B COOTERTCTBMA © MHODMALKWER M3 DEMICTEILUWOHHOMD A0CHE.

7.8.2.6.1 OnucaHue B3aumMoasficTBHA

3TOT aTpulyT DonKeH CoOO0ep#aTs TENCT ONMCAHWA BIZMMOOEACTEWA B COOTEETCTEMK C WH(ropMalHed
W3 PEMMCTPAUMOHHOND GOCkE.

Mpusep — Bnuanue dredumoura wa aappapud Moxem ObiMb PaznbIM, No3moMy meped ux
COBMECITIHELIM fpUMenenuen donske Swmes onpedeneqo npompomunoace apema. Onpedenesue
ypoadeil a chiaopomye kpoay ocofenHo Noneano, ecny Npednonazasmes ao3MOoNHOE NeKapCaeH-
HOO alaumodedcmaiie.

7.9.2.6.2 Tvn BaavMeIeHcTERA
B 2TomM aTpuSyTe JoMmHeH DHTE YEI3aH THT BAGUMOERACTEBNA, B3ATHN M3 COOTERTCTEY IOLWEND HOPMATMA-
HoMo pedepeHTHOMD CNonapa.

Mpusmeps — MexkapcmasHnoe azausModedcmaus, azausModeldcmade MeKkapcimas © Nulyed, enus-
HUe NeHapcmaa Ha PeaynLMant i NafopamopHiix aHamu3oe.

7.9.2.6.3 DderT sranmegefcTBHR
B atom atpubyTe QomseH GuTh yEa3aH 3dxberT BIaUMOIeRcTBWA, BIATEIR W3 COOTBETCTAYIOWEMD HOp-
MATWEHOTD pefdepeHTHOND CRoBapa.

NpusMept — MoMuweHUe ypoaHs dpysoso Aekapcmesa @ chidopomue Kpoey, yMeHLiteHue ab-
copfyLy ocHORHOS0 Aekapomasa a wenydie.

7.9.2.6.4 YacToTa BCTRpeYaEMOCTH BIAKMOSERNCTEHA
B aromM artpubyTe 0ondHa DuiTe YKa3aHA 4acToTa BCTPEYSSMOCTH BIS3WMOOeACTENA, HCNONEIYA COOT-
BETCTEYIOLWA HODMATHBHBIA pedepeHTHEIA CRoOBaD..

Mpusmepsl — Biaumodeldcmaus omcymemayem, axauModelicmave meopemuyyeckl SoIMOMND,
giaumodelicmaue Habmodanoch.,

7.9.2.6.5 KouTponk BIaMMO0eAcTEHA

B aTom atpubyTe ZomeeH ShiTe YES3aH KOHTPONE BIaMMOLSACTEMR B COOTESTCTEBMK C MMOhOpMaLKei |3
PETMCTRALUMOHHON O0CkE. [pK 3T0M JOMKeH MCNoNBE30BATECA COOTEETCTEYIOWMA HOPMATHBHEIN padepenT-
HblH CROBaPLG.

Mpusmeps — Meopk! npedocmMopoMHOCU NPU COSMECMHOM NPUMEHENUL, YMeHLILoHUEe Joakl
@mopozo Npenapama, coaMecmHoe NpUMeHeHUe He pexoMendyemca.

7.9.2.7 BaauMoOecTRy KWW are|T

ATOT KNACT OOMKEN HCNONLIOEATRCA ONA OMNUCAMWA KOHKDETHOMD NexapcTea, ndwy Wk nadoparop-
HOMo aHanuia, AaNMOWErocA BTODLIM BIAMMOOEACTEYIOWMM areHToMm. OnucanHve QONKHO COOTRATCTA0BAT L
MHDODMALIMK M3 DerMcTLaUMoHHOrD 0oCRa.

B
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7.9.2.7.1 CacTeMa KoJWPOBIHWA BISHMOOSRCTEYIOLMY areHToR
B atom atprbyTe aonsHa OeiTe yEaIaMa CMCTEMA KOQWUDOBAHWE BTODEIX. B3aMMOQeACT BYICLLKE areHTon,
HCNONLIYR MOOAXO0ALL YD CUCTEMY MOEHTHDMKALMN CHCTEM KOOUPOBAHKUA.

Mpusepsi

1 Cucmema wodupoaanun a3zaumodeldcmayiyux azexdntos; AHamomMuYeckan mepaneamuye-
CKaA U XuMUuYeckan knaccugukayuonman cucmesa (ATX knaccugukayun) BO3.

2 Cucmema xodupoganun alaumModelcmayroiux aseqnmeoa: SubsiD (HCO 11238).

3 Cucmena kodupoganun elausModelcmayroux asenmoa; MedDRA.

7.8.2.7 2 Kon saanmofelcTBYIOLWEro areqTa
ITOT aTprbyT AorseH COORM#aTs OTAENLHOE SHAYEHME, BIATOS M3 CHCTEME KOOMPOBAHHA BIAHMOLER-
CTEYHLL ML areHToR. oMk DeiTh YEa3aHbl ROHTPONMPYEMEIR TEDMUH ¥ 8ro MoeHTHgHEaTOop.

Mpusepsi

{1 Cucmema wodupoaanus alausodeldcmayioluyx azexmos; AHamomMuYeckans mepaneamuye-
CKaA U XUMUuvyeckan knaccudhukayuonkaan cucmesa (ATX knaccughuwaiua) BO3I; kod eaaumoded-
cmayiouieso asenma: JOZAB npoudeodtiie tMudadona.

2 Cucmema kodupoganus azauModelicmeyiowux asanwmoa: SubsiD; kod ezauvmodeicmayroile-
20 azgenma: T123-ABC-XYZ chanumoun (Gazoawii).

3 Cucmema kodupoganus alausmodelicmeyiowux azenmoa: SubsiD; wod ezaumodeidcmaywoiye-
20 agenma: J33-XYZ-KLM zpelngpymoesill cok.

4 Cucmema kodupogaHdua azausmodelcmayioiujuy azenmoa: MedDRA; kod giauModelicmayio-
ieso azenma; 10005455 — wopmuion 8 kpoau.

8 MaeHTUdMUMPYIOWMWE XapakTepPUCTHKKM MCCneqyeMbiX NeKapcTBEHHbIX
cpencTe

8.1 Ofwme nonoweHUA

B HacToawes paigens ondvcada mHdopsauus of nocneayemex NekapcTBerHsx cpegoTeax (MNC), ko-
TOPBIE HE JAPEMMCTPWDOBAHE M ABRNAKTCA NDEOMETOM WCILITAHME B OOHOM WM HECKONBEMX KNAHWECEAX
MCCNENoBaHMAX. Ero nonomedva NpUMaHdbel TAKKE ¥ 380erAcTPUpORaHHBIM NeKapcTReHHEM CRENCTBAM,
KOTODEIE SENAKTCA NPEOMETOM WCNETAHMA B KNAHKHECKOM WCCNeAsiaHMK, HO MCNonNeIyoeTeR Nubo dacykT-
CA (B NEXAPCTEEHHOR DOopME WNK YNAKOBEE | MHBIM cocoDoM, HENENK JAPervCTPUpCRaHHEA DopMa, NMSo
HMCNONBIYIOTCA ONA HE33DErMCTOUPOBEHHLIX MOKAIAHWA.

TepsuH «Vcocnenyemos NesapcTEBEHHOR CRROCTED OTHOCHTCA K NEKAPCTREEHHOMY COAACTEY, MCMNEThi-
BASMOMY B KMHUHWYECKOM WCCMNEN0BAMMN, BKMNICYAR MCMeITYEMOR NeKapcTES (NedapcTea), BCce NpenapaT,
HMCNONBIYEMBIE ONA CPABHEHWA, ¥ BCE NNAUEDo, ONWCaHHEIE B NPOTOKONE KNMHHYECKOND WoCNaqoBaHIA.

8.2 MepexuHsie HOBHTHOUKATOPLI

8.2.1 Obwme NoNOXEHKA

AnA cooTEETCTEMA TReboBaHMAM, YEaIaHHLIM B 4.1, 00N¥HEl GbiTE YKalakk CRegyowMe YeThiDe MOeH-
TripkkaTopa;

a} IMPID — noeHTHdHkaTop MCCNeyeMors NeKapcTREHHOMD CReacTea,

b} IPCID — waenTugukaTop yNakosd MCCNegyamorn NekapcTBeHHO CpeneTaa;

c) IBAID 1 — yHHEINbHBIN AOeHTUQMEATODR CERMA MCCNENYEMOra NeKapcTBEHHOM CReACTRED, HaHaCeH-
Hbld H3 @ro BHELWHIOKN YNaKoaKy!

d} IBAID 2 — yvikKansHbld BOeHTHPHESTOD CEPHA MCCHEaAYEMOors NeKapcTBeHHOND CRBaCTES, HAHBCEH=-
HblA HA M0 NEPBAYMHY YIAKOBKY, HE ABNRIOW YIOCA BHELIHEN yNaKoBroi.

Kpome Toro, HCNoNBEYETCA CEAE C MOEHTUHEATOpaMK NeKapcTReHHEX npenapataa (PhPID), onvcad-
Haa 8 150 11616. B To apema Kak vupopmauws. CBRsaMHan ¢ wogeHTHpukaropamd PhPID, conxakoba v aa-
DETMCTRUDOSAHHOMD NeKAPCTBEHHONG COROCTEA U MCCMNEnYamMorn NexapcTEaHHOre CpeacTaa, WHpDopMaLuns,
NPpeoocTARNASMAA YIONHOMOYSHHAMY OpraHy, 1 JORONHHTENEHEE XaPaKTEDMCTHIE MOTYT OTNHYATLCA,

B pykoBOOCTEE MO MPAMEHEHKI0 CTAHEAPTA MOMYT GbiTh NPHBEEOEHE! QONGIHWTENEHLIE JETAMA NpAMe-
HEHWA ITHY HOaHTHUKATOPOR.

&7
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8.3 MpenTudpurkarop KococnegyeMoro nekapoctTeeHHoro cpeacrtaea (IMPID)

8.2.1 OBwme nonoxeHHA

Kawaomy WCcnedyesMony NEKapcTBeHHOMY CREOCTEY QOMMEH GrTE NPUCESEH YHRKINEHER HEEHTHEDN-
katop IMPID B gononsedve £ MGoMy CYLWECTBYRWEMY DETHCTRALWOHHOMY HOMEDY, NOMCBOEHHOMY VNOMN-
HOMOYEHHBIM OpTaHoM MM COOHCOPoM KTHHWYECKOrD MCCRegosadMa, 3ToT MaeHTudreaTop npeayaaHaqdel
OAA UENER yHeTa 1 GNA Nobsliwerds DE30nacHocTE NAUKEHTa, NOCKONBRY © BM0 NOMOLEI MOMHO OAHOIHEYHO
WEEHTHPWUWEOBaTE HCCTIEAYEMEBIE NEHADCTESHHLIE CPEOCTES BO BCBM MWPE.

CrpysTypa dgedTidrkaToga IMPID gonxea cnedosate obWweMy waGnoHy cerndeHTos QaHHuIX 0fF Ho-
CNegyamon NeKapcTEeHHOM CPEACTES, B KOTOPOM KaMObIA 3anonHeHHbid CerMeHT JonMeH onpeqenaTes cne-
UHPHHHBIA KOMNOHERT WOEHTAQHKATOPa. 3TOT WabnoH Co0epsuT,

a) KOQWDCBRAHHEA CEMMEHT CTRaHb (OBYyREYKEEHHEIA KOO CTRaHE B COOTEETCTEMW co VICO 3166-1);

b} KOGWPORAHHEIA CEMMERT CNOHCOPa (MOEHTUMKATOP OpraHuaaLMKH];

Cl KOOMPOBAHHEA CEMARHT NeKaPCTEEHHOND CRENCTEA, B JARHMCHMOCTH OT MECTHEX TPEOoBAHMA dopaA-
PYETCA MK CROHCOPOM, WK YIONHOMOSEHHLIM OpTaHonM,

NMioBse HIMBHEHAA IHAHEHRA ITHX KOOWPOBAHHLIK CEMMEHTOE HOMKHE! NPUBOOMTE K MPHCBANBAMAD HO-
Boro wgedTrdwkaTopa IMPID,

8.3.2 KogupoBaHHbIE CErMedTLI HaenTHpKMKaTopa IMPID

KoouposaHHuIe cerMenTs kaedTidmeatopa IMPID gonsie opMuposaTech N0 GNECaHHbIR HAKE Mpa-
ByNam.

8.3.2.1 KogupoaauHbld CETMaHT CTpaHE

KooHpoBaHHLA CermMedT cTpaMbl JOMweH COOeMaTs KO0 CTPaHL TOR TEPDWTORKEK, MEE YyNONHOMOHYEHHO-
MYy Oprady NogaHo 3IaABNeHHE Ha NoNYYEHWE PAIPEWEHA HE NPOBEOEHWE KNWHWYSCHOro WCCNEaoealnA. Kag,
CTpadbl BEGHMPaeTCA KA TabnKUsl JEYXEYEBEHHRIX KOOOE, onpenengHbx g MO0 3166, EcnK paspelleHvA Ha
NEOBEGEHWE KNWHWYECKDOTD HCCNEI0EIHWA BeldaHE HECKONEKMMK CTRaHAMW, TO KOOI BCEX 3TKX CTPaH J0rH-
Hibl ObiTh yE33aHE B JaHHOM CEIMEHTE.

8.3.2.2 KogupoaaHHbli CerMadT CnoHcopa (Kaed THDWMEATOD Cpraqraaum:)

3TOT CEMMENT AO0TMMEH CONEM#ATE YHUKANBHBIA WOEHTUGMKATOD CROHCOPa HCCNEOyEMOoro NEKapcTBeH-
HOM CPEACTEE (MEEHTHEMEATOD OprasqaacMu). 3T0T MOeHTUgMKATOR MOKHD BIATE M3 MEROYHAPOGRHOR CA-
CTEME YHHKANEHOR AOeHTHEMEaLWE BNagensues PerscTRalnoHiore yOocToREPEHWA (CPralduaanni], acnu
TAKCEIA MMEBTCA.

8.3.2.2 KogWpoBaHHbid CETMEHT NEKAPCTEEHHOMD CREOCTES

STOT KOQWDOBIHHEIA CErMeHT O0N#eH CoOepMaTs YHHRANBHEE WOEHTHDKHKATOD, NpHMCBanBas sl Mo-
CNegyamosMy NeKapcTeeHHoMy cpegeTey. C aTus nieHTHdWKaTopoM A0MKeH ObiTe CER3aH CNedyKilHi Ha-
Gop atpuiyToa WCCNedyeMoro NeEKapcTEEHHON CPEACTEA, KOTODOMY OH NPWCBOEH.

a) cyBoTanury (aKTHBHEE VKOHTRONMDYEMBIE CyBCTaHUMK (HanpyMeD, akTHEHAA, a0LI0BAHT),

b} MeguUHHCEHE WINENWA B CNyYae, 8cny WCCNenyesos NeCapcTEeHHOR CPEOcTa0 KOMOHHHPYETCR ¢
TAKMM HINSNWEM M JOCTUrAeMEIR ©apMaKkonorideckiaig, WsMyHOROrMYeckiiin i MeTabonvdeckii adderT pac-
CMATPWBIETCA KaK OCHORHOH CNOCoB NPUMEHSHKA, TIK0E MEIWUWHCKOE W3ZENHE CHATIETCA HOMIGHEHTOM
HMCCMEnyesMorn NeKapcTES8HHOND CpedcTea;

C) TEpANERTHYECEME NOKAIAHWA, MIYHIAEMBIE B KNMHAYECKOM WCCMIET0BaAHNM,

NioGEe MaMeEHEHKA IHaYEHUE 3THX 3aTPKUOYTOR, YYUTRIEIEMBIE B NPOUECCE DEMTMCTRAUMM YTIONHOMOYEH=
HbIM CRraHoM, O0MHHE NPHEGOWTE K NMPUCENBAHME HOBOMD YHMEANEHOMD WosHTUgMKkaTopa IMPID.

BeinonHeHue aTard NPasdng MomeT NpHBoanTe & HaMeHeHe MoeHTHdgMKkaTopa IMPID, gase ecnu cy-
WECTEVOWME KEUOHYECKME KOEHTHEMKATODE HE HAMEHIKTCA. HACTOALKMA cTanaapT He Tpedyert, 4Tobkl Ta-
EHE KPHOMHECKWE WOIEHTWMKATODE! MEHANKWCE BMECTE C© WOeHTHEuEaTopom IMPID. Kaxgan cTpaHa MomeT
NEHOepHHEATECA CNOMWBLWEACA NP3KTHEW NPUCE0EHWA PEMCTPAUKMOHHLIX HOMEPoE.

8.4 HpenTudukatop ynakoBaHHOro HCcnaqyeMoro nekapereeHHoro cpegerea (IPCID)

8.4.1 OBwmre nonoReHHA

Kamaomy YNakopadHOMy MCCNegyemony NeKapcTEeHHOMY CRENcTRY A0meeH OkiTe NPUMCBOEH YHWKINE-
Hbid KaesTHdWEaTop IPCID.

CrpykTypa nagHtudkaropa |IPCID ponmea cnegosate obwessy waGnody cerMedTos fjaHHs of yna-
KOBAHHOM MCCNEOYEMOM NeKapCTREHHOM CREACTRE, B KOTOPOM KEANILIE JaNoNHeHHEIA CEMMEHT DOMHEH ONpa-
OENaTs CheUddYHER KOMIOHEHT WaerTuduEaTopa. IT0T walbnoM conepHuT.

8} WOeHTUHHEATOP MCCNedyeMard nekapoTaeHHore cpagcTea IMPID,
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b} KOAMPOBAHHEIN CEMMENHT ONUCAHWA YNAKORKK, KOTODGIA 330387 YHUKANEHER HEeHTUMUKATOD Kawno-
MY THNY YITAKORKH.

NBbe naMeHEHAA IHAYEHAER ITHE KOOUPOBAHHBLIX CETMEHTOR JONHMHE NPHBOIATE K NPHCEAVEAHAID HO-
soro waeHTrdukaropa IPCID.

KoguporaHHe @ cerpenT naedtudukatopa IPCID gpormses DopMADOEaTECA MO ONBCAHHEW HUHE NRESBANaNM.

8.4.2 KoOWpoBaHHbIA CErMEHT ONHCAHWA YNaKoBEM

ATOT KOAWPOBAHHBIA CEMMEHT O0/THeH COQEpMaTE YHHEANbHER WOEHTHWMKATOD, NEHCEAWBARMbIA KOH-=
KpETHOMY TUMY YNAKORKA HCCNenyeMornd NeKapCTEEHHOND CoaacTea. © 3THM MO@HTUHMESTODOM JONMEH DilTh
cBRzaH cnedyww ki nabop atpubyTon:

- BOMHALE YNE80EKY [KOHTEAHED WNW KOHTEAHEDE ) — THM, KEONM4SCTRED (E0WHAL B YyNaKoBke ), MaTepua-
N W ankTepHATABHBIE MATapHUank,

= KOMMOHEHT MM KOMIOHEHTE YIEEKOBKA — THIT, MaTEpMank M ankTepHATUEHLIE MaTeDHank

- MPOM3BE0eMHBIA NPOOYKT (NDOAYETE] — NpOMIBEGEHMHAR OosMpoBadsan opMa, BOMHnLBl NpEOcTaR-
NEHAUA, KONASABCTED [B0MHAL NPOAYKTA B YNAKORKE ).

Nbkie MAMEHEHKS IHAYSHKA ITHE aTPUDYTOR, YYHTRIBASMBIE B NPOUSCCE DETMCTRALMKE YIOMHOMOYEH-
HBIM DPraHOM, DONMHE NPUEOOMTE K NDUCEAMBAHKID HOBOMD YHUKANEHOM KOSHTHEMEATOLE YRAKORAHHOMD
nekapcTReHHOND cpegotaa |PCID.

Beinonwesue 3100 NpaBkng MOoXeT NEHBOGHTE K Mamexarian noeHTudkatopa IPCID, paxe ecnM cy-
LWECTEYHILAE KLMIHHYECKHME HOEHTHEMKATODE HE MAMEeHRITCA. HacToAWMA cTasaapT we Tpedyert, 4Tobel Ta-
EWME HDPHOKYECKME MOEHTHMKATODEl MEHANKCE BMECTE ¢ WOeHTHdHKaTopos IPCID. Kaxaaa cTDaHa MOMET
NPHOePHHUBATECA CNOMUBLLEACA NOAKTHEN MPUCEOEHWA PEMUMCTRALMDHHLIY HOMEpoa .

8.5 MoeHTA(hHEATOPD COPpHA WCCNB4YyeMOoro NekapeToenHoro cpegetea (IBAID 1)

Kas oMy WCCnedyesMomMy NeKapcToeHHOMY COROCTEY QonweH BuiTe NpUcBoeH WogHTHpMKaTop IBAID 1.
ATOT AOEHTHEKKATOP JomeeH DHTe SOpasoEat M3 HOMEDa CEPWM, NEHCEOSHHOM NPOMIBOOWTENEM MH CNOHCO-
pow, cpoka rogHocTi W MaeHTwpuiaTopa IPCID. B wgedmudukarop IBAID 1 pomead Gl Te BENICYEH TOT HOMER
CEPMK, KOTOPEH YEA33M Ha BHELIHER yNAKOBKE EOHKPETHOA CEPHA MCCNEOYEMOrD NEKIDCTREEHHCTD CPRACTRA.

HMaoesTrdukaTop IBAID 1 aonsed vMeTe obwna Habop aTprbyTos, OTHOCALLWXCA K MCCNEnyesMomMy M-
KARCTEEHHOMY CRegCTEY. ECW Bog 3TH aTPHEY TR HMEIOT IHEYEHWA, TO WX CONETaHWE ONPEgenAaT ciey kY-
HOE MOHATAS, OTAWY3EMOE C NOMOLWBD WoenTidKWEaTopa IBAID 1:

- ngentudgrmkarop IPCID,

= HOMER CEPMK [YEAIAHHER HA BHELWHEH YRakosKE ),

- CROK FOOQHOCTH (MeCcAWron) B dhopsaTe 0aTk, CooTBeTCTEYWeM MO 8601,

8.6 MpeHTHhbHEaTop Ceprd HCCNBayeMoro NnekapeTeenHoro cpegerea (IBAID _2)

Kanaomy Mccnenyerony NekapcTReHHoMY CREACTEY A0KeH DeiTe NpUCa0eH noeHTrgMkaTop IBAID 2.
ATOT WOEHTURMEATOR SonKeH DRiTe OBRAICEAH NI HOMEDA CEDMK, NPUCEOSHHOD NDOUIBOOMTENSM UMK CNOH-
CODOM, CPORa NMOHOCTH W doedTHdukaTopa IPCID. B nogutidueaTop IBAID 2 ponsed BuiTe BENWHEH TOT
HOMED CEPWM, KOTOPRIA YRAIIH HA NePRMYHOR YNAKOBKE KOHKDETHONR CEpHK NeKapCTEEMHOrS CPRAcTEa, He
FABNAIDWERCR BHEWHENR YyNAKOBKOR.

HMaeutredukatop IBAID 2 aonwed MMeTs 0bwdi Habop aTpubyToB, OTHOCAWWXCA K YNAKOBAHHOMY Ho-
CRegyeMonMy NeKapcTeeHHIMY cpedcTey. ECnK BCe 3TH aTprByTh HMEDT IHAYEHHR, TO WX COMETAHWE ONpege-
naeT CneyndMYHos NOHATHE, OTAWYAEMOE C NOMOLLE HOeHTHDWEaTopa IBAID 2:

- WgenTucrkatop IPCID:;

= HOMED CEQHMK (YHAIAHHEKA HA MELPBHYHON YNAKDBED, HE ABNAKWEACA BHELHERA YIaK0oBKOR);

- CPOK MoaHocTy {MecAWTog) B hopMaTs OaTw, cooTeeTcTeymowen WO 8601,

9 MHpopmauma ob uccneayemMom NeKapcTEEHHOM CpefCcTEe

Mpumedaduwe — B cnegydlune NOJPE3NEnay NOMB0OWTER TOMNEKD T8 MHIPOPMALKA, KOTODEA PAINAHHE Y MC-
CNegySamMonn NEKapcTBEHHIND COE0CTEE M SEPEMMCTRHPOBEHHOM NELAPRCTEEHHON CREOCT BA.

9.1 OBzop vHdopMayry ob HCCNeayeMomM NeKapCTEEHHOM CpaicTES

Ang onucadvA XapakTepHCTHE KCCNeOyasMord NeKapCTBEHHONG COEOCTEA, HMEWErs WAeHTHEMKaToD
IMPID, 8 0ONoNHEHAE K WoEHTHDWEATORAaM, ONHCanHieM B 8.5 1 8.6, O0MmEHEl ACNONBI0EATLCA OCHOBHENE NO-
HATHA, MOOEMNE KOTODRIX NPEOCTARNEHSE HA PUCYHKEE 21 W ONMCaHa HU#Me B TEKCTE.
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ProyHor 21 — OBWan mogens nHGOopMann 08 HoChenyeom IEKapcTEEHHOM CRencTee

9.1.1 Mecnegyemoe NEKAPCTREEHHOR CPEOETRO

B atosm pasnens onucas waeHTHipkukarop IMPID emecTe ¢ MHopMauMes, YHURANEHD MOSHTHGA LMY I0-
Wed 1 XapaKTepraviowel Mecnefyemae NekapcTBeHH0S CoeacTas. 3Ta MHQOopMaLMA J0NM+HA CoOOTRRTCTRO-
BaTh COOSPHAHWID DAIPEWLEHNA HA NPCBESEHWE KENWHWYECKOND MCCNER0BaHWA, Bl 0aHHOM YNoMHOMOSEHHEIM
OpraHoM.

9.1.2 HanMmeHoBaHHMEe HCCNEOYEMOrD NeKapCTEEHHOMD CpeacTea

B aTom paanens onvcaHo HaM MEHOBaHAE MCCNE0YEMOrD NEKaRcTREHHONS CPEICTER, KOTOPOS DaHo emy
CNOHGCOPOM, & Takke pajbneHWe ITOM HAMMEHOBAHWA Ha paanydubie Yacti. Mexoy cogepHaHWan OaMHong
CaI0ENa W AKEHEANSHTHOMD PA3NEna CNACIHKNA HANMEHIBAHKA 1ADEMMCTDHEOBAHHOND NeKapcTBEHHOMN Cpea-
CTBA 2CTE HEKOTODLIE RANHYMA, KOTOPEIS HMME TYEYT ONUCaHE! BONea 0eTansH0.

5.1.2 Bapcwa

B aroM paanens onicakd BepCHOMHOCTE OCHODHEE WAEHTWDWKATODOR, OTHOCALLMNCH & MCCNeqyasn-
By NEKAPCTEEHHOMY COSOCTRY, @ TAOHKE CBONCTE, ACCOLMMDOBAHHEY C HCCNE0YEMEIM MELaPCT BEHMbIM CPE-
CTEOM, M O0KYMEHTALLMIA

ConepHaH e aTor painena MOSHTHYHD COSENMaHNGD aHaNart4Hore pasnena Ang aaperncT pUpoBaHKD-
o NEKApCTREHHOTD COeacTaa.

9.1.4 PaapeweHMe HA NPOBEOEHME KNHHKYECKOrD HECNeaoBaHHA

3TOT palnen CoqepHMT MHOODMALMIO O PAIPaWEHKA HA NPOREOSHKE KMHWHWYECKOMD WCCHenoaaHus,
Bhbl0AHHOM YNOMHOMOUSHHM ORraHOM W NOIBONSIOWMM CNOHCORY UHHLWMADORATE NPOBENSHME KNHHWYRCKDND
MCCNENoBaHMA HA TEPRUTORMN FPHCIMKLMM YTIONHOMOUYSHKHOND 00rasa.

9.1.5 NponapogrTens/npegn pUATHE

B atoM paagens yEazaHbl XAPAKTEDHCTHEY NPOW3BOACTEBEHHOTD NPOUECCa W OOYIHE CONyTCTAVIOWINY
NEOUECCOR W MX NAUSHIMDOBAHKE YNOMHOMOYSHHEIM OPFaHOM, Byl DAKWHK NPOHIABGOMTENK WK NpeanpE-
ATHIO pA3peUeHde Ha NPOUABOOCTED HCCNEAYEsMOND NEKIPCTESHHOID COEOCTRA K BRINCMHEHKE CONYTCTEYIO-
LUME @MY NPOUSCCOR HA TEPPHTODMI FDMCIMELMME YNONHOMOYEHHOMD ORrasa.
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CogepwaHse 3TorD Daiiena WISHTHYHO COGQepHaHHK aHanor iy Horo painena ANS AaperucTPUDoEAHKO=
Mo NEKAPCTEEHMOIC COSACTEE, TONBEKO COOTERTCTRYICLLAR WHIDOpMALUWMA ABRNAETCA HeolR3aTenBHoN.

5.1.6 YnakoBanHOo® WCCNEgyeMoe NEKaApCTEEHHOE CpeacTBO

STOT pazgen onMckiBasT AHCQOpMaLKKD ob yNakoBke W KORTERHEDE (KOHTERHEDAX ), B KOTOPESE MOMELLLE-
HO WCCNagyemMoe NEKapcTEeHHDE CPEACTED, 8 TakHe & NIODLIX MEOHUMHCKHE M3QENWAR, KOTOPLIE NOCTARMAKIT-
CA ANA NPOEE0EHNA KTHHWHECKON WCCNEaoEaHHA RaK HEOTEEMNEMAA YacTe MCCNeayeMars NexapCTREHHD
CPROCTEE WK B KOMANEKTE © HEM. B HEM Takse yRazaHa WHQopMayWa of HHMpegHEHTax NpoH3BSaeHHONs
npogyKTa.

Cogep#aHWe aToro paigena WISHTHYHO COGepMaHnID aHanordHore paifena Ans 3apericTpyUpoEanHo-
Mo NEKAPCTEEHHMOND COSACTEA, TONBKO COOTERTCTRYICLLAR MHDOpMaLWMA ARNAETCH HeobA 3aTeNsHOoN .

9.1.7 NexkapcTEeHHLR Npenapar

STOT paigen coaepx|T MedopManHio o MCCcnedyeMon NekapcTEeHHOM CPEOCTREE B MayYasmMon go-
JdpoBaHHcR HopME, Np8JHAIHAYSHHOR ONA NDHEMa NAuWEHTOM W YRaIaHHOW B NPOTOKOME KNHHWHSCKOns
Hoonenoeadna. OH TaKHEe COOBDHNT CoRNRY HA COOTBETCTEYHWWA Habop (Habopkd | MoeHTWdkaTopoa PhPID
W MHIPEOHEHTE ., OH Takse CoOOepmHT MHDOPMaLHMID 0 MEJHUWHCKOM WIOenW, ecnv OHO AGMASTCR HEOTREM-
MEMOR Y2CTEH NEKaPCTEEHHOTS CPRACTEA (HANPWAMED, NOONOHES MKW CETKA 4NA KNETOYHOMD NEXapCTREHHOND
CpeacTea).

9.1.8 PapmakonorMyeckse CEORCTEA

STOT pAZ0en ONUCLBAET WHDOPMaLKK O apMakonorkMYecivy CBORCTBaX WCCNeayemMors NekapcTeeH-
HOMy COEQCTEa, BENKYEHHBIX B NPOTORGN KNAHHYSCKOTD HCCMNEeqoBaHvA W B Dpowspy MCCnedoBaTens.

Cogep#aHWe aToro paigena WISHTHYHO CoOTepMaHnmg aHanoriHors pasgena Angs 3apericTprupoBaHHo-
ro NeKapcTEEHMOro CpeacTea.

Mpumedaswe — HOpMATHEHLIE OOKYMEHTE B SAHHE KPACIHELAKY MOMYT YyTOUHATE TRE0OBAMKA, DTHOICH-
WHMECH K PESNHIEUMK CTAX0ARTE B “acTi fapManonoriHessks CeO0RCTE, Hanpamep, Tpebosans, YyTods 278 BHgopMagns
NMpeqcTEENARScE TOMLKG N0 23MNPocy.

9.2 HecnegyemMoe NEKARCTREEHHOE CPEOCTED

B atom nogpaifene ondcad wieHTHpuEaTop IMPID aMecte ¢ nHpopmaled, YHAKaNsHD MoeHTHdk-
UMPVIDLWEH W X3DaKTepUaYIOWER WConeqyasos NeKapcTREHHOE CpegeTan. 3Ta MHOopMayVMA 0onKHa cooT-
BETCTEORATE COOEDMAHMIO DAIPEWEHMA Ha NPOBRISHHE KITWHMBECKOrD NCCNedoRaHMs, BhlJaHHoro YyonHo-
MOYEHHEIM OpPraHoM.

DfWwan cTpyRTypa HopMaLHK Ta we, 4T0 MCNoNeIYeTCA ANS ONWMCaHWA 1aperiCTRMpOBaHHOM Nekap-
CTREHHOMD COEOCTEA, TONEKS C 0OBARNSHUEM HECKONLKUE aTPHEYTOR,

89.2.1 DetaneHos onMcaHde MHGOPpMaUXK ob HocneayemMom NEKAPCETEEHHOM CpeacTRe

8.2.1.1 Mconegyesos NeEKapCTEeHHOE CpeacTRD

STOT ENACs SNUCLIBAST MHAOPMAUMKE 00 Mconedyeson NeKapcTEeHHOM COan0cTRe, ONA KOToporg oT
YNONMOMOYEHHOMD ORraKda NONYYeHD DAIDELISHME HA NPOBSOEHKE KNAHMYSCKOro WCCnegoeadna. OH WMesT
ONUCAHHEIE HUME aTPHDYThI.

8.2.1.1.1 Moeurnduratop IMPID

3TOT aTpMbyT COOepMMT TEKCTOROE NPEACTABNEHWE WASHTHDWKATODA MCCNE0yEMOro NEKapCTREHHOMD
cpencTea. OH 0BA3aTeNeHD N0meeH DTk YEA3aH.

0.2.1.1.2 KoMEHHApOBaHHaR NekapcTEEHHan qoavposanHan bopma

Mpi HeobXoOMMOCTH KOMDUHWDOEIHHEA NEKADCTESHHAA J0IMPoBaHHan opMa J0N#Ha BuiTe YEa3aHa
B COOTBETCTRWM C ONWCaHKeM, NpHasdeHHeM B 7.2.2.1.2.

0.2.1.1.3 NepekpecTHas cokiNka Ha ugeHTadmkarop MPID

Ecnu sapeardcToMpoBaHHoe NeKapcTEeHHOE CREACTEO ARMASTCA NPEOMETOM MCNBETAHMA B KNMHHYeCKOM
HOCNEAoEIHKA, HO HCNoNeIYeTcA NMbo facyetcA (B NEKAPCTEEHHOA DOopME WK YRAKOBKE ) WHbiM cnocobom,
HEMENA 3apervcTpupoeranan dopma, NBo KCNONe3YETCA ANA HeIADerCTRPUDOBaHHLIX NOKAIAHMA, TO OHD
OONHHD DHTE ONACAHD KAk MCCNeqyeMose NeKapcTReHHOs CRedeTRD B COOTRETCTEMM C COOepMaAHHEM HACTO-
ALEr paanana.

STOT aTprbByYT MOMET CODEDMAaTE NEPEKPECTHYIO CCHINMKY Ha geHTHdMKarop MPID aapericTpupoBaH o=
o NeKapcTEEHHOTD COe0CTaa, NPEaHaTHAYEHHYID ANA CNP3BOdHbIX LENed.

Ecru wgedTedwkatop IMPID npeactaenaeT HoBsIA TEPANEsSTHHECKMA DEXIXM, TO B HEKOTOPRX CNy<anx
MOMET BTE HECKONBEKD NEDEKPECTHEX CohINOK Ha waeHTHDKEaTOp e MPID.

a1

Pa3paboTka anekTpoHHON Bepcumn - nopTan GostExpert.ru 67 /112
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-11615-2014



https://gostexpert.ru?utm_source=pdf&utm_medium=50909
https://gostexpert.ru/gost/gost-11615-2014?utm_source=pdf&utm_medium=50909&utm_term=page

rocT P ACO 11615—2014

© IS S TR O DI B9GG PRTAE TN 2 [ P R O - D TR “,‘J

DoaymesT e ivie TEa U on Hors mu
= floEpuEHT
= MapuTednaton sofpeeima
= CPOKBBOOR DOFyRMEHTA B nuﬂn'rlnl
- Tun ASeyvauen
CTRaa i Al i !
- Crpana
= TRppMTOps QpscEHeusd [ 1]
Ll S
Vi Beps vm
= At mepcul
i HaswredinemTon JI-D:‘"II I'-'.-='|]
{*
Haubg EEA HHE HEC NS mmumm
Han F2.1]
Hi-mvsaHoEaHIg [0 1] —— %
St Th @ nEemHocTA [3.1) fosis e e e
Hax T e bW PepReaa JiT] MeeTig weaTop IMPID

Uper, saraza [0, 1]

e sf i K npagyeTe ¥ sndscona (0, 1)

= KOl MPOANETE ¥ 0 P 0 WCAH0n Oprasa [0.1]

rv-n--- deups -ﬂ: Fa.1] 1 ﬁmwmmmulmﬂmmwnﬂmm[ﬂ.ﬂ
Lm;ummn[o. I : « - MeDERecTHAA COLWNME 1O ALEsTRERGrop MPIDNDS
b SEPHERD s B R 1] - [provine reawerpeec i nerps T 0.1)

o T T GHTORI A OND HO RV rnaien 10, 1]

T TR MG SR MM Hlumwmﬂ[ﬁ. 1]
%@wwumnwmmmd{
YacTt choguyred (0. 1]

WECTE ceiesal nominae 1)

R e I L. S e L e B

ar

s HHLA HE HE CARTONS
AMEAEC TIEHHOTS CROCrE

= DS M RAGE R HEATORS
= KcoHraTon

Pucymol 22 — MeTansHoe OnHCESHME DAE3NENS HECNSnyeMong NELa3pCTEEHHOM cpasTes

0.2.1.1.4 Kog npodyeTa v cnodcopa

E aTom atpifyTe MomeT GkiTe YE33EH KOO NpooyETa (MOeHTHWKETOR), NDUCE0EHHLIR WCCNenyemomy
NEeKagCTREMHOMY CpegcTey cnodcopom. Dopmar npegcTasnesna — TekcT. Jomeed BeiTe ykazanw nubo kog,
NooOyETa, NPUCECEHHLIA COOHCORoM, NWOC KOG NPCOYETa, NPMCBOEHHEIR YIOMHOMOHEHHBIM ODTaHoM.

0.2.1.1.5 Kog npoaysTa ¥ yNonHoMOYeHHOTD Sprasa

B atom atpubyTe MoweT OwiTe yE33ad kK00 NpoQyETa (MOeHTHDUKATOD), NpUCBOSHHLIR MCCNenyemomy
NEKADCTBEHHOMY COEOCTRY YIONHOMOHEHHEIM OpraHoss. PopMaT Npeacrannesnd — TekcT. Jornsed TuThe YEa-
aaH NWbo aToT Kog. NKBo kKog NPoayETa, NEPMCEOSHHER CROHCODOM [CM. Bl

8.2.1.1.6 MNpdaxak negdaTpeYecyors NexkapcTaa

Ecrk wocnenyemos NeKapcTBeEHHOE CPEACTED WMEET CNelHansHyD AeTCKyid hopmMymy, TO 3TO MOMET
GETE YHAIAHO B GaHHOM aTpHDyTE, HCNONbIYR TEPMWH W3 CODTRETCTBYHILLEMD HOPMATHBHOD cnosapA. [omm-
Hbl DbiTh YEaIaHE CAM TEDMHH W 870 MJeHTHDWKaTOD B 3TOM CROBapa.

Mpusep — Cneyuansxas neduampuyeckan GopmMyna.

0.2 1.2 BepcwA

BepCHoRHOCTE MOMET NPAMEHATECH B COOTRETCTEMM ONUCAHAR M, NHBEGEHHLIM B 7.2 .2 2

8.2 1.3 JokyMedT DErdcTRaunoHHON 00ChE

K Hicny AoKyMEHTOE PErHCTDEUWHHOMD J0ChE MOMYT OTHOCHTECR, £ NEWMMepy, Dpowkpa neonegosare-
NA, NEPOTSKON KMWHWYECKOnD WCCNegosadda 1 motas Qpyran pernaMedTHpOsaHHaA WHgopMaunda (NEKrmMe -
M3 K 3APEMACTDWDOBAHHLIM NERIPCTEEHHLIM CREACTEAM). 3TH OOKYMEHTEl JONMHL ObTh CNUCaHL B COOT-
BETCTEMK C CoOepsaHHen 7.2.2.3.

0.2.1.4 KnaccridwKkauWa Bccnedyesony NekapcTeeHHars cpegcTes
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Moocnegyemos NeKapcTAEHHOE CREOCTEO MOMET DiiTe BKMIOHEHD B DaINUHHEE KNACCHMKETODR, KaK
MECTHEE, TAK M MENKDVHAPOAHEIE. B 370M pajnens MomeT BuiTe YHasaMsl GOHE WM HECKOMNBKO TAKMY KNaCc-
GHKAUWE B COOTBERTCTEBMKW C CoOQep¥aHuem 7.2 2.4,

8.2.1.5 HanseHOBAHHE MCCIEQYEMOTD NERARCTESHHOND CRencTRa

8.2.1.5.1 Haumesosaume

B atom arpddyTe 0onsHo BulTe NPEICTARNEHO B QOPME TEKCTE NONHOE M ZABREPLISHHDE HAWMMEHOBA-
HE MCCNEnYaMOre NexapcTReHHON CpancTea, NPUCEOSHHOMY &MY CROMCopos. B 0TNHYMe OT aManonwyHon
ATEMOYTA 3EPErMCTDHPOBAHHONG NEKapcTasMHoro CoeaacTea, faHHbIR aTpubyT He obAsaTenaH ONA doonenye-
MO0 NEKAPCTREHHON CPBACTRA, MO KAKOe-TO IHAYSHWE 0MeHD ObiTe NRPUCEORHD NMD0 ey, NMBo oNUCaHHo-
MY HAME aTPUEBYTY KOOa NpogykTa.

8.2.1.5.2 Kog

Ha Ha4anusod cTagun paspaboTed HCCNeayesos NekapoTBeHHOe COeOcTEG MOMEeT KaeHTHDWUKpO-
BATLCA HE HAMMEHOBAHWEM, a HeopMans e K0OoM. NpH HEOSXOOWMOCTH TAK0OH KOO SOMKeH BbTe YEa3aH
B DaHHoM atprbyTe,

Mpusep — ASBES3.

ATPWGY T OpyrMY HACTER HAMMEHOBAWWA O0MEHbl COOEREaTE WHOOPMALWWD, ONWCAMHYIO pades B
T225

0.2.1.6 CTpaHa/a3kIK

CTpaHa 1 Akl J0MEHsl DETE yEaZaHs B COOTBETCTEMK C ONWCAHWEN, NpUBEIEHHEIM B 7.2 2 6.

9.3 PaapelioHWe HA NPoOBLOEHWE KNWHMYECKOTD HCCNeaAoBaHNA

Paspewedie Ha NpOREgeHRe KNWHAYECKOND MCCNeqoBaHHA Beid3eTeA COOTRETCTEYIOLUKM YNoMHOMO-
YeHHbIM OpradHos. B COOTRETCTEME C JaX0HOGaTENsCTECM W OPYTHMH KDHOWYECkMME HOPMaMKY Takoe pai-
pEWeHWE JoMEHS DeiTe NOMYyYEH0 G0 HAYaNa #3yYeHHA HCCNE0yeMoro NeKapcTESHHOMND COEGCTER B KIKHW-
HECKOM MCCME00BaAHNK.

9.3.1 feTtansHoe onMcanke AHGOPMALKMK O PAIPELWEHKWKA HA NPOBEOEHME KNHHHYECKOrD
HCChenoBaHHA

0.3.1.1 PaspowaHse Ha NpoReSEHHE KNWHWHeCcKons HeonenosaH1A

Ana vocnedyeMors NeKapCTEEHHOMD CPROCTEa JOMKHO BETE NONYYEHD DAIpELUEHHE Ha NPOBEREaHAE
KIMHAYECKOrD MCCNB0BatKA, COOSpHaLas Cnedyiowyio nHQopMa e,

0.3.1.1.1 PerdcTpauoHHbiE HOMED

B arom atpubyTe Jomneed DuiTh yKa3aH PEMMCTPALMOHHBI HOMED KMAHWSECKONS WCCNeqoBadMa, npu-
CEOBRHHBIA YNONHOMOHEHHBM ORradon. DopMaT NpegcTaBneEHMA — TEECT.

0.3.1.1.2 Kog vccnenoaaHus

B atom atpubyTe Donwed SeTe YEa3aH KOO KOHEDETHOMS WCCNEICEAHWA, MPHUCECEHHEIR KNHHWYECKOMY
WCCMNEdoEaHnID YNOMHIMOHEHHBIM oprason. PopMaT npegoTasneHna — TeKCT.

0.3.1.1.3 Crpaxa

B atomM aTpuSyTe GonMHa OkiTh YEAIAHA CTREHE, B KOTOPOH BROAHD PAIPELUIEHWE HA NEOBEEHWE KNHHK-
YECKOMD WCCNEaoBaHKa, HCnonNLayA JEyxGyEBeHHBIE MW TPEXOYEBEHHEE KO0, NpHeedeHdEe B 150 3166-1.

8.3.1.1.4 Homep npoTokona

B aTomM aTpubyTe Qomwed DeTh yRaiad HOMED, NEHCE0SHHER NPOTOKINY ENWHMYEBCKORD WCCNEOona HKA.
TopmMaT NpeicTasneHWA — TEKCT.

0.3.1.1.5 NaTta papellenns

B arom atprbyTe JonsHa OwiTk YK333HA 0aTa pajpellieHddA Ha NpoBedeHHE KNWHWYECKOrD Woonego-
BaHHA, BLIOAHHCTD yNONHOMOMEHHEM CPrasdomM. 37Ta JaTta OonwHa DoiTe YEA3aH3 © TOYHOCTLES GO0 OHA (rod,
MECAL, JeHb) B COOTRETCTEXK C (DOPMaToM, ONMcaHHslk B MCO 8601,

0.3.1.1.6 Oenoacman NaTa aBepuieH«A

B atom atpubyTe gomsHa OeiTe yEAZAHE OXWOACKMAA 0ATa JABEDILGHHA KMMHWYECKOMD CCNedoRaHda
B COOTRETCTEMW © NPOTORONOM KNMHHKMMECHOTD WCCNBOoBaMHKa, CoOrmacoBatbii C YIONHOMOHEHHbIM ORrasomM.
3Ta faTta Aon#Ha STk YE33AHA © TOYHOCTRK A0 WA (fod, MecAd, OeHk] B COOTEETCTEMK © (ROpMAaTOM, On-
CaHHwiM B MCO BEOT.

0.3.1.2 MecTHog paspelleHie HA NpoBEgEHAE KNMHHUYECKorD HoCNEedoRaHnA

Mpw HeoboQUuMoCTH MOMET BeITe YEA3AHE MECTHAA MHODMALKA 0 PAIPDEWEHMK HA NPOBEISHNE K-
HWYECKOND MCCMEq0BERHNA, BalOAHHOM YIONHOMOYEHHBIM OPraHoM (HANDUMED, TEPDHTOPHANEHEIM CRraHoM B
CTpade).
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PucyHor 23 — DeraneHos OnMcaHre pazgsna HHpopralig O PEIpelsHKK HE NPOESOeHnE
KMARMYECEOND HCCNE00REHIA

8.3.1.2.1 MecTHeIA PErMcTPALMOHHEIA HOMED KNKHKYECKOrS WCCNeagosaHHA

B atos atpubyTe gomsed DuiTe yE33aH MECTHBIA DEMACTRAUWOHHBIR HOMED KNWHAYECKOND CCnegoaa-
HUA, NPUCBORMHBIA YIONHOMOHEHHBIM Oprason. PopMaT NpencTapneHuA — TeKCT.

8.3.1.2.2 Kog vconeaosaqHka

B aton atprlyTe aomssH DbiTe YHAIEH MECTHEA KOQ KOHKPETHOMD WCCNedosasdea B rpynne kocnegoaa-
HItHA, MPHCBDEHHBIR yNIONHMOMOHEHHEIM Sprados. PopMaT NpegcTaEneHy A — TeKCT.

0.3.1.2.3 TeppWuTopHA

B atomM atpubyTe JonwHa ObiTe yK333Ha TEDPHTODHA, Ha3 KOTODOH BbIGaHG pajpewesHde Ha Npopege-
HHE KNAHWHECKON WCCNEfoBaHKMA, HCNoNsaya OeyKEyEBeHHLe unK TpexdykBeHHEE KOOs!, NQHESIEHHEE B
IS0 3168-1.

Mpusmep — fAng cmpakkl «Kanadas mowem SLimMbs yua3ad kod meppumopuy npoeuluuy Keobow.

8 3.1.2.4 MecTHan gara paspetueHMA

B aton aTprbyTe OormsMa DuiTe YKA3aHa MECTHAR 0aTa paspelue M Ha NPOBEIEHHE KNWHMYECKOrD He-
CNEqoBaHUA, BROAHKOID YNONHOMOHEHHEM OPTaHoM. 3Ta Oata JonxHa SeTe YHa3aHa © TOMHOCTEID 40 O
{rog, Mecay, OeHs) B COCTRETCTEMM © hopMaTtom, onucanHem B WMCO 8601,

8.3.1.2.5 Oxnoacman MECTHAR aTa IaBepLEHHA

B atom arpubyTe DomsHa BhiTh YHaZaHa OMMO3EManA 0aTa SEBEPLUIGHAA KNWHAYECKOND WocnedoBania
B COOTBETCTAMK C NPOTOXOMOM KNHHWYECKOND MCCNEA0BaHKA, COrMacoBaMHbl © YIONHOMOHEHHLIM ORrAHOM.
JATa faTta gon#Ha DeiTe YKa3aHA © TOYHOCTRKD A0 A4A (foa, Meciy, Je8He) B COOTEETCTEMA © opMaToM, Onv-
CaHHsiM B MCO 8601,
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0.3.1.3 MNpegocTaaneHise OTYETa MO GEICNACHOCTH NEK3PCTREHHOND CREOCTRA

OTyer no BeaonacHocTK NekapcreeHHon cpeactea (OBNC) npegocTapnseT rHdopMaurio no Beaonac-
HOCTH NeKapcTBeHHOrS CPEACTEE, NONYYSHHYIO MO PEIYNETATAEM SHAMKI BOEX TEKYLWMY KNHHWYSCKRE Mocna-
OOBAHWA K OPYTHE MCCNedoBanil, KoTOpLIe CHOHCOP NDOEGOHT WNKW JABEPLWIKN B TEHEHWE KOHEPeTHOMD OT-
HETHOND Neproaa.

MpuMeydHwse — HIpMATHBHLIE ODXYMEHTE B SAHHORE KIPUCAMELMK MOMYT YTOUHATE TREBOBAMHRA, OTHOCH-
WHMECA K npegoctaaneqds OBNC, sanpamep. Tpeboeats, 9Tobs 5378 pHBORMAUNE MPEOCTasnARECE TOMNBKD M0 3aNPocy.

8.3.1.3.1 Yacrora npegoctasneHss OBMNC

YactoTa npegoctasnedva OBINC MoMEeT 3a03BaTeCA 3aK0H0OATENLCTEOM MNH YNICNHOMOYSH HEIM Opra-
HOM, BbidarilHy DaIpeleHHe Ha NPOBEdeHHE KNHHWYBCKOrD MCCNegdoeaHyWaA Ha JaHkoR TEppHMTODMK. 3ToT
ATpHBYT AONMEH YEAILIEATE WHTEQEAN NOBTOREHWA K38 YUCNOR0E IHA4EHWE © BOMHHLENA WIMEDEHWA BPEME-
HH. EQMHALB: MasepeHus QomseHbl DBiTe ykasaHsl 8 cooTaeTcTars co MCO 11240 v peaynervpyiowed Tepsia-
HonmomdeR. JomsHis MCNoNE30EATECA CHMBON 8OMHHUE HIMEDEHWA W HOSHTHDWKATOD ITOMD CUMBOE.

Mpusep — Yacmoma npedocmaanenus OBMC jadaemca kak exezodHan.

0.3.1.3.2 NaTel npeaccraBneHis

S3TOT aTpbyT AoMeH Cogepwars 4aTel NpegocTasnewna OBMNC amecTe © 3agaHHod YacToTol Npego-
crapnemus. Jatel QormsHsl DeiTe YKaiaHs © TOMHOCTRIO 00 OHA (fog, MECAL, J8HMb) B COOTBETCTEWK C dopsa-
T, ONHcaHHEM B MCD 8601,

0.3.1.3.3 MewgyHapooHan 0aTta poXgeHHa paipagoTiM

Mexgyrapoaoxas gata poxgeHas pazpabotsy (MOPP) vocnoneayeTcs anA onpedengHuA Hadana oT4er=
Horo {exercgroro) nepeoga OBNC. B kauectee MIOOP aonssa GeiTe veazada 0aTa NEQEOTD paspeileHds
Ha NpoasieHve KNMHAHEckonD WConeqooanna, e0WHan Ana ecex cTpad. Havanom nepuoga npegoctasnasus
OBINC aanawTea Mecay # gara MOORP Oara ponkda BeiTe YEA33H3 ¢ TOUHOCTED 00 OHA (o0, MecAy, JeHs)
MM C TOYROCTRIO 0% MECAUA (f00, MECAL) B COOTBETCTEMM ¢ hOpMaToM, CnMcankeiM 8 MCOD 8501,

8.3.1.3.4 Nata orc4era

Ecrnn vocnedyehble NeKapcTBeHHBIE CPROcTea ABNAOTCA CyGLERTAMH Padibix KNMHWHYECKWX WCCNego-
BaHHiA, paIpeleHiA Ha NDCEEJEHHE KOTODEXE BelJaNkl B PAIHOE BEEMA, HO NPK 3TOM COOSDWAT OOHY W TY He
AKTHEHY IO CYSCTaHUMID MNW KOMBMHAUWID SKTHBHLIX CYyGCTaHUWA, TS YNONHOMOYEHHBIA Oprad JaqHHoA TeppK-
TORMA MOMET WIMEHHTE W FARMOHHIWPOBATE Y3CTOTY W 0aTk NpegeTaenedud OBNC, HanpuMep, HHIALMKPO-
BaTh NpeACTaEneH ke 0BWero oTHETa RO ATHM NEKaPCTESHHEIM CPEOCTREAM K YCTAHOBWTE HOBYIO JaTy OTCHeTa
nNepuoace npegocraanewdn. Jata Jonssa DuiTe YEAIAHA © TOHHOCTE A0 A (fod, MEeCcAl, JeHe] MK © To4-
HOCTRE 00 MacAya (rog, Mecal) B cOOTEETCTEMA © GODMaToM, OfMcaHHbiM & WO 3601,

0.3.1.2.5 NaTta GNosWpoBaHKA DaHHBIX

Jata GnokMposaHKs JaHHBIX 03IHAY3eT JaTy NPeKpalesna NPMEMa HOBEX JaMHLIX ANS BENICHEHWE B
OBNC. Dara gonwHa BeiTk YKalasa ¢ TOMHOCTEIN A0 OHA {Fo0, MeCHU, Q8K MNK C TOHHOCTRED 00 MECALa (1o,
MECaU) B COOTERTCTEIMN ¢ ODMATOM, ONACaHHLIM 8 FICO 8601,

8.3.1.4 CnoHcop

Jetancias “HpopMauKs © CNoHCODE, NONYYHEWHsM PaspelleHiie Ha NpossdeHiE KIHHWYSCHDNT Wo-
CNefoBaHrA Ha GaHHOR TePPUTOPHKA IPMCOWELMY, J0MEHA HMEeTe CTRYETYDY, ONHCaHHY B 7.4 AnA Knacca
aDpranduaaimay.

0.3.1.5 ¥nonsoModeHHER oprat

Hetansias wHpopmalus ob yNnonHOMOYEHHOM Oprade, Bs0aBWen DaipeWeHue Ha NECEegeHHe K-
HWUYECKOTO HCCMEQ0BaHAA JaHHOMD NEKApCTREHHOMD CPedoTea, J0MEHa HMEeTs CTPVETYDY, ONWCaHHyo B 7.4
onA knacca «OprasMaauwas.

9.4 MporaeoanMTens/npean pHATHE

MubopsaUus o NpouIBoauTenaNpennpUATHY A0MHa CODTRRTCTRORATE TOW, Y10 YKalaua ONA lapa-
CMCTOMPOBAHHOND MeKapcTBeHHor cpeacTea 8 7.5 OGpatkTe BHUMaHWe, 4To 3Ta MHGQOpMaUMA ABNAETCA
HeoBRIATENLHOA ONA HCCNEOYSMOro NeKapcTEEHHOMD CPeacTEa KM A0M#HA GbiTk YyKA3aHA B COOTBETCTEMM C
HOPMATHEHEIMK TPeBoaaHkaMK, JeRCTEYIOWMMK HA KOHKPETHON TERPUTODHM KDKRCLAKLMM.

8.5 ¥YnakoBaHHoe HCCNeayemos NekapcTREHHOS CPpeacTeo

Mupopaauua of YyNakonanuom NCCNegyeMon NelapcTReHHoM CPancTae 0mEHa CoOTRETCTE0DATE TOM,
JTO YKAIAKA ANA IANETMCTOMROBAHHOND NEKAPCTREHHOM cpeacTea 8 7.6. OBpaTHTe BMUMaNKE. 4To ITa UH-
dropMauna ARNAETCA HeobAIATENEHOW ONA MCCNEQYEMOrD NeKapCTREHHOMD CPeCcTEa.
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9.6 NekapcTeaHHLIR Npenapart

HacToAWKA Noopainen onUchiBIsT HecnNedyesMos NekapcTaEHHO: CRERCTED B TEPMUHAY KAYECTREHHO-
g W HONWYECTBEHHOND COCTARA W NeKARCTEAHHON J03RPOBAHHOH (DOPMEL, BEMHEHHED B NPOTOKOMN KNTMHWYe-
CHOMD MCccnegoaadua. [pK HanuuyrK TAKMX XapaKTepHCTHE MCCNeqy o NeKapcTReHH0e CPencTE0 paccua-
TPMBAETCA KaK «NEKapCTEEHHLIA NpeEnapaTy.

B HekoTopbix CRYyYaax MegnLMHCKOe WAMEnMe MOKET BiTh HEOTREMNEMON YACTI0 WCCIERYEMOrD Nekap-
CTESHHOM CORACTEA, HANPUMED, CDECNaYMBATE NPUMEHEHWE NeKapcTea. Torga MHMOoDMaLHMA O NexapoTBeH-
HOW Npenapare GoNonHASTCA HHMopMaUred O MeZHUWHCKOM HAOENWA KAK KOMMOHMEHTa 3Tor Npenaparna.

5.6.1 JeTaneHo8 onUcaHWe AHOPMALMK O NEEAPCTEOHHOM Npenapare (MCCcnenyeMoro
NEKaAPCTREAHHOMD cpeacTaa)
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+  Hannesates |0,1]
S CIRTEY TS LA TR v
- DopWE [0 1]
¢+ Upmr o]

ALmpEHE 1]

- EHEL0 AR S TG L0y POREH AR HEPO TR THE AL aReT 8 HGT S NpatapaTa
- CHOTEND ROORDIBIHHAA R0 ETEDHETAR FHo LA DCT M HHOTT NPENS0ATa

Pucyrox 24 — DeTansHos ONHCEHNE DE3NEns BHRopMaLHME O REKAPCTEEHHOM NpEnapars
{HCCNEnyeMan NekapsTEEHHOM CPeacTEa)

373 WHDOoDMALWA 8 OCHOBHORM Ta e, 4T0 ONucasa B 7.8, OTNHYMA OMHCaHE HEHE.

0.6.1.1 JoarpoBka ¥ NyTe BESOEHKR

0.6.1.1.1 Cbwea onUcaHne

B aTom pasnens onucasa WHopaMaumMa O Do3Mp0EKE MCCNeqy@More NexapcTREHHOrD CPancTea, NprsMe-
HASMOR B KNHMHWUYECKOM HCCNEOoRaHKK, [0 AT0 NeKapCcTEeHHoR CPEacTRO ABNRAETCA NPEOMETOM HIYUEHKS.
BeA vudiopManiA o 0aMPYEMBL KONMWYECTRAX W ONMTeNEHOCTH NeYeHnA QaaTCH B KOMTEKCTE NYTH BREOEHKS,
OMUCAHHOM B COOTEBETCTEYIWEN aTpubyTe. Ecny OnA NpumMeHeHa MCCNegyemaro NekapcTBeHHOrD CpaacTea
B ENWHHYECKOM WCCNEfoBaHMK MCNoNBEIYETCA HECKONEKD NYTER BEEOSHMA, TO ONA KAaMO00 KA HMX O0MKeH
SLTE CO30aH OTOENEHBIR JKISMNNESD JAHHOM KNacca.

0.6.1.1.2 MNyTe apeIeHAR

B atom aTpubyTe nonsed SETE YE23aH MyTe BRSOSHWA, MCMHONBIYA TEDMMHEL 11 1OeHTHEMKATODE] TEDRIA-
HOB, onpeaeneHHse 8 MCO 11239 4 ero peaynNbTHRYIOWEA TeDMAHOMOMK.

GE
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Mpusepsl — MapopanbHiil, NOdKoNMLIT, 2naiHol.

8.6.1.1.3 MNepaan goaa onAa 4enceska

B aToss aTpubyTe MoweT GWTE YE33aHa Nepean 0o3a [GoIMpoBaHH0E KONKYECTE0 ), NPUMeHAaMan anq
noged, B PopMe YHMCNOBOND JHAYEHWA © BOMHHUUAMY HamepeHnda. EQusulsl namepaHsa QonHHel BelTe yEa-
adHe B cooTeeTcTEMK © MCO 11240 w peayneTvpyrowes TepmaHonorser. JonssHe dcnons30sartkCcA CHMBON
EOWMHALEE MAMBDEHWA W HOEHTUMKATOD 3TOMD CHMBONE.

0.6.1.1.4 MakcvmaneHas paiosad gosa

B aTom atpubyTe MoeT BulTe YEA3IaHa MakcHMankHan pajosan 0038 (MakcHManoHoe pasosoe Jo3upo-
BaHHOR KONWYBCTRO), KOTOR3R MOMET NOHMEHATECA B COOTRETCTEHKM C NPOTORSNOM KENRHWYNECKOrD KCCNegosa-
HKRA, B POpMe YHCNoaos AHAYEHAA C S0HHAL MK HIMEPEHNA. EQUHHLE HIMEPEHWA J0N4HbE GbiTh YEAIAHL B
cooTeeTcTEH © MCO 11240 v pesyneTHpyiowes TepMuHonordei. JonmsHel MCnoNeI0aaTech CHMBON 80MHALE
HMIMEPEHWA M MOEHTUDWEATOD 3TOM CHMBONA.

0.6.1.1.5 MakchMansHas cyTo4Has Joaa

E arom atpubyTe momeT BeiTh yKEIEHa MaKCUMANLHAA CYTO4HAA 0038 (MaKCHUManbHoS CYTOMHOE [o-
IWPOBAHHOE KOMWYECTEO), KOTOPaA MOMET NPMMEHATECA B COOTEETCTEMA C NPOTOKONCM KNHEWSSCKONS Mo-
CcnegoBaHnd, B GopMe YYCNoBore IHAYSHHA C SOHHMUAMK WaMepeHHR. EQWHNLLl MIMEDEHHR JONKHE BTl
YE3IIHbI B COOTEETCTEAM ¢ VICO 11240 ¥ pesyNeTHEYICWER TepMUHoNorEer. JomsHsl HCNoNbI0BATECHA CHM-
B0 EOWHALE WIMEDEHWAR U WOEHTHEMKATOD 3TOM CHMBONA.

0.6.1.1.6 Makchmans+Has 4oaa 33 Nepeon Nedeqds

B atom atpubyTe MOMET DbiTh yEAZIZHE MAECHMANEHAA 0033 33 TEpUo, MEYEHKE {MAKCHMANBHDE CyM=
MEPHOE DO03MPOBAHHDE KONWYECTED, NPUMEHEHHOE 38 NEpUOE NEHEHHA, YEadanHed B atpudyTe 9.6.1.1.7),
KOTOPAR MOMET NPUMEHATECH B COOTBETCTEWH © NPOTORKOMOM KNHHAYECKOrS MCCNedoBanna, B diopsMe HYuc-
NOBOMND 3HEYEHWMA © 80MHALAMK HIMEDEHMA. EQRHWLLI MaMEpEHHA JoMasHbl DbiTo YE3IaHb! B COOTRATCTEMM ©
MCO 11240 ¥ peayneTHpYRWER TeprHHoioried. DomiHel HCnoNsa0BaTecA CHMBON 2AHHUE MAMEDEHHR |
WEEHTH(MEATOR 3TOM CKMBoNa.

0.6.1.1.7 MakcrumansHas AnKTENsHOCTE NEYEHA

B atom atpubyTe MoEeT ObiTe yEAZAHA MABKCHMANEHaEA ONWTEMNBHOCTE NEYEHAA WCCReOyeMbIM Nekap-
CTBEHHLIM CPEOCTE0M B COOTBETCTEWW © NPOTOROMOM KNHHWYECKOND WCcnBaosaids. Popma npencTasnesHs
— YUCNOBOE IHAYSHWE © BOWHKLEMK HIMEDEHHA. EQMHWLL HAMEREHWA OOMKHE DbiTh YKaIaHL B COOTRET-
cTeWd ¢ MCO 11240 W pesyneTHpyeolWed TepMaHonorwed. Don el HononeI0BaTeLCH CUMBON e0WHALEl MamMe-
PEHMA W HOEHTHDWKATOP 3TOMD CHMBONA.

9.7 MHrpegueHT

Mutbopsauds o MHIpEOWeHTS OOMKHA GhiTE Ta ¥e, YT OnMcaMa B 7.7 Ang 3apervcT pUpoBRaHHorD na-
KAPCTEEHHOND CpecTea.

9.8 PapMmakonoriYeckHe CEORCTES

HMupopsauus o fapMakonorwdeckMy CBOACTBAaE OoNKHaE DeiTe TA We, 4To cnucaka & 7.9 onA aapery-
CTPMPOBAMHOND NEXapcTBEHHOMD cpaacTaa. COpatuTe BHUMEHWE, 4TO ONA WCCNedyemMoro NexapcTeeHnoro
CpeacTea MHGOPMaUMA © NDOTHECMHOKAIAHMKAER M N0D04YHOM CEACTEBNH ABNASTCA HEODAIaTENEHOR, HO MHdop-
MALMA O DAPMaKoNOrMHeckny CRORCTEaX ocTaeTes obalaTensHon.

a7
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MpunossHwe A
{enpaso4noa)

MNonHas MHGOPMALWOHHAA MOAEN L BEPXHErD YPORHA O JAPErHCTPMPOBAHHLIX NeKAPCTREHHLIX
cpencTaax

PurtyHox AT — Nondad tHPopMEUNoHHER MOgEM: BEREHSM YPOBHA O 28PErvCTPHROESHHER NEKSPCTREHHLLL

CpeOcTEEx
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Mpunowexsne C
{enpasoqnoe)

Monuaa MHOPMaLHOHHAA MOASTL BEPXHEro YPpoaHA of HecneayeMisix NeKAPCTEeHMLI CPeACTRAX

Llasd Marwmap o0 pe ey e cr popd M B0 LIE Mla W B0

Proydor C.1 — Monsas aebopee UHosHan Mot BapRHert ypoeHs of noonenyeMsz NeapoTEeHHbIX CpadsTeaE:

i1
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Mpunoxesue E
[cnpasoqHoe)

PaBouns npusep B TabnuyYHol popme

TaGnuya E1— Mpumep vehopMacnie o nekapcTesHHon cpagotea INFLUENZAWAC 8 cooTBETCTENN © 38PEIWCTIN-

PCEIHHEM CNHRCEHWEM NEMMEHEHAA

Mprmredadwe — MNoUBISEHHEN HAXE NPAMED HE ABNRETCR NONHBIM NPESCTESENEHAEM HHBOpMaUHAK, TEay-
EMOA HACTORLMM CTAHSARTOM, NOCKONSLY ONA HEROTOPEIX ANEMEHTOE JaHHEX HeoBRoaHMD YEAILBATE W TEEMAH, W aro
WOEHTHIWESTOR, & B NPAMEDES NPHEQLATCR TOMLKD HENOESKOHHTEEMBIE TEPMWHE, TAX KaK 8 HACTORLES BREMS COOTSaT-

CTEYHILHE KOHTROMMPYSMEIS CNOBARK MOSH THIRMEATOROE HEODCTYMHEL

NekapcTEEHHOE CPEACTED

WasHTudgmwratap MPID

ELI-4567 B-29050S

MpMakar ACNoOHWTENBHON MOHKTODHCE

NakapCTesHHOE CPapoTEd ARNASTCE CyDLEKTOM SONCAIHATENRHOM
MOHETORMHIE (MAPEHPOBAHD 3HAKOM BapHOM TREYTONLHAKE )

KomMBrHUpoBaHHAER NEKapCTEEHHAR S03WPOSEH-
HaR dEprea

E'_-,'UI'II:'IH-EII.-'IH M AMYTIBCHA ONH H HBEKLIMOHHOR AR NTBCHA

CreuransHble MEpDE!

He yraiaHe

Bepoun
Data paponw 2011-06-03
HMoeHTHmEaTop BEPCHIA 1.0

OOKYMEHT PEMCTPALUHMOHHOM QOCLE

Tun gokyseHTa

CeadqaA XapakTepieTiEl mpogyrtd (SmPC)

HMaeHTHdmsaTop aokymeEHTa

11

O ey MEHT

(CCEINEE HE GOEYMBHT CEOOHOR XapakrapicTiEr g opmare POF)

Cpox BBOOA ODKYMEHTE B ASACTERE

2011-06-03

HaumeHosaHue NEKapCTERHHDOM CPpeaCTEd

HaumeHoBaHme

INFLUENZ&WAC sakuwHa NpaTtve naskpamu-=saceors rpunna (H1MT)
(MHAKTUBMPOBAHHAR, PECILENNSEHHAEA. SOLKBEHTHAR), CYCHEHIAR W
AMYMBCHA LA MHEEEUAOHHDN CYCTEHINN

AL Th NATEHTORAHHOID HAMMEHOBHHHA

IMFLUEMNZAVAC

WHCTH HAYHHAOM HEWMEHOBAHWA

Bakumea npetea nasasmuqacraora rpanna [H1N1) (whaktuerposasx-
HAR, PECIWENNBHHER, 30LIEBAHTHAR)

HacTe MEKApCTEEHHOR OOIMPOBEHHON GOpMBl

C}'UI‘IHH JAH M 3MYNBCHMA SNA H HEEKE OHHDH CYCEH 3N

Crpana ! RakIK

Crpana

EU

Ak

S HFTTABCEEA

HnaccwdrkayWA NelapcTEEHHOND CPEGCTEa

KnacouukaTtop SHATOMHYSCKSR TEPANSETHYECKIR W KMMHYSCEER KNECCHEMEELN0H-
HaR cocTara (ATX khacchdmeayna} B03

JHaYEHKE 12 naccwduxaropa JOTBBROZ

PerncTpauyMoHHoe YOOCTOBEDEHWE

ParvcT paumoHHBIE HOMESD ELVH DS 2007

Crpana EU

HIpMOMHECEMA CTETYE OTIYCKE PausnTypHBIR OTnyCE

CTarys peracTpaLian AKTHEHER

fata CTaTyca parMcTpaunne 2011-01-01

STO MGOXOIALLMA NEMMED KOMMEDYSCEW OO0CTYNHOID NEkapoTaa. Em HaszsaHe NpWaggedHo onA :".ﬂ.liJEiETE-E HTE-

HHA HACTOAWETD CTaHOapTa i HE DaHaYaarT KHK}'IEI-F‘.HEIE MOgOSEHEY ITOrD NekaptTea S0 CTOROHBI W,

7o
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MNepron EACTENS

G 2011-01-01 no 2015-12-31

Enageney perdcTpauWMoHHOND yOOCToREpEe-
HHA

M,':IE“HTHI:I'_"HKHTDFI ENagansusa peracTDaUmoHHEIND
FOOCTOESCEHNR

A5TEH

HaumeHoBaHME BNanansLUsE PETMCTDEUMDHRIN
FOOUTOESCEHAR

dpeea A

Anpers enamensld PETCTREUMIHHOND Y00 TORE-
pPEHHA

Strast, Number 5. Pans, FR

MNpraHar soHhOSHUME TeHOE T

He yxaaaH

HKoHTakTHoR nMuyo

PAMUTEA, WMA, OTHECTED

MIGUEL FRAMCE

TaneroMMyHHESUMOHHER a0pac

+33-1-000-000; miguel Franceficampanyf.com

Pans

YFRanHoMoHeEHELH N0 PapMakoHagIopy

¥nonHoMoYeHHEIR Oprad

Kne HTHEWEATOR YNDNHOMOSEHHOM Oprada

TITIT

HanseHoBarme YONHOMOY2HHDMD OpraHa

PerynaTop A

Afper yNoNHOMOHEHHOMD OpTEHE

Rue de |a loi, 1040 Brussels, Balgium

HOHTaKTHOR NHUD

PrAMITMR, WMA. OTYBECTED

MICHELLE XYZ

THF.EKUMM}'HHKEI UMOHHERA HOpEG

+32- 120000 michelle ysidregulatorf.goy

Panes AOMAHACTRETOP
MNPpHaIHaE KO- HLUWAE MEHD T He& yxasax
Mpouenoypa pervcTpauMn

W aeHTUEEETOR MAW HOMED NPoUSOYTL 123 X¥Z

Tun Nposegyps UsHTpanwaceaHyan
Dara npousayosl 2010-01-058
JaReEneHWE 0 PErACTRELUMM WMAM WIMEHEHHRN

PErMcTpauMH

MasHTHEHEaTOR MAM HOMED 2ARBNEHHR EMa-CO00

Tum 3aABNEHKA

JaFENEHIBE D NEPEWHHOE DETECTRALMH

Hara zansnasuA

2008-12-11

HMneHTidmEaTOp CER3AMHOM OOKYMEHTE

Pewenrs o parecTpauwn Ma12345

CTaTyc pEMMCTPaLHK

Crpaka

BE

Dara Bnycra [NPespawsHAR )

Z011-01-20

HOpHAOMHECSHA CTATYC OTNYCEA HE TERDATOMHIM

123-456-788

CTaTyc pErMCTpalsM

Crpaka FR

Hata penycra [NpespallEHnn) 2011-03-01
HIpHOWMHECKHA CTETYC DTNYCKE HE TERRATORK OO -0 S-S0
Craryc percTpawMm

Crpana LUK

Data B=nycra [NpEspallEHAR ) 2011-01-01
HIpHOWMHECKHA CTATYE OTNYCKE HE TEPPATOMAN BEG-DEE-BEE

MpouwsoguTens NpegnpHATHE

T
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WMasHTHdwmEaTap NpoMIBOINTanA 11111

HaWMEHOBAHNE MpOHEEnOATENR dpeaa K

Aapes NpOMABROINMTENA Sitreel, Number 11, London, UK
Mprasar LoHDUOSHURE NEHDS T He yxaaaH

HoHTakTHOoE nMuyo

EMUMTAA, WMA, OT4ECTED Iwon Abe

TanexoMMyHHESUMOHHEIR 30pac

+d-207 - AN john ABCHD company k. com

Fans

YNONHOMOHEHHELI 10 BENYCRY CEQMA

Hpu HIBOOCTHEHHAA OnepalLdA

T anapaymn

Beinycy cepan

Homep nuues2ad B3 apumausseTsackyn qes- | B54TZ
TEMLHOCTE

Cpos DeBcTENA 2008-04-15
MpraHar EoHbrOSHLMANEHDE T He yxaaan
¥YRonHOMOUYBHHEIR Oprad (No nUWeHIMpoBEa-

HHH NpoMIBOOCTEd)

WMasHTHEMEETOR yNDNHOMOSEHHOM OprEHE gEd88
HauMeHoEaHNE YyHoNHOMOYSHHOM Oprasa Perynatop b

Anpec YNONHOMOMEHHOM OpradHa

ABC Strada 67, Ramea, |T

HKoHTakTHoE NHLD

AMUITHA, WA, OT4ECTED PaBapro Ned
TarernoMMyHHES UBOHHER SO0pes +39-1-8849-989; Roberto.Imni@ regulators goit
Pans AOMAHMCTRETOD

¥YnawoeaHHoe NMEK3ApCTEEHHOE CpeacTeo

WneHrudgmwrarop PCIO

EL-456T7 B-290505-001

CincadHwsa ¥NakOBHA

IMFLUENZANVAL samumHa nNpote nasgamu-ecyorg rpanng [(H1M1)
(MHAKTWAMPOBAHHAR, PECLIEMMEHHAER, ALHSAHTHER], CYCNEHIMA
M SMYNBCWA ONA MHBESHLMOHHOE CYCMEHINM, KOMONSET W3 O4HOM
thnasoHa (oTekno Tin 1) ¢ npobsod (SyTreinoddas peawda) 0.5 mn cy-
CrEHIMK W OOHoTo dhnakosa [crakna Ten 1) o ppobxod (ByTeincqyan
paadHa} 2,5 M Sy NeCI

¥YnakoBaMHaA eQMHHLE (HOHTERHER)

Tun ynasoeaHHO R S0MHLLl [KOHTSHHEDE)

Kopobua

KonuHecTeo YHARDEAHHEY BOWMHNL, {(KDHTEEHE-
poe)

1

Marepwan

MakynatypHeia kaprod [Recycled camdboard, (wosstwdimeatop wa
crasgapra WMOoO 11238)

ANLTapHATHEHLIR MaTRpHAN

He yraaad

Maex 'I-1IZI'.2-|-1|{':I TOR HE HOCATEMNE OdHHEX

(0107665431 234887 (1T 023110 WMEC

¥YnakoBxa (KOMNOoHEHT]

THM EOMNDHEHTA He yraaad
Marepwan romnoHaHTa He yiaaad
ANLTEpHATUEHLIA MATERHAN KDMNOHEHTA Hes yxasad
PHINHECHHE XapDaKTEPHCTHEN

Boicora 8,0 cwm
Lmpura 8,0 cwm
MyEwna 4.3 o

T2
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HMaobpamaxwa

Comined Ha dann baxjpg

HMpeHTHdiMkaTop cCepul

BAID 1

EU-456T8-050508-001-50987T8-060514

¥nakdEaHHAR SaMHHUA [KOHTERRER]

Tun ynNasoeaHHO R S0MHAULl [KOHTSHHEDE)

BnakoH

KonuustTed yakoBaHHbIX S0HHAL [ROHTERHSpOE ]

1

HMpeHTHdMkaTop cepud

WMOEHTURHKATOR BAID_2

EU-35353-111111-001-123456-08505 14

WMaex 'I-1IZI'.2-|-1|{':I TOP HE HOCHTENE OdHHEIX

(01107665431 234566 1T IO 23110k L

Marepwan Crapno Ten |{ Type | glass. noesnadimgarop wa cranpapra oD 11238)
ANLTEpHETWEHLIR METRDHAN He yraaad

PHIMHECHHE XapaKTEPHCTHEH

Boicora E5 o

BHewHME gunameTp 2.5 cm

HiomMBENEHRIR abbam F.00 mn

Uzar

MNpoapa-HLM

YnakoBka (KOMMOHEHT)

THm KoMNOHEHTA

Mpobra

Marepuan romnoraHTa

ByTunoean peamna {Butyl rubber. agedmadmkarop w3 cradpapra
HMCO11238)

-‘!'.F.I:IT":'I[.?HE.TI-'E BHLIH FETERHAN EDMTNDHEHTA

Mponwnedoean peawHa (Propy rubber, woessTrusaTop w2 STAHQAap-
a MCO11238)

PuInqBCHHR XaparTe pHCTHEA

Bricora 05 cm
BHaWHME quameTp 0,80 o
Uzar Cepei

MpovzsegeEHHBIA NPOOYET

MpowzsEnEHHAR J0IVPOBESHHAR thoprd

C'_-,'EFIEIH AMA GA 3M YT

Eguenue npeacTasneHen e KO
KonuqecTed NpowIsdnsHHon npagyeTa 0.5 man
HMurpeowent

Pane nHIpaswaHTa BHTHEHEIA

CyDcTaHumAa

KoHTponupysmas CyScTaduan rpynnel 2

AfMevada/ 2008 (H1 N1 ju-like sirain (Z-9982), duspra Smith and Ca

MNprakar LosrOaHURE NEHOETI

He& yxaaan

OHanasoH aKTHEHOCTA [(NPEOCTASNEHWE)

2375 mrn'5 mn

OHanazoH AKTHEHOCT [KOHUSHTRALKR] 7.5 mwrd § opan
HHurpeoueHT
Pons nwipagwadTa HanonHuTens

KoHTponupyaras CybcTaHUMR rpynne 3

Momcopbar-8). Eeponedcean dapmasonerd

MNprasar EoHHOSHUME NEHSETH He& yraaad
HMHurpeguent
Pones uhrpagwaqTa HanonsnTens

KoHTponupyemas cybcTadums rpynnel 3

Cikrorcuron-10, EBponaickan hapuakonss

MNEpHIHAE KOHMO S HLME NEHCE T

He yuaaad
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HMurpegwenT

Pans nHIpesuaHTs HanonHuTeEns
Cyboranumn Tuomepoan
MpraHay BoHHKOSHURE NEHDE T He yxaaaH
MHrpeoveHT

Pons nHipaguadTa HanonsuTens

KoHTponupyeran SyBcTaHuMa rpynne 2

Harpua docthopHosucnsid Geasogrsin {MNaHP O, ),
hapMaKonen

Esponsician

MNpranan KosO0SHUME MEHOETI

He& yxaaad

HMurpeowent

Pane nHIpaawaHTa

HanonHuTene

Kontponupyamas CyBeTadumMe rpynnel 3

AnapHeTeiR HaTpME, Esponeiceas dapumakanas

MNpraHar KoHOEHUME NEHOE T He yxaaad
HMHurpeguenT
Pons nHipeguadTa HanonsuTens

KonTponupyamas cybcTaHume rpynne

AnopHeTeiR MarHwiA, Esponedckan hapmasoned

MpraHaK EoHTOSHLME NsHDETI He yxaaad
HMurpeouenT
Pons verpagwadTa Hanon«uTens

KonTponupyeras cyBcradums rpynnel 2

Boga ona wHbekuud, Esponerckan thapmarones

MpHaHaK KOHDMOSHLME NEHCE T He yxaaan
¥YnakoBaMHan eqMHULE (KOHTERHER)
THn yNaxoEaHHOR S0MHNLBl [KoHTERREDE) PHEKDH

Konu4ecTeEn yNakosaHHeI SOHNL (HOHTEAHEpDS)

1

HMoeHTndMkaTop cepul

WOEHTHUDMEATOR BAID_2

EU-383583-111111-0071-123458-000514

HEIE‘H'-HEtj'HKETl‘JP Ha HOCATENS OaHHEX

(0B)06T 99044 1234588(25) 10BTET{100XYZ

Marspwuan

Cresno Tan | (Type | glass, wosHrsdararop ua cradgapra WMC0 11238)

ANLETApHETHEHLIM MaETEpHAN

He yxasax

Maex 'I-1IZ:'.2-|-1K':IT'.'.I[.:I HE HOCHTEME OdHHERE

(01 ) 07EEETY T 34866 1T 10123110 LNy

PHIMYBCKNE XaparETEpPHCTHERN

Beicora 25 o
BHawHWME guameTp 1.5 cm
HomHHENEHRE 00nam 3,00 mn

Uszar

MNpoapa-HLm

¥YnakoBewa (KOMNOHEHT]

THM BoMNDHEHTA

MpoGra

Marepuan koMmnoHaHTa

Bytunosad pezmda {Butyl rubber mogesmidmkarop w3 cradgapra
WMCO11238)

|"-".ITL-»-T-i:'I|'.i-HE THBEHEIA METEDHAN KOMNDHEHTA

Mponunedosan peavda (Propad rubber, woastedsaTop va cradgap-
Ta MCO112358)

PuandecHHe XapaETepHCTHEN

Bricora 05 oM
BEHeWHWE quameTp 0,80 cm
Uzear FonyGon
74
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rocT P UCO 11615—2014

MpovasegeHHBIR NPOSYET

MpowzseeHHAR QCAMpOBRSHHARA dopia ArAYNLEHA
Eguruuel npeactagneHeA nakoH
Konu-ecTe0 NpowisanaHHOoro npogyeTa 0,5 mn
MHrpeoveHT

Pons nHipaguadTa AORMBAHT
KoHTponupyeran SyBcTaHUMA rpynine 1 A503
MpraHar BoHHHOSHUE MeHE T He yxaaad

HHrpeoveHT

Pons nHrpaguanTa

HanonHuTens

KoHTponupyenas CyBcTaHUMR rpyrine 3

XOpHCTRIR KAnsU@iE, Esponafckar apMakonsq

MpraHar EoHHOEHLMENEHDO T

He yxaaad

HMurpeoweHT

Pons mHrpagkadTa

HanonHnTene

Kontponupysnas CyBcTaHums rpymine 3

ocehopHOKIECIER K2nsUni BeasnnHeR, Epponeickan thapaMasones

Mpuasan kont0eHUWME NEHOETH

He yxaaad

HHrpeovesT

Pans vk TPESWEHTE

Hanonsntens

Kontponupyenxas cyboTaHums rpynine 3

XnopucTelid HaTpyie, Esponeacean dhapsmaronas

MNPpHaIHaK KoHHOEHUWAE MEHOD T He yxaaad
HHrpeoveHT
Pans nHIpagWaHTE Hanon«uTene

KoHTponwpyemas CyDcTaHuMea Fpymnnel 3

Boga ana sHeekuui, Esponsicyan hapmMasones

MNpraHar KeHMOSHUME NEHOETI

He yxazaH

MeonurHCKoe Migenue

THm NA0ENAR

YOTRORCTES BN NPMEMSHEHNR

Toprosts HAMMEHOBEHWE WIDENHA He yxaaaHo
KonE-acTBo Manenae 1

ApTHEYN He& yxaaan
Homep mogend He yxaaaH
Homep caphn He& yxaaan
Cpox roaHoCTH He yxaaaH

Marepnan nagenes

Hepsassowan ctamn: {Stainless steal, noenmudwearop vz craHgap-
ra MCO 11238)

ANLTapHaTUEHLIH MATERHAN WAOENHA Hes yxaaaH

MpWIKaK aNNapreHTHOCETIA He yxaaad

Mpuasak CTERMNEHDETIH CrapyneHoe

Mpyarark HeobRoOWMocTI CTERHIMIALHA He yxaaad

HKpaTtHOETE MpWMaHaHHE CoHopEItens

Homexrnartypa nagenue

WM AsHTHEMEETOR HOMaHKNETY fd o

HonvEHENSTYEHEIA KOO 123-Syr

HMpeHTidiMKaTop CepMK M2OENMA

Homep capri 123-ABD

Cpox roOHOCTH 20168-12-18

TS
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Npodoikerue matnuges E. 7

PHIMHBCKHE XapaeTe pHCTHERA

Bricora decm

Bec Hes yxaaad
MyBuHa H& yxasaHa
HiamMHENEHRIR GBbam He yxaaaH
BHawHME guameTtp 210G
Popa He yraaad
Lear He yxaaad
Hapnesatsa He yraaaHa
Waohpaxaxwa He yxaaaHa
Opyrve XapakTepUcTHER

Crcrema rodHpoBaHAR ODYIME LHpaKTERHCTHE He yxaaana
JHAYSHNE OpyTTR XapaKTERHETHEH He yuaaaHo

C[.'II:IH MOHOCTH | XpaHaHHe

Tum CPOES MOHDCTH

B opriHansHol yrnakoege

Meprog cpoka MgHoETA

2 rone

Ocofeie NPESOCTOPONHICTH NP XDEHEHAK

Tamneparypa spaHeHuA He Hioea 2 "C 1 He eeiwe 25 °C

NexapcTEEHHEIA Npenapar

MpuMeHREMER o03MPoBaHHER thopMa

HMHBERUHOHHER AMYNECAR

EgMHMUEI NPEacTasEHMA

PrEkoH

Kone-ecteo NEDRIsa0aHHON NEOOyETE

0,5 ran

AaparTEpUCTHKM NEKAPCTEEHHDID NPENapaTa

Cwcreama EOOMPOEEHAA XaparTepicTHE mekap-
CTBEHHOM npengapdard

HFEEEHEIJI.‘EH.’:'ILI.HDHHEF CHCTEaRE YIHOINHOMOYSHHODID OpiaHE

JHAYSHKME B CHCTEME EOOMPOBEHWA XapakTeEDH-
CTHE NEEapCTEEHHDND Mpenapata.

EMCnari4ecoql Npenapar, BasyHHa

MpowzsegeHHBIA NPOOYET

MpowzsEnEHHAR J0IVPOBESHHAR thoprd

C'_-,'EFIEIH AMA GA 3M YT

Eguenue npeacTasneHen e KO
KonuqecTed NpowIsdnsHHon npagyeTa 0.5 man
HMurpeowent

Pone nHIpaswaHTa BHTHEHEIA

KoHtponupysmas CyDCTaHUAR rpynnel 2

A Nevada/B2008 (H1NT w-like sirain (Z-9%92), npovascanTens &

MPraRal LoSOSHUME MEHOETI

na

OHAanaoH AKTHEHOCTY [KOHLESH TRALME]

3,75 macregrams/0,5 mn

HMurpeovenT

Prans nHipeosaHTa

HanonsxTens

KoHTponupyaas CyBcTaHums rpynne 2

Momcopbar-80. Eeponedcean dhapmasonen

Mprasar EoHrOaHLAE NEHDETI He yxaaan
HMurpeouent
Pans nHipaguanTa HanansuTens

KoHTponupyeraa CyDcTaHUMA rpynne 3

Cikrorcuron-10, Epponaickan hapaakanss

Mprasay KoM 0EHLRE NEHCE T Hez yxaaaH
HurpeowenT
Pone verpaguaHTa Hanan«uTene

TG
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CyBoranumA THomepoan
MpraHay LoHPMOSHUAE MeHOSTI He yxasad
HMurpeaonweHT

Pans nHrpegkadta Hanon=rTens

BeHTponupy@mas CyBcTaHumMA rpynine 2

Hatpria thotdopHOMENLIA DE3B0OHEIH, EBpONaRECkan PEpmMakansq

MpraHar KoHOSHLE MeHOE T He yxaaaH
HurpeoweHT
Pons nHrpeguasTa Hanonsuens

KoHTponupyemas CyBcTaHuMA rpynine 3

ZOPHETRIR K2NHE, EBRONERCEARA GapuMandnan

Mprasar soHhHOaHLME MEHE T

He yxaaad

HHrpeoveHT

Pons me rpEqaHTE

HanonsnTene

Kentponupyenas cyfcTaHums rpymine 3

ZIPHETRIR MarHwA, Esponeician dapamasonsd

MpraHak EoHHOSHUME MEHD T

He yxaaad

HMurpeaveHT

Pons whrpagwadTta

HanonsnTens

KonTponupyeras CybcTaHums rpynine 3

Bogs OnA pHBSRUMA, EBponsicyan hapMasones

MpraHar KoH¥OSHUAE MEHDD TR He yxaaad
HurpeovesT

Pans nHipaguwaHTa AOLHBEHT
KonTponupyeras CyDoTaHume rpynne 1 A503
MNPHIHaE KOHTMOEHLAE MEHOD T He& yxasan
Hurpeovent

Pane mHIrpagwaHTa Hanan«uTene

KoHTponwpyemas cybcTaHumMea rpynine 2

XNOpHCTRIM HATREWIA, EBponelcras apsakonas

MpHaHal KoHMOE HLUME NEHOETI He yrazad
HMurpegwent
Pons mHpaswadTa HanonHuTene

Konrponupyemas cybcTadume rpynnel

Harphia thocdoprormcnbii Beasonrei, EBponalckan iapmakonsd

MNprakay o= OSHURE TEHOETI

He& yxaaaH

HMHurpegvenT

Pons aHrpas@sasTa

Hanon«uTene

KoHrponupyetas cyboraqHuma rpynne 3

AnopHcTeid kannE, Epponelfckan dapuaronas

MNprakar LosrOaHUNE MEHOCTI He& yxaaan
HMurpeguent
Frans siHrpeawaHTa Hanonsutens

KeHTponupyaas CyBcTaHums rpynne 2

Bags ann sHbSEUMA, EBponsiixan hapMasoned

MpraHar EoHDrOaHUME NEHDTI

He yxaaan

Habop noeuThudueaTopoe PhPID

PhPID_SUB L1

TETESETEEE6 — A/Mevada®'2009 (H1NT w-like strain {Z-5852)

PhPID_SUB_LZ

TETESETEEE — A'Nevada/W2009 (H1M1w-like strain {(Z-99%97) —
3,75 naui' 05 mn

PhPID_SUB_L3

23232127 — ANevada/V2009 (HIMT)w-hke stram (Z-899L) —
MHBEHLWAIHHEA 3MyTILCHA
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Npodoikerue matnuges E. 7

PhPID_SUB L4

T4 5749 3029 — A'Navada® 2008 (HIM 1 )v-like strain (Z-9097) —
3,75 papn' 0,5 Mn — WHBESKLKWOHHER 3MYyTLEHR

PhPID_SPSUB L1

4321234506 — ANavadar 2008 (HIN 1 pe-like strain (Z-95892), npo-
waeognTane b — A503

PhPID_SPSUB L2

TETESETEEE — AMevadarf200E (HANY pe-like sirain (Z-9%592), npo-
wagoomrane B — AS03 — 3 TS mer/0,5 rwn

PhPID_SPSUB L3

SAE43Z1ETE — AMevadaD 2008 (HAM 1 jv-like strain (Z-9892), mpo-
WIBoANTENE B — A503 — MHLEEHUWMOHHAR SMYyTNBCHA

PhPID_SPSUB L4

1684358 — AMavadarMZ00E (HAN Y pe-like sirain (Z-9%592), npo-
wagoguTane b — A503 375 merfi05 MmN HBEXUMOHHAR S0 yNESHA

MpumeHAeman qo3avpoEaHHaA hopmMa

MpuueHsEMaR So3dposaHHEs ¢ID|’.§'M3

MHEEELMOHHAR FMYNECAR

MNpMMeEHREMER SOSHPOBaHHAR ¢II:l|'..'I!'|'|a

MpMMeHREMER SO3HPOSAHHAR thopma

MyTe EEegEHNA

MNyTh BESOEHNR

EH'_-u""[JIr'Ih-'II:ILIJE‘-I HdA HHEEXLHA

THPHI'IE-ETHHEEHHH NOoKaZaHMA

TERLT NOKaZAHHIA

MpodwinakTiea rprnna NpE SfvyManeHo oDLRENSHHDA NAHIAMHA
rpMnnE

HHEE SEACTEXE N

Mokazarws B opae  sabonesadna’cvmnton | Fpunn
MPOUSHYE &

Crartyc aabonapaHns Manaamur
TapanesT4acKo:s A8RCTENE Mpodwanasruea
Cpost o naTensHooTE He yxaaaH
CneyudiEea nonynALMy He yxaaana
Cneyndrea gpyrod Tepanymn He yxaaana
MoGouynoe gescTENE

Moboqrds geacteds g opme scumnTosicocTo- | Tumagasonama

HacTora npoABReHHA

Cheds yacTan (= 1010]

Knacoudukauns
CTEMA

CHMNTOME COCTORHKATEN-

HapyweHwa kpossobpawedes 1 nemdoobpawe-A

MoSoyHoe oeACTEAE

MoGoqpos geAcTeHa B hopme £CHMATOMICOETO-
HHWE EACTEME D

BacooHHAUE

YacTora npoARnEHWA

Peappra { ot 171 000 go 1100

Knacocudurauns CHMNTOMEB COETORHIA QB 0-

CTBEHRA

MemeraTpi-=acms HapyLUEHWMR

MoGovroe geAcTENE

MoBodpos geAcTers 2 Gopme SCHMAToOMCOETO-
AHwE EACTEME D

JHAMMO HE MEETE BHBERLIMA

YacTora npoABnEHMA

Yacras {or 1100 go 110}

Knacocaturauns CHRNTOMB COETORHIRIOSR-

CTBHRA

HapyLSHUR KoMK W NCOKSHHON TESHK

MoSoyHoe oeACTEME

MNoBoukos geacteda B opye foamMnToMiCocTd- | Bank
HHLE ZBACTEHAD

YacTora npoaaneHdA 80,0 %
DHanaion eoapatTa -5 nex

7B
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OpHyarus mabnuus E. 1

"FID'-I'HH-DI'.IDH:-HEEHH.FI-

Mpotveonacazasns B dopsse  «3aBoneeadme) | AHAWNSKTHSBCKER (TO BCTh YIPDSEHLUEA BU3HW] EEKLHA HA M-
CHMNTOM NpPOUBgypan DhlE KOMNOHEHTEL 3TOA BEKUMHE! MMM COOSDMELHEEA B HEA DOTS-
TOHHLIE CHEGE AMYHE I KYDHHEX NPOTERHoE, oEanedyMiHE, fop-
MAaNEASTMGE, CYNbPETa FEHTAMMLMHE W QE30RCHXCNETE HATPWA

Craryc aafonsgaHaq AHIPUNAKTWABECHAS PEAKLMKY 8 SHAMBSS
CanyToreyswes rabonesasua He yxaaano
CneyndiMea nonynALan He yxasaHa
Cneyndimea gpyrod TepanymM Ha yxaaana
7D
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Mpunoxenwe F
[cnpasoqHoe)

CNWCEM KNaccoB ¥ aTpuoyToB

TagGnuuya F1— MekapitesHHos CpesaoTan

furpadyr Tedr oM e TRl Ak e e RS KO R ME HT A PR
vt B HH b MR R KO :
’ MCO 21090

HosHmeduearop MPID TewcT =fl=

HowmbwHnpoeadsas  newapoteaddan | MO W repaed i3 MO0 11239 | <Che=
OoanpoBaHHER dopa

MNaperpecTdan coonEa Ha maaHTre- | Tesxcr =ll=
ramop IMPID

Mpwanak gonondeTeneHorg MoHeTe- | MO o Tepred 1 HC <Ch=
[MHra

CNEUWMENEHEIE ME[s MO w Tepred 13 HC <=C0=

MNMepumMaydyarnA
1 M0 — wossTwguEaTop.
2 HC — HopMarvBH=R Cnosaps.

Tadnuwya F2— Bepows

ATpHyT Tun panHe K Tun ganneax MO0 210480 Mpdaeus s KoM MEHT ERER
Data sapony MomMEHT BpeMEHN =T5=
HpsHTsdugETop BEpCHK Tawct ==

Tadnuya FI— JokyMaHT perdcT PEUMOHHIND S0088

ATpuGyT Tvin gaAHEE Tun nanns=e FCO 21050 MmO MEHT 3[R

DokyMedT POpMAT OORYMEHTSE =E0=
HpsHtwduxarop  gokymed- | Tekct ==
T2
Cpok BBoga goeywmasta B | MomedT epameHd =TE=
HERCTENE
TN goKyMaHTa MO u mapmmA nz HC =G0

MpumayauwuA

1 M0 — woerTwduEaTop.

2 HC — HOpMETHEHEE Grosaph.

Tadnuua F4 — KnaccudEaunA REKAPCTEEHHOM CpencTes

ATpHyT Tun panHx Tun gawweax MO0 27000 Tl W e E e D P MEH TP M A
AHaqaHnE M3 KnaccddeE- | 3eadaHne w3 knaccudmka- | =C0= B kaqestes woaHTAQBESTORS
TOpE Topd Knaccuifmedropa LEnecos-
GREIHD BoNoNEIoEaTe ODLEKT-
Kraconfuararop MosHrudmrarop  snacou- pa 52 i
theaTopa He ngeHTagmEaTop (DK, a
IHEYSHWE 3343887 B dopae
naps K0 1 TEpMMHD W3 KNac-
cudiHEaTORA
0
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TadGnuya F.5H— HavMBEHOBEHKWE DEKERCTEEHHOM COBOCTRE

ArprEyT Tyn DAHHE X Tuin ganHex A0 21080 Mpreaua e KOMMEHTADIAR

Haumaroaasue Teker =5T=

HacTe SRTHEHOCTA Tekct KomnoseHr <EM=
HatTe BpEMEH KO NEpnang Tekes KomnoHaHT <EMN=
YacTe 3anaxa Tekey KosnoHadT <EMN=
HacTe MEnuA TekoT KosnoHeHT <ERN=
YacTe HOHTERHE RS WAK YIEHROBEH Teket KowumnoHaHT <EMN=
HacTe HAZHEHBEHKA Tkt KomnoseHT <EN>
YatTe HAYHHOTD HEWMMEHOBAHWA Tekey KowmnoHadt <EMN=
HacTe MAareHTOEAHHOI HEMMEHOBEH A Teket KosnoseHT <EN=>
YacTe TOprosand 3HaES @WNM HEWMEeEHOBEAHMA | Tekot KomnosaHt <EM=>
NpEgpUaTIA

YacTe RERApCTEEHHOA QosHpoEaHHoR hopmel | TeksT KowumnoHaHT <EMN=
HacTe dopsynel Teket KosroHeHT <EMN=
YacTe WRNBEEOE NONYMALHA = KomnoHeHT <ERN=

TaGnuwya FG— Crpada ! #asik

ATpHEYT Tun gasdmx Tun ganm=x MO0 21090 Mpas ey e KO RMAEHT AR
Cipana WO u rapmsH vz HC MCO =CO=
TEpPPUTORHE HOPHCOMKLMA MO W TapH vz HC S B
Haex MO w Taprmy vz HC ACD I B

MNMpumumadannd
1 M0 — wosHTwdKEaTop.
2 HC — HOpMATHEH=H CRoBApG.

Tadnuya FT — PerucTpaudaHHOE YOoocTOSSpEHHE

Arpubyt Tuin danrex Tin gatrex WOO 21090 Mpsreapimse/koMMEHTApAR
OaTa cTATYCH pardcTpagiE | MamedT epareHi =T5=
Mapuog eEAcTErA MuTepean spemeds (gea | IVL=TS= Lenecanbpaana MEOME30-
MOMEHTE BDEMEHN. Ha4aNkb- BdTe CNEUMdiAYHBl NoOoBMg
HGIA M KOHESHEIA ] TMna OaHHer  |IVL=TS=, a

MMEHHD, BMSHMLHA HOMNOHSH-
Tl bigh Wl

FPardcTpagroHHEIA HoMaEp Takct ==

CTaryc parvcTpaunne WO W TepMEH 1z HE =C0=
Crpana WO W mepmnd nz HC ACO 2C0=
HOpuipr4acean cTatye otnycka | WO ¥ vaprnd vz HC =CD=>

MNMpuumayaHnA
1 MO — woerTrdueaTop.
2 HC — HopMAaTUMEH=R CRosaph.

i
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TafGnuya FE — MNpowsnypa DEqUCTRALMK

BT HETYT

Tun g twax

Ton guwstas MO0 271080

71 RSN EME EOMMEATIANN

Oata npoustyisl WMuTepaan spamedy [gea mo- | WL=TS=
MEHTH BOEMEHN HEYENEHER 1
KOHEHHBIR |
HpsHTehuaToD v HoMap | TarcTt ==
NpouanypEl
Tun NpoUsayps MO W mapsmy vz HC ICO <C0=

NMpumavYyawuH
1 WO — wosHTwduEaTop

Z HC — HOpMATHEHERA CROBAPG.

Tadnuya FY9— Jasanadde 0 paricTpEnHn WDk MEMaHsaHamn permcrpauwme

ArpnGyT Trin gann=x Tuin gannmx MCO 210350 Mpamassrre/ KOMMERT PR
Hata 3gAEneHnA MOMEHT BpERMEHN =TE=
ApsHnadiMgaTop vnd HoMmap | Takct ==
IEABNEHKA
Tin 3aRBNEHNA WO K 1aprrs nz HC =C0=

MNMpumavdanni
1 MO — wosrmedusarop.

2 HC — HOopMaTMEHERA Chosaps.

TagGnuya FI10— Cratys pernactpaume

CHE HE TEDPATORHKA

ATpHGyT Thn AaHH=x Tun aanre s WSO 213490 Mpss e En e KOMMEAT AR
Harta swinycka (npakpaws- | Mdetepzan epamMeds  (gsa | IVE=TS=
HHA] MOMEHTE BREMEHN. HA4anNk-

HIf M KOHESHRIA |

PardcTpag aHHEIA HoMER Tawct ==
Crpass WO W maprms w2 HG KMCO =CD=
TEppHTODHS WO w raprmH fz HG =Ch=
HKpuomdeckmn crarys orny- | WO v maprns vz HC 2C0=

MNMpumavdanuA
1 M0 — woesTwduLaTop.

2 HC — HOpMATHEHSIA CROBAPL.

TadGnuya F11 — [MpegocTaEneH@s NEpUDOMHEskorD OTYETa No BE30NacHOCTH

ATy Twirt Qitiakax Thn panrizx W¥CS 21090 Mpumesspie/KoMMEHTapH P
OaTta GnoHMpoRaHNR QaHHLE MOoMEHT BREMEHA “TE=
Data orcyeta MomeHT BpEMEHIA =T5=
[OaTta npegacTaBnEHKA MIODMEHT [MOMEHTE) BpeaHn | =TS=
MewayHaponHas 43718 posgesnn | MomesT BpemMeHe bl
Yactora npEgocTaEnednd o7- | MosTopRowwics  weTepean | =PIVL_TS=
YETa NG DE30NACHOCTIE BpEMEHH
&2
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TadGnuya F12 — Opradesaums

rocT P UCO 11615—2014

ArpuabyT Thn panwesx Tun gannes AC0 21080 T et g b e 0 B P T
Agpac Oevanw agpaca <ADD=
HMosknuedvraTop Tarct ==
Hawmaroeanne TescT =Eh=
Mpuasar oHdgaHuMansHoeTE | MO # Teprdd Ha HC =Z0=

MNMpumavdanns
1 W0 — woeHTwdgmEaTop.

Z HC — HOpMATHEHEA CROBApb.
37a e CTPYKTYRE JaHHEX NPUMEHUME & xnaccan oBranensy, parMcTpayMoRHomD yaocTosapeEHnA: , « YnonHomMo-
HYEHHERA Oprads, olpovzenguTens NpegnpuATHS

Tagnuya FI13 — KoHraktHoa nuga

Arpuabyr Thn panies Ten gaanHux AC0 21000 M e  KOMMEHT 3 PHR
Mpuanak koHpugaHumansHoeTE | MO e 7eprdd va HC =G0
Pane MO 1 7eprrH w2 HG =C0O=
TEHNEROMMYHWEILAOHHRIA agpet | Oetany TenskomuyHeEaun- | <TEL=
OHHOID agpeca
DEMANKA, MMA, OTHECTED TeacT “PR=

Mpuamadannn
1 MO — woerTrdukaTon.

2 HC — HOpMETHEHEN CrnoBaph.

TaGnuya F14 — Opyros MEcTOHER0HOSHAE

Ay prEy Tvin gadHeE Tun aannAsx BOD 21080 Mpam ey KoM EHT P
Anpac MecTOHEROHDSHAR Deranu aapsca =AO0>
WpertwdusaTrop Takct ==
Pane MecToHasoHaSHIRA WO W TapmE M2 HC =0

MNMepumavdannd
1 M0 — wosnmedwzarop.

Z HC — HOpMAaTHEHERA CROBAPh.

Tadnwya F15 — MNpovasoicTsEHHAR CNepaUMe

Atprbgt Tun Sareeds Twin gannex SO 21050 Mpwe edanpelsamManTapn
OaTa Ha4ana JencTewn MoraHT BpemeHH =T5=
Hamep nuugHany Ha thapmauseraqa- | Teker <=
CHYH] QEATENLHOCTE
Mprasar KoHbMoEHUAEMEHOETA WO ¥ Tepmnk na HC =C0=
Tien ooepEUMH WO W Tepmnl nz HC =Z0=

MNMpumavya A
1 MO — wosrTrgukarop.

2 HC — HOopmMaTHEHEIR Cnosaps.
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TadGnuya F16 — ¥YnawopaHHOoE NEapcTEEHHO CORNCTED

Arpudyt Tuin danrHex Tun ganmeax BCO 210380 T et g b e 0 B P T
Hosrmwdmkarop PCID Tarct L E
CINMEAHWE YyIAKOERH Takct =5T=

TadGnuya FA7T — ¥nakopaHHaA SanHBUA [ROHTEARED]

| KOHTEHAHS R

ATpHaOyT Tuin danrizx Tun ganneax BWCOO 210380 T petra iy p e KO MME HT A PR
AnLTepHATABHLIR Marapran | WO v maprnH vz HC I B
Honvuecteo ynasosddsss | Konedecteo {duamgscsoe) | <P0O>
SAMHAMY [KOHTERREROS]
Marepuan MO 1 TapMH 13 HC =CD=
Tin YHaroeaHHOA sovHAUuL | O v mapmnH vz HC <C0=

MNMepumavdannn
WO — wpeHTwdHkaTop.

L]
1
2 HC — HOpMaTHEH=IR CRosaps.

TaGnuuya FI18 — MasHTidmratop Ha HESHTaNE SaHHEE

Tun gatnex MCO Z1090

T pest s B9 HME RS MMEH TURHA

Arpubyr THn gamsms
Cucrana soaeposaHer | Moesmedusatop =C0=
ANACCAg AR TORS

AHaqaHvE #DOa

JHEHEHHE W3 Knac-
cuhrkarapa

B kaqecTed naeHTHMEATORS CVCTamMbl BO-
OUMPOBEHUA MEEHTHRUEATOROE HE HOCHTE-
MAX JaHHBN LenscoobpaiHo Benone3InsaTs
COLSETHEA nasHTHgmeaTap (OWO), &8 a-a-
YEHWE 38048837 B thopme nape «A0 w Tep-
MHHA, BIATOA M3 CHCTEMEI KOAHPOBEHUA

TadGnuya FI19 — HosHradiMeatop capia

ForpulyT Thn panHHkK Tun panrax WCO 21080 T s R K R M E HT P
HMpsHtedugarop BAID 1 Takct ==
HpsHtedusarop BAID 2 Tarct ==

TaGnuya F20 — ¥Ynakoexa (KoMNoHEHT]

ArpuGy Thn aanHx Tun ganr=x KOO 21080 Mpas e KO EHT P
AnsTepHaTerelE karapnan | W0 v saprnd vz MO0 11238 | =C0=
HOMOOHEHTS
MAarapMan KoMNoHEHTa WO w raprand Kz MO0 11238 | =CD=
TN KOMNOHEHTA WO v 7eprH nz HC <CD=

MNMpumavYyarunA
1 W0 — wosrTwdmsaTon

2 HC — HOpMATHEHEIA CROBAPG.
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Tadnuya F21 — MNpebueadds Ha Nonks § ZpadHsHns

Arpudyt Tuin danrHex Tun ganmeax BCO 210380 T et g b e 0 B P T

Oecobeig npegoctoposHo- | WO« vapMdd vz MO0 11238 | <CD=
CTH NP EPEHEHIM

Mapuop  npedesasds Ha | BpeMeHHoR MHTepBan =P oM DMWHECTRO Y BREMEHN
nonka
Tun npabkiBadua Ha nonke | W0 » rapuad nz HC =CO=

MNMpumadyaHHA
1 WO — wosHTwduEaTop.
2 HG — HOpMarTMEHEIR Criogaph.

TabGnwuwya F22 —MagnywHokoe Mananne

ATpHEYT Tun aanHsx Tun gandsx WSO 210480 Mpsaeas s KOMMEATAR AR

AnwTapHaTieHblR marapnan | WO« reprdd na MOS0 11238 | =C0=

WZOENHA

ApTEEyn Tarct 257>

HionwuscTed Hagania AHaYEHWME =P dEAMHHLEMH  HAMEBDEHNAY
OorsHE GbiTs KEOMHMLAS

HpatHoote vononsaoaadeA | WO v raprnH az HG =C0D=

blarepuan nagsnue O w reprrd nz MO0 11238 | =CD=

Homep rogenw Tawct =5T=

Mpuanar annepreHTHIGTH WO v reprs wz HC <CDh=

Mpuasas HeobxogamosTe | WD v mapeens vz HOG =Ch=

CTEDHMTAZELEHA

Npuanar CTEpURSHOGTA WO w 1aprmH ma HC =CD=

Tien HAgammMa MO w TeprmH nz HC <CD=

TopmoBos HawwenosaHWe | TercTt =EN=

MEOENHA

NMpumayaHuA
1 W0 — wosHTwduEaTOp.
2 HC — HOopMarMBHeR CRosaps.

TaGnuua F21 — HoMmEHENaTYPa HADENHA

ATpHayT THil GAHHBIX Ton gannwx WCO 21080 Mprieyan e oo me T agrd
Hpermsdukarop Homedkna- | MaosHrudgwrarop <C0= B sz4acTEE MOSHTHOWMEATORE HOMEH-
TYpL knaccwduearopa ENETYps HIGENWA  UenacosbpasHo

. HETONb30EATE ODBEXTHRIA MOSHTIGH-
HomeHrnarypHes kan SHa4EHWME M3 Knac- ; i

rarop (OWO) a HayeHye 3a03BSTE 8

cubHEaTopa
i F thopme napes o i TapumuHe K2 xnac-
cuchMraTORA
Tadnuya F294 — MosHrudMeatop CapHn MaOen«n
ArpnayT Tvin JaHezs Tun panmex WCO 31049 Mpsra e e KO MMEHT AR
Hamep cepum Tarect =5T=
CPOoK rogHooTe MOMEHT BpeMEHN =TE=
85
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Tadnuya F25 — MNpovzseneHHsA NpoaysT

EaHHaA dopMa

Arpudyt Tuin danrHex Tun ganmeax BCO 210380 T et g b e 0 B P T
EaMHMUE NpS0cTARNSHWR WO » vepMdd vz MO0 11238 | <CD=
Honwmuectea  npodageged- | MucnoBos adasaqde o egu- | <P0O=
HOND MPOOYETE HHLBMIA HIMBDEHER
Mpowvaesgensas goavpo- | AL« reprnd ke MO0 11238 | <CD=

MNMpumadyaHHA

1 WO — wosHTwduEaTop.
2 HG — HOpMarTMEHEIR Criogaph.

TaGnuwya FIE — PHap-BcEHE RapaKkTe puc THEA

HHALEME HAMEDEHMA

ATpHEYT Tun aanHsx Tun gandsx WSO 210480 Mpsaeas s KOMMEATAR AR

Macca MucnoBos adawadswe o eou- | <P
HMLEMIA HIMBREHWA

EHaWHEA gnamaTp HucnoBecs avassHre © enu- | <P 0=
HHLEMA HIMBDEHEA

Bricora MuonoEos aHasaqHMe o enu- | PO
HALEME M3MBDEHKEA

TnyGuHa MucnoBos 3HasaqHde o enul- | PO
HHLEMI HIMBDEHER

HMachpaxeHue Popmart naobpakasns =E0=

Hagnearea TascT “51=

HarMpHaneHeW 00 beMm YuocnoEos aHasasae o aol- | <P 0=
HALEMA HIMBEDEHKA

PopMaE MO w rapmH nz HG =C0D=

Lger MO W TaprmmH vz HC I B

Wwipuaa HHCNOBoE IHAYEHWME © anu- | PO

Tabnuya F27 — Opyriee <apasrapicTHEl

ATPHEYT

Trn JanHz

THin JaHHz
MO 2105840

TP B A HME SO S HT AR AR

IHaMaHME DDYION AEpEKkTe-
CHCTHRE

SHaueHme vl gnaccudvka-
Tapa

CHCTEME KOOADOEAHWR Spy-
X XSpEKTERCTVR

MaeHTHdmraTap
chukaropa

ENdoCH-

<CD=

E radectes woeHTWMESTORE CH-
CTEME! KOOWPOBAHMA KapaKTEpHCTHE
ugnecaobpaiHg wonone3oeate obs-
ekTHER  naeHTrdwkaTop (OKMO), a
FHSHEHWE 330ABATE B POpMe naps
g0 W TEpMHEE WA KNacocHdnkaropa

Tatnuwya F28 — Murpegwedt

Arpway1

Tyn ganrmwx

Tun ganrex WSO 21080

n AR £ 8 A KO Y MEHTApMP

Pane HHrpeOMeHTaE

WO w 1aprnH ez HC

<CD=

MNepumeYdarnuA

1 W0 — wosrmedusarop.
2 HC — HOopmMAaTHEHEIA CRoEaps.

fias
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TadGnuya F2%— Cybora

HLMH

rocT P UCO 11615—2014

Arpudyt

Tuin danrHex

Tun ganmeax BCO 210380

n PR B EAR EORMMEHT 3

CyBoTaHuns

| i # reprin w2 MCO 11238 | <CD=

MepumavYyaunA

2 HC — HOpMATHEHRA ©

1 W — woenTwduxaTop

NOoEApL.

Tagnuya F30— KoHrponupysmas cybcrasums

HOCTH

ArpHyT Trin HasiF s Tun panres WCOD 21090 Tt e e KD B ME HT A PR
Mpynna  wontponepyesss | W0 0 rapwad nz HE =CO=
cyfcTaHuwmi
Eonrponupyaman cyboradups | WO v rapmdd nz MO0 11238 | <CD=
Mpuansar wonduaeHuEans- | WO v vaprnH vz HC =C0=

NMpumadaHHA

1 M0 — wosHTwdukaTop.
2 HC — HOpMATHEHSA CROBAPL.

Tatnuya FI31l — AKTHBHOCTE:

Ay Tiar aAarHE X Tur gadisx WSO F1080 MprmE s oM e e TR
Dranazox AETHEHOGCTH | OQHanazon  otHowaknd (- | RTO <POPO=
{ KOHUBHTDAUWA § HECKME] KONMYSCTE  (SHCIATENE!
FHAMEHATANSL)
Ouanazas HETHEHOCTI | QHanazon  otHowasnd  (dead- | RTO <PO PO
{NpPEZCTARNEHAE) YEGEME] KONMYECTE  (MHCIATENE!
BHAMEHATE TS
bacTo manMepaHns Takct 5T
Crpana WO » rapranH mz HC SO =C0=

Mepvimadyaruua

1 MO — woerTrguxaTop.
2 HC — HOpMAaTHEHEA CROSaPE.

Tabnwuya F32 — Padep

EHTHAA dXTHEHCITE

THEHOCTH

Asprbyr Turn JadHRE Tun pannsx FCO 21060 TTrAng e A KO R R HT 3
Duanazod  padiepedTior | Juanazon ordowssdad (- | RTO <PL0O PO
AKTHBHOCTH AMHECHAXK} KONWHECTE [4MG-

MWTENR! 3HEMEHATENE)

Meacto wamepeHsA pede- | TercT =5
DEHTHOH BETHEHOCTA
PadepartHas godTponapy- | MO » vepmrd inz MO0 11238 | =C0=
emMaR CyboTaHuMA
Padepantras cybcrasuns | W« reprany nz MCO 11238 | <CD=
Crpasa pedepedtHon  ak- | MO v teprand w2 HC \CO =CD=

MpuimaeadYyarHA

1 M0 — woerTwdusaTop.
2 HC — HOpMATHEHEA CRoBapPh.
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TadGnuya F33— NesapocregHisid npenapar

HEA dopma

Arpudyt Tuin danrHex Tun ganmeax BCO 210380 T et g b e 0 B P T
EaMHMUE NpS0cTERNSHAR WO » vepMdd vz MO0 11238 | <CD=
HonwmuecTeo nesapcTesHAo- | MucnoBos aHasaqde ¢ egu- | <P0=
ro NPEnapaTa HHLBMIA HIMBDEHER
Mpemasrenas poawmpoead- | AL« reprnd ke MO0 11238 | <CD=

MNMpumadyaHHA

1 WO — wosHTwduEaTop.
2 HG — HOpMarTMEHEIR Criogaph.

TaGnwya Fi34 —TyTe BBROaHHA

ATpHEYT

Twn gammzx

Tun gannex WSO 210490

Mpsmeusrae/ KoMmMeHT bqel ol

MyTe BEAZEHHA

| WO 1 repmaH na MCO 11238 | <CD>

MNpuumadyaHHA

1 WO — wosHTwduxarop.
2 HG — HOpMaTHEHEIA Crosaph.

TafGnwya Fi5— XapairapicTHEM NEXEPCTEEHHON NRENEPETA

ArpaiyT THn ganHex Tun gannms WC0 21080 MpuMedanaeEoMMenTapan
JHaqEHE B CHMCTEME | 3HEHEHNE wa | =C0= B kEHBCTES MOEHTHRHKATORA CUOCTEMB KO-
HOOWDOBEHWA  xdapakTe- | knaccudwearopa OWPOBEEHUA KaPAKTEDHCTEE LanacothpazHo
DHMCTHE  NEXSpCTHEHHIND VCNONE30BETE OOBERTHEIR HOSHTHDHEETOR
npanapara 10 0), 8 2HSeHKE 330383T 8 HOpME Naps

a1 W TapsamHe W3 knacocHdmkaTapa
CHcTama soompoBadwdA | Flosdtudwearop
XIAPAKTEDUCTAE  NaEdp- | khaccudwraropa
CTERHHOTD NPENapaTa

Tagnuya F38 — Habop mgenmadrarapos PhPID

Arpsdy

THn AanHE K

Tun ganrayx WSO 21090

n AR £ 8 L 2 K WY MEHTERM

Habop woeHryduraropoe PhFID | TekcT

| =

TaGnuuya FI7T — TepaneaTH4EcEHE NOESISHWA

g8y Tun QaAHHE Yiah filHriial T prs B AR BB RO EHTARNA
TR R Moo 31090 il S

MNokazauwa 8 droprea s3abone- | WO » repuns na HE =C0=

B HAE AN TOM NP0 LSy e

Canyromeyrowes aafonsaadwe | MO » rapuns nz HC =G0

CpoR O TarEH O TS WuTtepean spemedn  (pea | VL=TS> KoHue HHTapEana MoryT BeiTe OTERBITE-
MOMBHTA BREMBHW HIYaNL- M. 3T MOHHD YESIBTh C NOMOLWLERD CTE-
Hed# H HOHEYHBIR) LHANEHOITD MNEA3HEKE MyCTOTE SNEMEaH-

Tae low # high THna gaddes VE=TS=
Crartyc sabonegasns WO » repsnl vz HC =G 0=
TELCT NoKE3IEHWA TakeT =5T=
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OoHyaHue matnuLe F 37

rocT P UCO 11615—2014

A rowfye THN QEHHEIE Tuan paimiix -||.'II-'UL"'\-IL‘II1I-'\-E'|-1\'.IM'J“?Ir"|-\'.ll.1l-1
ik iy Mo 21090 G
TepanesTHecios EACTEHE WO v repunl v HC =G0

Mpumavdanns

1 M0 — woesTwduaTop.
Z HC — HOpMATHEHER CROBARG.

Taonuwya F38 —NpoTHeonokasasuA

ArprEyT Teift maHiaws Thn patrex WOO 21380 Mpamaeadne KDmmesE TRprd
NMpoTesonokasadena B dopas ¢3abo- | A0 o repasd w3 HC | <CO=
NeBaHKE CHMNTOM NPOLRSY P&
CanyToreyowss 3abonsaaHee MO @ repmad w3 HC | =C0=
Cratyc zaboneeadns FUO @ tepaian w2 HC | =CO=
TELCET MPOTECNOKEIEHAR TekeT =5T=

MNMpumuavdyaHwA

1 MO — wosrTedusarop.
2 HCG — HOopMAaTMEHEIRA CRoBaps,

TagGnuya F359 — MNobBoyHose neldcTade

Mpamesarr e/ KOMMERTARHR

ATpHGyT Thn gandH=x Tun gand= s OO 210350
Knacougwiragna camnmona’ | WO v mepeens nz HC =C0=>
COCTORHUAIIEACTE MR
MoboyHos peEcTere B drop- | WO v raprnH vz HG =Ch=
BE  HCHMNTOMCOCTORHHES
OeACTENEH
TaxoT NoBoHHDM gedcTErA | Tesct 457>
HacTora npoAEneHHA O W rapamH 1z HG =C0=

MpuimadyarunA

1 WO — woerTrdueaTop.
2 HC — HopMAaTHEHEA CRoBaph.

TaGnuya FA40— Creyweduxa nomyiAlmwe

Arpabyr Twir direH s Tun gutswa WOO 21080 MoewadaEre komMMarHTaphn
Boapacthan rpynna | MO » Tepred wa HE <CO=
DuanazoH gozpacta | Marapean  epemedn  [gea | IVL=TS= HKonuw mieTepsanag monyT Beime ar-
MOMEHTE EPSREHH] HEHANE- KPBITHIMH. 370 MOMHD YE33ATE ©
HEIE 1 EOHEMHLN ) NORMOWER CREUMANEHONT MPUIHAE-
Ka NyoToThl anamMeHTos law w high
THNA ganHes WL=TS=
Marn MO » Tepred w3 HC <G
Paca MO w1 TepmeH 13 HC <G>
Cneunhura cocros- | MO @ TepMed 1a HC <CD=
HHA 300p0BkRA

NMpumeadyaHHA

1 M0 — wosrTrdukarop.
2 HC — HOopMAaTHEHER Cnosaps.
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TadGnuya F41 — Creuwthyuxa opy ol Tapand

Arpudyt Tuin danrHex Tun ganmeax BCO 210380 T et g b e 0 B P T
lNexapeTac WO W TapammH vz HC <Ch=
Tin CERAW C TERANWER MO W raprns 2 HC <C0=

MpumadawMnA
1 MO — woerTwguxaTOp.

2 HC — HOpMAaTHEHEA Chosaph.

Tadbnuya F42 — BaawmanaincTans

ATpuiyT Tvm gadHe K Tun panssx HCO 21060 TTrng e R KO R BB HT A
Hontpons ssawmopaircravs | WO v rapend vz HC =CD=
Onucanye siawmogaircTeds | WO v vaprnH vz HC =C0=
Tin BRAMMOSBACTEHA TercT =5T=>
YacTora peTpedaamocTie | O v 7eprn va HC =CD=
EIdHMOOEACTEMA
Sdbpext saanmmogeRcTens | WO v mepeens nz HC =C0=
MpuimadyarunA
1 WO — woerTwduraTo.
2 HC — HOopMAaTHEHEA Chosaps.
TaGnuya F43 — BaaumonsAcTeyiowad BreHy
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e S Moo 21080 s i
Hon siakmooadcTeyiowern | 3HaqeHue M knacon- | <CD= B ka4acTEe nABHTMHEATOPE CHETEME! KOOWPG-
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MOOSHCTEYHILMY SreHToS rnacowdEaTopa P VA % k- B P

nape #M0 W TapaeHe 1 knaccuieatopa

Tadnuya F44 — HMoocnegyemose NEKapCTEEHHEE CREOCTED
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TadGnuya F45 — PazpeiusHds HE NPOES0EHNE KNHHASECKDND KCCMEO08aHMR

ArprbyT THR JanHE R Tun ganwes MCO 21090 Mpreaua e KOMMEHTADIAR
Oara paapawsHun MoOmMBHT BpEMEHA <T&5>
Kion wocenesosaHns Tarct =5T=
Homep nporosonz Tanet ==
MM OSEMER 378 asepwardn | MomasT epemsasd =T&>
FPardcTpagHoHHEIR HoMEp Tawc =|§=
CrpaME WO ¢ rapsns kvz HE =CD=

MNepumuaydyaHnA
1 WO — wossTwdukarop.

2 HC — HopMarTMEH=IR cnogaps.

Tadnwya F46 — MacrHoe paspewaHes Ha NPpOSaqEHME KNEHEHECKDITD MCENES0BAHNA

A - T THm JAHHEIX -
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MNMpumadaHHA
1 WO — woerTrduxaTop.

2 HC — HOpMaTHEHRA Crosaphs.

TadGnuwya F47 —MNpeaccTaanaqdys ar4eta no SelnnacHooTr NEKaptTESHHOM CpaacTE
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OoHYaHUE matnuLe R4

Tein g

Arpudyt Tun LK I it e BUAHBE RO MM & H TAPHA
WCO 21080
Makcumanesas oo3a 23 ne- | Quanazod orHoweHed [a- | RTO <P0,PO= B ka4yscTes 8OMHAL, HAMEDSHAR B 3HE-
DO NEEHWA IMHECHAX | KOMUYECTE [YAc- MEHETENE O0mHHbl BbiTs YE338HE BOW-
MUTENR! 3HEMEHATENE ) HHLkLI BREMEHA
MarcHMansHan paapeds | MUcnoBos aHauyasis ¢ ege- | <PO=
noda HYLEME HIMBDEHEA
Makcumaneras cyTouHas | MHCnoBEos aHadaHds G eaw- | PO
noaa HHLJEMIA M3MBDEHKA
Mapean Qo33 gnA Yanosexa | HucnoBos aHasasde G eaw- | <PL=
HHLEMI HIMBREHER
My BBANEHWA WO w Tepwmn va MCO 11238 | <C0=

NMepuMadya A

1 M0 — woesTwduaTop.
Z HC — HOOMATHEHEIA CROBAPG.
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MNpunomedns G
{enpaso4noa)

Mprmep peandiadus MHOpMALKMA O NEKADCTEGHHOM CpaOcTDE

G.1 ComaweHuR 00 WMEHOBEHNK

Hiope Onvcads COHMEWEHWA, HCIESYaMBLIE ONA WMEHOEEHWA CYLLBOCTEA W atprlyToe B guarpammar npuwepa
pEAnMIaLME.

JNs vMeH TEXHMHE M NOHATHA [CYLWHOCTEA] NPUHAETE CASAYHMLNS COMMELWSHNE.

- MMEHA NOHATHAR HAYAMHAKTCA € NPONACHDA ByKBLI, KSR B 3arnapme;

- g00pEBMATYRR W COKPALEHMA 3AMNCAHE BCSMY MPONMCHEMA Tyrsamm;

- CRDBE B MEHAR CYLUHOCTER pEanenRoTcs npobanom:

- WMEHA NOHATAR HE CONSPMET HEDE WM Mobkie CNEUMENBHLIE CHMBONE (kpome npobanal,

- MMEHE CNWCKOB KOHTRONMDYEMEX TERMHHDE Coqapekat cydbdgmas «CHT e

- BMEHA NOHATAR 3BNWEEHE B @OMHCTEEHHOM YMENE (G HEROTODEIMM MCENHHEHWEAMK ).

Ans vmed aTpubyTos NpYEATE CNEgyOLLME COrNALWEHWA

- EMEHA aTpMbyTOR 33NKEEHEl CTROHHEIME Gyreane;

- 260pEENETYPE W COXPALLEHAR 3aNHCEHE CTROYH MM Byraama;

- CROBE B KMAHEX TPHEYTOE pasgensoTes npobanom,

- MMEHE aTpabyToE He Cofapat wedipsl MK MR CREUWMANEHEIS CHMBANSG! [Kpome npobsana);

- KAROBIA CIWCOK KOHTROnMpyEmielx TapmuHoe (CET) npedcTapned Kay 3ananHnTEns, WMERDLWWA TONEXo 088 &TpH-
Oy ta [MOaHTHEHESTOD TORMUHE M HOMED NSpOCMOTRAE ], 8 AMEHHO

- WOSHTHOMEBTON TEPMWHE (K0 THOMWHE .

- HOMED NEPSCMOTHS: (HOMED NEPSCMDTRa .

5.2 PerucTpauwA NeHapCTEEHHOND CPEAcTEA M NUUEHIWDOBAHKWE NPOXUIEDOCTES

DHE,E}'HZMI.I'EE Adargamida COOSEHIT CYLWHICTH, OTHOCRLMECH K DETHUCTDEUMM NMEKapCTEEHHON CEEacTES W NMLEH-

AWPOEAHKED NPOWNIEnICTE.
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Pucyhor G.1 — MNpussp cTRyETYDR BE3ts DaHHB PErHCTPALMK NERERCTESHHOM cpESCTER
M MMUEHENPOEAHNA TPONIE00CTES
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5.1 MNekapcTEEHHOE CRPEOCTEO

Ha I'IPH‘EE.qEHI-BJI-ﬁ HHHE JHMarpammse NoKE3aHEl CYLILHOCTH ONACEHKWA NeKaptTEaHHOID CREOCTES, EXNNYER HOSHTH-
I:t.'.\:lﬂl:iETl!:I|::ll:|l. HEHNMEHDBHHIRA H BEDCAND.
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Puiyno 5.2 — Npesep cTpyETyDE B33k D3HHBIX OOHCAHWA NEKSPCTEEHHIND CpagcTas
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G.4 ¥nakoska

Ha HPII'IEE.IJ.EI-H-ID:I:'I HHEE ONaipaniie NOKSE3EHE CYILHOCTH DN-CaHHE YNSK0BKA. BRMHHEA NONAHeciy il HEcTh, Hiek-

Wy waesTvhesaTopel PCID v pasmep ynakoBed, 8 TaHs u3ndecksa QETANM yNaKosky, BEKNHHAR BHELWHKH YyDEAKDERY.
EHYTPEHHKND YNEKOBKY W T.4.
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PucyHok 5.3 — Mprnep CTpyETYPE Ba3bl SAHHEX ONWCAHHA FNaKoBaHHOM NEKEpcTEEHHOM CPencTea
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G.5 Ponk yYacTHHES

Ha npresseaHHOR HAEE DHErREMMe NnokazaH obwmi cnocol npeacTagneqHun Bcex poned (RNagensl paric TRanoH-
HOTD VOOCTOEEPEHHA, NPOMIBOTHTENR. YIONHOMOSEHHER N0 PEapMEKDHRgI0py), BRINONHASMEIX PAINMHHEIMK CTOROHEMN
{OErEHHZSLHRMA W NAUEMA ) HE DE3HLN CTEOARY MUIHSHHOM WAKHS MEdapoTeaHHom coegetea. Tadnuua «Pons CETs
NPSOCTEENAET HOPMETHEHENA CRoSapb. COSBENHALLNME CRMCOE BCESx PONSn.
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e
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G.6 MexkapcTEEHHLIA NPENSPAT W NPOMIEE0EHHEIA NPOOYET

Ha npuesgeHHal HHE JUErpamMMe NOLE3aHel CYLHOCTH GMACEHWA NPOMIBEIEHHOM NPo0yETE NEkapoTBEHHOMm
npenapara. C nomows arprbyra «Ten npogyera CHTs, aHa4EHMA soraporo BEpyTos 13 HOPMETESHOMD CHOBapPR, Npo-
BOOHTCH PEINAHWE MERIY NMPOHIBSOSHHEIM NPASYETOM W NEXEDCTESHHLIM NpEnapaTon. Ha Quarpamme TRIoHS yEE3aHa
VHDOPMALKA, ONHMCEIBAKLLAR SKTWEHOGTE M MHIPEOHEHTBI NPOMEABEAEHHOND NPOGYKTA NEXapCTEE HHOMD NpEnapaTa.
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G.7 PapMakonord4eciMe CEOHCTES W LEREEaR NoONYNALMA

Ha I'I'.FII-'I'EE.'.'IE‘HHEII.T'I HHME OQkarpamde NOEa2aHs OYHOCTH ONACEHA LEneson

HEPCTEEHHOMD CPe0CTEa, 8 Takse 2 ¢IEDM-EEIJ¢'IDI'I|"I"-|BEHM CEOACTE.
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