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NMpeaucnoewue

1 NOAroTOBNEH denepansHeiM rocydapcTEBEHHbIM  DHOOMETHEIM  yUpEXOEHUEM
«LleHTpansHbll  HAay4YHO-WCCNedoBaTEeNbCKMA  WHCTUTYT OpraHud3auvK W WHQopMaTUIaumM
3gpaeooxpaHedus MuHWcTepcTea 3apaecoxpaHeHnsa FPoccuickon ®egepauuds (UHWKWOWM3
MuH3agpaea) v oDWECTBOM C OFPaHMYEHHDW OTBETCTBEHHOCTHH «KOopNopaTUBHLIE 3NEeKTPOH-
Hbie CHMCTeMbl®» Ha oOCHOBe COBCTBEHHOMO AYTEHTWMHOIO MepeBoda pPYCCKMHA  A3bIK

MeXOYHaPOoOHOrD QOKYMEHTA, YK3IaHHOMD B NYHKTE 4

2 BHECEH TexHwueckum komuTETOM NO cTadHgapTusauuum TH 468 «Hdopmatrzauwa

apoposes» npu LUHWMOWM3 MuHagpaea — NOCTOAHHBIM NpegcTaeuTeneam SO TC 215

3 YTBEPX¥OEH W BBEAEH B OEWMCTBMWE Mpukaszom degepansHoro areHTcTea no

TEXHUYECKOMY DEryNMPOBaHMID U MeTponormn ot 17 Hoabpa 2014 r. Ne 1621-cT

4 HacToswmd craHgapT WOeHTWuYsH MemxayHapogHomy cradgapry WCO 11240:2012
MHdopmaTHaaumna 3nopoesa. MoeHTUdUKAUKWA NeKapcTEEHHBIX CPEcTE. 3NeMEHTE OaHHLIX U
CTRYKTYPBl ANA YHWKANbHOA WOeHTHM@MKAUMK M OoBMeHa WHQOpPMAUMER O PErUCTPHUpYEeMEblX
nekapcTeeHHblx cpencteax (IS0 11615:2012 «Health informatics — ldentification of medicinal
products — Data elements and structures for unigue identification and exchange of regulated
medicinal product informations).

HawmeHoBaHMe HACTOSWEro CTaHdapTa  W3MEHEHD  OTHOCMTENbHO — HAMMEHOBAHWA
YKA33HHOIO MENQYHAPOOHOro CTaHaapTa Ans npueefedHus B cooTeeTcTeme ¢ MOCT P 1.5-2004
{MyHET 3.5).

MNpu NpUMEHEHWMK HACTOALWEro CTaHOApTa pPEeKOMEHOYETCA MCNONb30BaTk BMECTD
CCBIMNOYHED MEXYHAPOOHEIX CTAHAAPTOR W QOKYMEHTOE COOTBETCTEYIOWME MM HAUMOHANBHEIE
cTaHdapTel Poccuickod Pedepaund, CBEOSHWA O HOTOPBIX NPUBEOSHSl B CNPABOYHOM

nprnoxeHun A
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5 BEEAEH BNEPEBLIE

Mpasuna npumeHeruA HacmMoAwezo cmaHdapma yocmadosnewel & FOCT P 1.0-2012
(pazden B). Mugopmayua ob uaMeHeHUAX K HacmoAwemy cmandapmy nybnukyemcs &
exeaodHoM (no cocmosArute Ha 1 AHeaps mexywezo 20da) uHEOPMALUOHHOM yKkasamene
aHayuoHanoHele cmaHdapmeis, a8 ouyuanesHell Mekcm UsMeHeHuld U nonpasok — &
EXEMECAYHOM UHOPMALYUOHHOM yrazamene cHauyuoHanedele cmawdapmei». B ciydyae
nepecMompa  (3aMmeHs!) unu  OmMeHbl  Hacmosweszo cmaddapma  coomeemcomayloyee
yeedomnernue  Bydem  onybnukoeanHo &  Onuwalwesm  ebiycKe — eXeMEeCAYHOZO
uHhopMayLUoHHo2o  ykazamena  eHauuoHansHsie cmaddapmei».  Coomesmcmeyiowan
uHhopmalun, yaedoMmneHue U MEKCMbLl PasMeLyanmea makxe 8 uHghopmaluoHHoU cucmeme
ofweao Mons3ceaHus — Ha odduyuansHoM calme @edepansHozo asedmcomea o

MEXHUYECKOMY PE2yNUPOSaHUD U Memponoauu & cemu HMumeprem (gost.ru)

© CtangapTuHcopm, 2015

Hactosuwma CTAaHOapT HEe MOMET fbiTb NOMHOCTBD WKW YACTUYHO BOCNpOoWaBeneEH,
THpaKKWpOoBaH W pPacnpoCcTpaHeEH B kKaWecTee OEWLKMANEHOID WIOAHMA Bea paipelleHns

denepanLHOro areHTcTEa No TEXHHUYECKOMY PelyNUpoEaHMED M METPONOMAK.
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1 OBnacTs NpUMEHEHWA 1
2 HOpMAaTHEHBLIE CCLINKW 2
3 TepmMuHbl, onpedeneH A 1 CoKpaLlleH A 3
3.1 TepMmuHbl K onpefensHna 3
3.2 CokpaweHus 22

4 TpeboeaHua 25

4.1 TMoHatua, HeobBxogumebe ONA YHUKANEHOW MAeHTUMEAUMK NEKAPCTBEHHLIX CpeacTe25

5 Onucanue NPUHUKMNOE U MeTO40B MHDODMAUMOHHOMD MOLENKMPOBAHWA 33
5.1 OBWKe NONOXEHWA 33
5.2 HKoHuenTyansHble 0B30pHbIE QUArpaMmsl 34
5.3 BricokoypoBHeBRIE OMATPAMMEl DA3QENOB 34
5.4 [devancHble gnarpamMmel 36

6 MoeHTUDWUKPYHOLWKE XapakTEPUMCTHRY 3aperMcTPUPOBaHHEX NEKapCTEEHHBIX CpeacTe 40
6.1 lNepenyHbie HOBHTHRKUKATOPK 40
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7.5 [MpowaeooWTens/MpeqnpuaTHe T2

7.6 YnakoBaHHOe NeKapCTBEHHOE CPEACTBO, BKIOYEA NPOMIBEOEHHLIA NPOAYKT W

MEOUUMHCKOE M3genme Fis)
7.7 WHrpegwexT, cyfcTaHUMA WM aKTUBHOCTL 94
7.8 lekapcTeeHHbIA NpenapaTt U MedWUWHCKOE uagenne 102
7.9 DapmakonorvvecEe cBoHCcTBA 108

8 MoeHTudruMpyOLWMe XapakTepUcTHEM MCCNedyeMelx NeKapCcTBEHHBIX cpecTe 122

8.1 OBbwue NnoNCHEHKWA 122
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9 Mudbopmayua ob vccnegyemMom NeKapCcTBEHHOM CpeicTEe 128
9.1 0OB63op wHpopMaunk ob MCccnegyemMom NeKapcTEEHHOM CpeacTBee 128
9.2 Wcocnegyemoe NekapcTBeHHOS CpeicTBO 132
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MpunoxeHue A (cnpaeovHoe) [lonHas wHdopmayvoHHas MOoOdens BepXHEro YpoBHA O
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Mpunoxenwe B (cnpaeoudoe) [onwas noapobHas  MHMOpPMAUWMOHHAA MOdens o
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Npunoxenwe C (cnpaeowuxHoe) lMonvas wHdopmauwoHHas MOOSNbL BEPXHErD YpoBHA 00
vccnefyemMbix NEKAPCTBEHHLIX CpeaCTBax 149

MNpunoxerue D (cnpasodvdoe) NonHaa nogpofHan mipopMauMoHHan mogens ob nccnegyemsix

NexkapcTBeHHBY CpeacTeax 150
NpunoxeHue E (cnpasoyroe) Pabouwid npumep B Tabnudxon dopme 151
MNpunoxexue F (cnpagovHoe) Cnncku knaccoe 1 aTpubyToe 166

Npunoxerue G (cnpasoysoe) MNpumep peanuzaumu vHgopMayWy 0 NexapcTeeHHOM cpeacTee 182

EBubnuorpadua 191
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Beepnenue

HactosawwiA crangapt pa3paboTaH B CBA3W C WWMPOKOW MWPOBOW NOTpebHOCTEHY B
MEMOYHAPOOHOW FAapMOHW3ALWMK ONMCAHWA NEKapCTBeHHBIX cpedcTe. OH ABNAETCA OOHWMM W3
NATH cTaHoapToe, obpasylowmx BA3aKMc YHUKANEHOW WOEHTUMNKAUWKM NEeKaPCTBEHHEIX CPEaCcTs.
B aTy rpynny cTaHQapToR BXOOAT:

SO 11615, Health informatics — Identification of medicinal products — Data elements
and structures for the unigue identification and exchange of regulated medicinal product
information  (MHdopmatuzaumsa  zpopoesd.  MpedTwdukauwa nexkapcTBeHHbIX  CpedcTe.
3NEeMEHTEl JaHHBIX M CTPYKTYDE ANA YHUKANEHOW WOASHTHUEMKAUWKM W obMmeHa wHdopmMaumed o
PEerMCTpUMpYEMBIX NEKADCTEEHHBIX CPEACTRAaX),

SO 116816, Health informatics — ldentification of medicinal products — Data elements
and structures for the unigue identification and exchange of regulated pharmaceutical product
information  (MudopmaTtvaauma  3nopoebd.  MoeHTMdMKaUMA NeKapcTBeHHbIX  CPencTs.
AneMeHTsl JaHHbLIX U CTPYKTYPL! ANA yHWKaNsHoW naeHTudmMkaymy v obmeHa wHdopmaureid o
PErMCTPUDYEMBIX NEKADCTEEHHLIX NpenapaTax);

SO 11238, Health informatics — ldentification of medicinal products — Data elements
and structures for the unique identification and exchange of regulated information on
substances (Mudopmatiiauusa  30opoBbA. VIOEHTUEMKALUWA NeKapCTBEHHLIX  CPeacTs.
3NeMeHTel JaHHBIX W CTPYKTYPE ANA YHUKANBHOW WAeHTHUdMKaUWKM 1 oDMeHa MHpopmaumMen o
pErMCTpUpYEMbIX (hapMaueBTuYeckux cybeTaHumMsx);

SO 11239, Health informatics — ldentification of medicinal products — Data elements
and structures for the umique identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging

(MHpopMaTH3aUKa 300poebA. MOeHTUgUKALKWA NEKAPCTEEHHLIX CPEOCTE. JNeMEHTEl JaHHbIX 1

Vil
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CTPYETYPbI ONA YHWKANLHOW waeHTu@MkaumK ¥ obmeHa wHpopmauwed o pPEerMcTpUpyembix
dhopmax 0o3MpoBKK, eArHWUAX NpedcTasneHus, cnocobax BBeAeHNA 1 YNAKOBKE ),

ISO 11240, Health informatics — ldentification of medicinal products — Data elements
and sfructures for the wunigue identification and exchange of uwnits of measurement
{MHopmaTnaauma agopoebs. MoeHTMHMKALKMA NEKAPCTEEHHLIX CPEACTB. 3NEeMeHTbl 0aHHbIX 1
CTRYETYPEl ANS  YHUKANEHOW WOeHTWdMKayuu W obmedHa wHpopmauyen ©  egiHUULAEx

W3MepeHWA).

ATH CcTaHdapTel WOeHTHgWEAUMKM nekapcTeeHHex cpeacTts (IDMP — l|dentification of
Medicinal Products) npegHazHadedHsl OnNA NOOAEDHKW OEATENLHOCTH OPraHoB KOHTPONSA
obpalweHnsa NekapcTBEHHBIX CPEACTE BO BCEM MMDE, BHMKYAA KOHTPOML 33 MCCNEedoBaHWemM
neKapcTBeHHbIX CpelcTs, perncTpayvel NekapcTBeHHbIX CPeacTs, ynpaeneHue Ux MuUaHEHHbIM
LWKNOM, 38 TAKKE KOHTPONE PUCKOE M dapMakoHanlop.

[nsa 0OCTHMMEHWA OCHOBHLIX Uened KoHTpons oDpalleHus NexapcTBEHHLIX CPeacTB M
dapmakoHaniopa Heobxogumo obecnevMBaTe HAOE#HLIA, HAYECTBEHHLIA M COMMACcOBaHHLIA
obmed  wHpoOpMauneld ©  NeKapcTeeHHel®x  cpeacTeax.  lNoatomy  cradpaptel IDMP

permaMeHTHRYHT Kak MAHWMY M CJ"IE,EE}I'I-DLLI,I.-'IH obmMeH OaHHBIML

MEXOY OpraHamMy KOHTPONA;

oT hapMaUeBTHYeckor UPMBbL OPraHy KOHTRONSA,

OT CNOHCOPE ENMNAHWY2CEOTND MCCNe0oBaHWA OpraHy KOHTRONA,

OT oprada KoOHTpoNA 4pyrimM YY4acTHURESM ﬂﬁﬂEIJ.I.I,EHHFl NekapCTBEHHBIX CpedCoTe;

OT OpPraHa KOHTpONA MeXOyHapoaHbIM MCTOMHUKASM OaHHBLIX.
CooTeetcTeyowme cneuwduxkaumm coobweHnd, obecnedyuBaWLMX YKA3aHHLIW Bhile
obmeH OaHHBIMKU, ABNATCA COCTABHOW 4acTs cTakgaptoe IDMP.
YHUKANBHEE WOBHTURHKATOPE, NPUCEOEHHBIE B COOTBETCTBHK CO cTaHgapTamu IDMP,
NnpegHazHadeHsl ANA WCNONBE3I0BAHWA B TeX NPUNOXEeHMAX, KOTOpPeIM HeobxoOuma HademHas

WOSHTWDUEALMA M OTCNEXMBAHWE NPUMEHEHWUA NekapCTBEHHBIX CPEOCTB.

VIl
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Ona paznuyHblx Uenel W pasHblX YCNOBUW B CTaHaapTax WHpopmaTviauvK 300p0oBbA,
dapMauMK 1 KOHTPONA NEeKapCTEEHHLIX CPEACTE WCMNoNs3yeTcA DONbWoe 4WChNo pasHbix
NoHATWA. B HacToAwemM cTadgapTe npuBefeHkbl Teé TEPMKHEL W oNpedeneHWA NoOHATHA, KoTopble
npegHazHaveHs! AN YHAKANLHOW WAEHTUMKAUWMK PETUCTPHPYEMBIX NEeKapCTBEHHLIX CPeqCcTs,
OMUCaHWA WX CBOWCTB W NepefaYy coOTBETCTEYHLWER HQopMaL K.

TepMUHbl 1 onpegeneHWs, NPUHATEIE B HAcTofAWeM cTaHjapTe, npefHaszHadedHbl Ons
obneryeHusa WHTEPNPETAUKMKA M NPMMEHEHWA HPWOWMYECKMX U HOPMATHEHLIX TpeboBaHWi, HO OHK
HE [OO0MKHsl NpEBANMpOBaThL HAL HWpuMaMYeckl oDA3bIBAKWMMKA gOoKyMeHTamu. B cnyuae
COMHEHMA WUNKW NOTEHUWANEHOMD KOHMNKUKTA JONMHE NPUMEHATLCA TEPMMHE! W onpefeneHus,
NPUHATEIE B OpPUAKYEcK 0DA3LIBAIOWMY QOKYMEHTAX.

Hactoawwi ctadpapT paspaboTan cosmectHo © OBweid Mogens npogykury (Common
Product Model) opranmaaumm HL7. MNpegnonaraetca, 410 Ana cneuwduUMpOBaEHHOMO B HEM
obmena wHpopmauweld mewdy yuacTHWkamy oDpalwleHWs nNexapcTBeHHBX cpeacTe OyayT
wcnonsaoeatsca coobweHud ctadgapra HL7 V3.

B koHTekcTe oBMeHa pervcTpauMoHHbLIMK OaHHBIMKM  HACTOAWMIA CTaH4apT WMmesT
OBOAKDE HA3HaYEeHWE:

- OnpedenyTe 3MeMeHTe W CTPYKTYPbl [daHHbiX, a8 Takke OTHOLWEeHWA Mexay
INEMEHTAMKM OaHHBIX, HEODXOQWMEIX ONA YHUKANBHOW W YBEPEeHHOW vaeHTuhuKkaumu
NekapcTEeHHBIX CPeOCcTe, NpeQHa3HaYeHHbIX ANA NeYeHWA YenoBeka;

- 330aTh onpefensHud TEDMWAHOB, WCNONLIYEeMbIX ANA ONWCAHWA BCEX 3NEMEHTOB
AAHHbIX, HeoDXOOWMBIX  ONA  YHUKANEHOW W YBEepeHHOW  MOEHTUEOWKALKKA
nekapcTEEHHLIX CPeOcTs ANA NpMMEHEHWA YeNoBeKoM.

Kpome Toro, gna obecnedsnus ycnewHoro obmeda conyTcTByroWweRd MHDOpMaUMend B

HAcCTOAWMA CTAHOAPT BKNKOMEHB! CCbINKK, HeobDxoouMble AONA  MCNONb30OBAHWA  OPYIHMX

cTaHgapToe rpynnel IDMP u ctangapToe obMeHa JaHHLIMK.

X
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HAUMOHANBHbLIA CTAHOAPT POCCUUCKOW ®EQEPALMH

MHDPOPMATHU3IALUWA 300POBLA

MoeHTudMKauMA NeKapcTBeHHbIX CPpeacTB. INMeMeHThl AaHHbIX M CTPYKTYPbI
AnA YHUKanbHOW uaeHTUdUKauMmn n obmena WHdpopmauumen o
perucTpupyeMbIX NeKkapcTBeHHLIX cpeacTBax

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

Hata eeegeHwA —2015-10-01

1 OB6nacTe NpUMEHEHMWA

B HacToAlWeM CTaHOAPTE ONWCaHbl ONPENENEHNA U NOHATHA, 8 TAKKE 3NeMEHTLI JaHHbIX
W WX CTRYKTYPHBIE OTHOLWEHWA, HeobxXoguMeble AN YHUKANEHOR WOEHTUDMKAUMK 1M OETANLHOMO
OMNHCAHWA NEKAPCTEEHHEIX CPELCTE,

CTaHoapTel, NepeudcrneHHbie BO BBEOEHWM, B CBOEN COBOKYNHOCTW NpeacTasnsawT
coBoR  MHMOPMALUMOHHYKD MOOSNL, NPeOHA3HAMEHHYH ANA ONWCAHWA XapakTEpWUCTHK W
YHUKANBHOR WOEHTMWKALMK DPEMMCTPUPYEMBEIX NEKapCTEEHHLIX CPeacTE ONA NpUMEHEHKA
YEMNOBEKOM B TEMEHWE BCEMD WX HWIHEHHOTO UMKNA, TO €cTh No Mepe HeobxXoOWuMmocTH oT
paapaboTkl 00 PErdcTpauKnK, NpoBEaeHA NOCTPErMCTRAUWOHHBIX MCCNenoBaHMiA, oBHOBNEHWA
WM CHATHSA C PbiHKa.

Kpome TOro, ans oBecCneqveHWA BOIMOMHOCTW YCNewHoro obmedHa WHOOpMAaLWeR,
CBA3AHHOA © YHMKANBHOR MOEHTWhMKALUKWER W XapaKTepMCTUEAMK NEeKapcTBeHHbIX CPeacTe, B
HACTORLWEM CTaHAapTe ONMCaH KOHTEKCT NPUMEHEHMA ApYrMX cTadHfapToe obMeda AaHHbIMK

rpynne IDMP.

MapaHve odmumansHoe
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2 HopMaTHBHbIE CCbIMNMKK

Ona NpUMEHEHWA HACTOALWEro CTaHOApTa HeoDXoOWMbl CASdyHWWe CCobINOoYHLIE
OOKYMEHTEL. [NA 0aTUPOBAHHLIX CCEINOK NPUMEHAKT TONBKD YKB3aHHOE WM3JaHWe CChINOYHOro
OOKYMEHTA, ONA HeQaTWPOBAHHLIX CCLINOK MPUMEHRIOT NocnejHee W34aHWe CCbINOYHOro
OOKYMEHTA (BKMIOMAA BCE EM0 M3IMEHEHMA).

MCO 639-2 Kokl 4AnA npegcTaBneda HaaeaHwid AzelKoe. . YacTe 2. TpexbykeeHHbI kog
(150 639-2, Codes for the representation of names of languages — Part 2: Alpha-3 code)

MCO  3166-1 Kogel ONA npegcTasnedHus  Ha3BaHWA  CTPaH W eOMHUL  MX
aAMWHUCTPATUBHO-TEPPUTOPUANEHOMD nenedna. YMacte 1. Kogel ctpas (ISO 3166-1, Codes for
the representation of names of countries and their subdivisions — Part 1: Country codes)

MCO BB01 3nemeHTel OaHHBX W dopmaTel gnsa obmeda wddopmaumer. ObmeH
wHdopmauwer. MNpeacTaenedue nat w epemedun (IS0 8601, Data elements and interchange
formats — Information interchange — Representation of dates and times)

MCO 11616 (MHdhopmaTtriauma 300poeed. MOoeHTUDWKALMA NEKapcTBeHHBIX CPeacTs.
3NemMeHTEl JaHHLIX ¥ CTPYKTYPE! ONA YHUKaNsHoW uaeHTMdMKauu M obMmeHa nHdopMaumen o
pEerMCTpUMpYEMBIX NekapcTeeHHsIX npenapatax (IS0 11616, Health informatics — ldentification
of Medicinal Products — Data elements and structures for the unigue identification and
exchange of regulated pharmaceutical product information)

MCO 11238 WudopmaTtvaauwa 2nopoess. MaeHTMKALWA NEKApCTBEHHLIX CPeacTB.
3NemMeHTEl JaHHLIX ¥ CTPYKTYPE! ANA YHUKANEHOW UAeHTHdMKaUMK M oBMeHa nHdopMaumen o
perncTpupyemelx  dapmauesTiyecky  cybeTaHuusax (ISO 11238, Health informatics —
Identification of medicinal products — Data elements and structures for the unique identification
and exchange of regulated information on substances)

MCO 11239 WHpopmaTuiauma 20opoeea. MoeHTUgMKALWS NexkapcTBeHHBIX CpencTs.

JNeMeHThl JaHHBIX W CTPYKTYPB N8 yHUKANsHoW uaeHTudvkauwy v obmeda whdopMaymen o

2
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pervcTpupyemMeblx qopMax [QO3WMPOBKM, eAWHMLax npeacTasnedwsa, cnocobax BBEOEHWS W
ynakoeke (ISO 11239, Health informatics — Identification of medicinal products — Data
elements and structures for the unigue identification and exchange of regulated information on
pharmaceutical dose forms, units of presentation, routes of administration and packaging)

MCO 11240 WudopmaTtuiauwa 2nopoeba. MaeHTHMKALWMA NEKApCTBEHHLIX CPEencTB.
3NemMeHTEl JaHHBIX M CTPYKTYPE ANA YHUKANEHoW uaeHTHdMKauu M obMeHa nHdopMaumen o
enuHuLax uamependa (IS0 11240, Health informatics — ldentification of Medicinal Products —
Data elements and structures for the unigue identification and exchange of units of
measuremeant)

MCO 21090 Wuadopmatuzauws 200poBsa. [apMOHM3IMDOBAHHLIE TNl AaHHBIX ANA
obmena whdopmauweid (IS0 21090, Health informatics — Harmonized data types for
information interchange)

MCO/MM3K 5218 WudopmauwoHHsie TexHonorww. Kogel ana npeacraenedHds  nona
wenoeewa (ISONEC 5218, Information technology — Codes for the representation of human

BEXESs)

3 TepMuHLI, onpegeneHMAa U COKpalLeHHsA

3.1 TepMUHLI W onpenenednn

Ana uenel HacTOAWSro CTaHOapTa  WCNONb3aYHTCA  Cnegywlive  TepMUHLl W
onpenenequa.

311 npumenHnseman po3upoBanHaa dopma (administrable dose  form):
MNpumeHAemMas OO3WPOBAHHAR nNekapcTeeHHas dopMa, NonyyYeHHaA B pe3yneTaTe Boex

Heobxogumelx Npecfpa3ocBaHWiA NPOW3BEAEHHOW 003NMPOBAHHOW DOopMbL.
Mpumeps: — Pacmeop dnA unsexkywd, mabnemka dna npuéma sHymps, meepdan kancyna

G NMoOQoLWKoM dna UHea MU,
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Mpusedadue — (NpUMEHAEMAA 00IHPOBAHMAA HOopMa WZEHTHYHA NPOWIBEOSHHOR O03MPOoBaAHHOR
hopME B CNY4anRx, KOM0a NPOMIBEOeHHLIR npogykT He npeclBpaayeTcR (TO ECTe KOrga O BENAETCA
NEKAPCTEEHHEIM NPENapaTomM).

3.1.2 YyCTPOHCTBO ANA NPpUMeHEeHWA nekapcTeeHHoroe cpegctea (administration
device): YcTpoWcTeo, npefHazHaqdeHHoOe ONA NPasuibHOMO NPUMEHEHWS NEeKkapCTBEHHOMo
cpencrea

Mpumepsl = Annnukamop, OpanbHbIL WIPULY.

Mpumedadue = YOTRORCTES ONA NPHMEHEHHA MOXET ObiTe NPHHAONSKHOCTER NEDBEHYHOR YNAKOBKA

AN 88 KDL,

[ENY 12610:1997]

3.1.3 annepredel ({(allergens, materials of concern). WHrpegweHTel YCTPOWCTEA,
cnocobHble BLIZBATE TUNEPYYBCTBUTENLHOCTE NEPBOro THNA WNKM anNNEepriYNecKyl pearuuo y
nuL © NpeapacnonoXeHHocTE K aTonuu.

Mpumep - fMamexc.

3.1.4 para paszpewennn (authorization date): [Jarta ewigayn  pa3speliedws  Ha
PapMaUeBTHYSCKYH) AEATENEHOCTE YNONHOMOYEHHEIM ORraHomM.

Mpumep - [fama pesucmpayuu nNeKapcmeeHHoz2o cpedcmea, paspewarlel eso
zpamdancrull oGopom.

3.1.5 npouegypa pervcTpaudn nNekKapcTeeHHoro npenaparta  (authorization
procedure, marketing authorization procedure). ©opmansHas npouegypa, BbINCNHASMAaRA
YNONHOMOYEHHBIM  OpPradoM nNpH  perdcTpauvd  NexkapcTEBeHHOND CPelcTBa, BHECEHWW
W3MEHEHWMH B DETUCTPAUMOHHOS JOCke, NOATEEPHASHNW UMW OTMEHE REerMCTRauUuK.

Mpumep - OmmeHa pesucMpayuu B8 CER3IU © BbLIASNEHUEM pPUCK3 NPUMEHEHUR
NekapcmeeHHo20 Npenapama, NpesLIWarwezo e2o 3ghhekmusHocmsb.

MpusedaHue — AHIMWACKHE TepMdHel authorization procedure W marketing authorization procedure
ABMAKTCR CHHOHAMaMK,

3.1.6 cocTtoAHMe pervcTpauwu (authorization status): Tewywee cocTofsHMe

peEraCTpaUWKy NekaptTeeHROND CpencTea.
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Mpumepsr — Jelicmeyem, NPUOCMAaH0BNEHAE, UCMEN CPoK dedcmeun, OMMEHeHA.

3.1.7 cepwa (batch) KonuyecTeo nNeKapcTBEHHOMD CpencTea, NPOM3BEOEHHOS B
pesyneTarte 0OHOMD TEXHONOMMYEeCKOro UMKNAa ero NpovM3sojuTensam.

3.1.8 Homep cepun (batch number): WaedHTtadukatop, NPUCBOEHHLIA B
onpefenédHHeld  MOMEHT BpeMeHM  KOHKpeTHOW Ccepdd  NexkapcTBeHHOro  cpedcTea,
NpoW3eefeHHoro B pesynsLTarte o0HOMo TEXHONOMMYECKoOro UMKna.

3.1.9 xapaxktepucTtura (characteristic): ABcTpakuwa ceolcTEa oBLEKTa.

3.1.10 knuHW4ecKkoe McnbiTanme (clinical trial), kNnMHUYeckoe wccnegosarue (clinical
study): Mayuenwe neuebHoix, dapmaxkonormdeckux Wiuny HapmakogrHaMu4ecknx CBOWCTE
vCCNegyeMors nNekapcTBEHHOMD npenapaTta B Npouscce ero nNpuMeHeHWs Y  YenoBeka,
WAEHTUPUEAUWA  HewenaTenbHeIX  peakuMd OpraHvuiMa “enoBeKka Ha NpUMeHeHwe
nekapcTeeHHOre Npenapara, uayJvyeHwe Npoueccos BCAckIBAHWA, pacnpefeneHla, UIMeHEHWA K
BblBEAEHWA UCCNEQYeMOoro NexapcTBeHHOINo Npenaparta B Uenax Nnony4YeHua NoKa3aTensCcTs ero

Be3onacHocTH ¥ 3 d@erTHBHOCTK.

Mpumedarnue = TEpMAHB FENAHHKYECKOE WCMNLITAHKEY W SKNWHKYECKOE WCCNEdoBaHWer ABNAKTCA
CHHOHHMAMH.

3.1.11 paspeweHve Ha npoeefeHWe KNWMHWYECHKOro wuccnepoBadwA (clinical trial
authorization): Paspewedwe Ha nNpoeefeHWe KNWHWHECKOND WCCnefoBadHuwA, BblOaBaemoe
YNONHOMOYEHHEIM OPTAHOM B DAMEAX ero KPUCIMKLKMW.

3.1.12 womBuHupoBaHHAA neKapcTBEHHaA [Ao3awpoBaHHaa opma (combined
pharmaceutical dose form): EguHsIid TepmuH, onWceBa0WKWA gBa wnw Bonee NpoM3BEOeHHBIX
NpOAYKTa, KOTOpblE CneurancHeiM obpazom  KOMDWMHWPYIOTCA  4ANA  NONYYEeHWA OOHOMo
nekapcTeeHHore npenapata. B 310 onucanwe BRMoYaeTcA WHOPMAaUWA O O3WPOBaHHOW
dhopme KawOooro nNPoM3BEOeHHOro nNpoaykTa W O NpUMEeHAEMOW 003VMpoBaHHOW dopme

NekapCTeeHHOMD Npanaparta.
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Mpumep - [Mopowork U e20 pacmeopumens nApPU W3Z0MOEAeHUU pacmeopa d4dns
uHbekyul. MexapcmeenHoe cpedecmeo npedcmaenaem cobol dea npousaedenHbix Npodykma:
pACMEDPAEMbLIL MOPOWOK U 820 pacmMeopumens. flekapcmaenHbill NPeNapam, U320MmoeneHHbIG
Wi Smux dayx KOMAOHeHmoE, napedcmasnaem coboll UHBEKUUOHHLID  pacmaop;
KOMOUHUpDBAHHOL nNekapcmaedHHol dosjupoganHol opMol SENAEMCA «NOPOWON U
pPACME0PUMENs ONA UHBEKLUOHHOZ0 DACITE0DEY.

3.1.13 HenaTeHTOBaHHOE HaWMEeHOBAHWEe nNeKapcTEeHHOro cpeacTeEa (COmMMmon
name, generic name): MexgyHapogHoe HenaTeHTOBaHHOE HAWMEHOBaHWE, PEKOMEHOOBAHHOE
BcemupHoW — opraHmzagyuved  30paBoOxXpaHeHWs;  ecnv TakoBoe  OTCYTCTBYET, TO
HeNaTeHTOBAHHOE HAWMEHOBAHWE, PEKOMEeHO0BaHHOE YNOoNHOMOMEHHLIM OpraHoMm B CcBoeid
KO DACT ML AM

[Pesonouuns 46 BcemuvpHon accambneu 30paBooXpaHeHnA aVWHALG 19
HenaTeHTOBAHHLIE HA3BAHWA ANA apMaUeBTHYECKWX Bl ecTex ]

3.1.14 nouaTtwe (concept): EQuHUUE 3HaHMA, NnpedcTaBnaHHan B cnoeecHon popme Kak
COBOKYMHOCTE NPU3HAKOE.

3.1.15 ynakoeka (container): W3nenwe, RABNAKLWESCH YACTBH NeKAPCTEEHHOMD
CpedcTBa W npejHa3sHaveHHoe ANA cofepwaHWs, WAeHTUOUKAUWMKM WNK TPaHCNOpPTUPOBKK
KOMMNOHEHTOR NekapcTBEHHOro CpeacTea.

3.1.16 HopmaTUBHBIW cnoeapb (controlled vocabulary): KoHeuwHo& MHOMECTBO
OONYCTUMBIX 3HAYEHWA 3NEMEHTA JaHHbIX.

Mepumevarue — JONYCTHMBLIMEA IHAYEHMAMK MOTYT OeiTe KOOQbl, TEKCT MKW YKMCHE.

[CDISC Clinical Research Glossary V8.0, 2009]
3.1.17 Tvn padHeix (datatype) MHOMECTBO pasnWYHbIX 3HA4YEHWW, XapaxkTepuayemoes
WX CBOMCTBAMMW, W HABop onepauri HA 3THUMK 3HAaYEHWUAMA.

[ISO 11404:2007, onpegenexue 3.12]
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3.1.18 opranwzauywa onToeoW Toproenwu (distributor). Opranwaayws, obnagawwasn
nuueH3ner Ha npuobpeTedwe, XpadHeHwe, NOCTaBKY WNW 3KCNOPT NeKapCTBeHHbLIX CPeacTs,
WCKMOYEA PO3HWYHYED TOProOBNH.

Mpumedadue — 370 oNpEgeneHWE OTHOCHTCA TaKMe ¥ NOCTADKE NeKapcTOeHMbEX CPeacTs OpyTHs

QErAHMAALKMAM ONTOB0R TOPrOBH.

3.1.19 posa (dose). OnpefeneHHose HONWYECTBO MEKApPCTBEHHOMO  CpeacTea,
NpHHAMAaeMoe OQHOKPATHO MNW Yepes 3a0aHHBIE WHTepBAnNbL! BpEMEHH.

3.1.20 poawpoeaHHan tpopma (dose form, dosage form), gQo3upoBaHHan
nekapcteedHana dcopma (pharmaceutical dose form): MaTtepuansHoe nNpoRenedHue
nexapcTBeHHOro  cpeicTea, cojepxawere  dhapmauesTudeckde  cybcTaHumK  Wiunu

BCNOMOraTensHele BelWScTRa, KOTopoe JONHHO BeITE NPUMEHEHO K NALUMWEHTY.

MpumedaHHA
1 [OoaspoeadHan opia M Q03MPoOSaHHan NekapcTEeHHan GopmMa ABNAKTCA CHEOHWMaMK.
2 TepMdH «003MDOBAHHAA NesapcTEeHHan fopMar  wmoseT NOMMEHATECA Kak K NDHMEHREMOR

OOAMDOEAHHON NeKapCTREHHOH OopME, TAK 4 K NEPOWIBEGEHHOH J0IMPOBAHHOH NeKapcTReHHoR QopMe.

3.1.21 rnoBanbHbil HOoMep npeamera Toproenu (Global Trade ltem Number'):
Homep GTIN, npuceavBasmbil MexJyHapoAHOW accouuauwed GS1 v obecnednBakMiA
YHUKANLHYH WAeHTUUKALMID NpedMeToR, Noanexawwy npoaaxe (HanpuMep, NekapcTBeHHLIX
NPEnapaTos, MegUUWHCKUX H30enKWd ), ANA NPUMEHEHMA B LENAX NOCTABOK .

Mpumedanue - Hosmep GTIN dcnoneayeTcs ANs WOeHTWOHEaULWK Micboro TORapa, 0 KOTOROM Hago
OoNydYUTE Japades NoaroToRNEHHYK WHEOopMAaUWD, W KOTOPEIA MOXET HMEeTe ONpegeneHHyIc ueMy, ObiTh
AAKAIAHHBIM MW BEMOYEHHEIM B CYET B EOHEDETHOM 3BeHE UenK nocTasck. Homepa GTIN moryT cocToATe M3 8,

12, 13 w14 undp.

3.1.22 wpentudmrkarop (identifier, ID): Onucakwe, pocrtatodHoe Ona BelAeneHws
0BbEeKTa B KOHKPETHBIX YCIOBKMAX.

MNMpusmedaHus

"B WCO 11615-2012 npvseneHo olwwbouHos HauMerosarwe «Global Trade Identification Numbars
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1 B KOWTEKCTE  HACTOALLEro  CTaddapTa dienTwduWekaTop  npeactaenAeT cobBol cnWcok
MOEHTHOMUHPYICWLME XAPAKTERUCTHE, KOTORRIE B COBOKYNHOCTH OOHOIHAYMHO MOSHTHEWUMPYIOT MNeEapcTBeHHoE
CPEOCTEO, NeKapcTReMHsIR npenapar, apMauesTHYeckyD CyDCTaHUMIO, KOMTROMUDYEMYD CYECTAHUMK, MyTh
GEE0EHWA, OC3MPOBAHHYKD NekapcTeeHHyis  Gopsy  WnK mobol  Opyrod 3NemMedT, ETopBIA  HeoSxogrMo
GAHOIHAYHD MAEHTHRHUMPCEATE.

2 AnanTHpoRaHHOER ONpedensHde M2 ctasgapta EMY 1261001997,

3.1.23 nepBu4Hana ynakoeka (immediate container, immediate packaging): ¥nakoeka

NekapCcTeeHHOro CpedCcTea UNK Npenapata, MMeWwad C HAM HEMNaCpedCcTEeHHBIM KOHTaKT.

Mpumepsl — AMmnyna, ghnakon, npedeapumensHo 3aNoAHeHHLI0 wnpuy, Ganka, Bnucmep.

MpumeyaHmna

1 TMNeper4Han yRakooka MoMeT GoiTe BNOMEHA B YCTPORCTED NEMMEHEHHA NEKARCTREHHOND COeQCTEa MK
B Tapy NWEC HHTErpHPOBaHA © HMBAIA.

2 Pone NEpEAYHCR yNEKOBKKW MOMET BhINOAHATECA SOAWDOB3HHON NekapcTeedsol dopmol. Mpumeposs
BMOHET CIYVKKHTE KANCyNa ¢ NOPOWKORM ANS WHranAuqed. B aTom Cnydase Kkancyna He ARNASTCA yNakoEkom,

3 ANkTepHaTHBEHOE COBMECTWMOE ONpEgencHWe nNepeBuYHor  yhnagoesd  (‘immediate  packaging”)
npueenens B Jupextnee 9227/ EEC.

4 ApanTHpoBaMHOE ONpegenesHKe M2 cTangapta ENY 12610:1997

3.1.24 wHrpeguedT (ingredient): MaTepwan, WCNONB3OBAHHEIA NPH  WMIFOTOBNEHWK

NekapCTeeHHOroc CpedCcTea UMK Npenaparta.

MpumadaHdue — VMHrpeguenT SENAETCA COCTADHOM YaCTeiD NeKapcTEEHHOND CPencTaa, cam no cobe
WM B COYBTAHWW © ADYTAMK HHIpEOMEHTaMK. WurpedvedT ABMNAGTCA TANKE EOMOOHEHTOM NEKapCTREHHOMND
npenapata. MHrpeoMeHT JKEWBANEHTEH O8TankHo OnWcaHHoR cyBcTaduWik, cyBcTadyMA BeINONHRET DONk
WHIDEOWEHTE B NDOWMIBEOEHHOM NPOOYETE.

3.1.25 MexayHapoaHoe HenaTeHToBaHHoe HaumeHosaduwe, MHH (international non-
proprietary name, INN): OduunansHoe HENATEHTOBAHHOE HAWMEHOBaHKE dapMaleBTUYECcKOR
cyBecTaHummn, npuceoeHHoe BoemupHoi opradnaaumnei 30papooXpaHeH s,

3.1.26 npomexyTovHas ynakoeka (intermediate packaging): Ynakoska mexny

BHELWHEW YNAKOBKOW M NEPEBUYHOW YNAKOBKOW.

B
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3.1.27 ToproBoe HaWMeHOEBaHWe neKapcTeeHHoro cpegcrTea (invented namej):
Toproeoe HavMeHoBaHWE NEeKapcTEeHHONo CpencTea, NPUCBOSHHOE ero pasjpaboTyusomM K
38perucTPMpPOBaHHOS OPraHoM PErHCTPAUMA B NPedenax ero pUcaukLMu.

Mpumedadue — TepMdue zinvented names W ctrade names ABNAITCA CHHOHAMaMK.

3.1.28 wececnepyemoe nekapcTeeHHoe cpepcrtBo (Investigational Medicinal Product):
NexapcTeeHHan dopma aKTUBHOA cyBoTaHuMM KN nNnauyebo, UCNONL3IYEMLIE B KNWHWYECKOM
wecnegoeaduy. K vccnegyeMoiM NexkapcTBeHHBIM - CPefcTBaM OTHOCATCA Takde HoBblie
KOMBWHALUMK  238DErMCTPMPOBAHHEIX paHee NeKapcTBeHHLIX NpenapaTtos, NekapCTEeHHbiE
npenapatel, NPoM3IBedeHHbIe B OpYIMX NeKapCcTBeHHLIX QOopmax, B HOBOW [03WDOBHE;
nekapcTeeHHble  Npenapatbl, MWCNoNs3yemsble  ONA  NOKa3aHud, He  BHMKMEeHHLIX B
pPEMMCTPAUMOHHOE YOOCTOBEDEHWEe, NeKkapcTEeHHble nNpenapartel, WCCnegyeMsle B Uenax
NoNyYeHWA oNoNHUTENEHOW MH@OPMaLKMK.

3.1.29 wpenHTuduKaTop (MccnegyemMoW) CcepMM  NeKapcTEBEHHOro CcpeacTea
()BAID_1 ((Investigational) Medicinal Product Batch Identifier). YHukansHeld noeHtudukatTop
KOHKPETHOW CepWK (MCCneayemMora) NeKapcTBEHHOMD CPeacTBa, HAHECEHHLIM HA ero BHELLHKH

YNaKOBKY.

Mpumeyarus

1 DaHHbil  WASHTHEHKATOD  HOHCTPYHPYETCA KAk  COYETAHHE  HOMEDE  CeDUH,  NPACBOEHHOMD
NPOHIB0OUTENEM, H CROKA MOOQHOCTH,

2 3T1oT waeuThduEaTop Npeaqaldased ONA Wensd yyHeta v ans NoBsweHdd Ge3onacHocTd naguesTa,
NOCKONLEY G BN NOMOLWEK MOHHD OOHOSHAYHO KOSHTUEHLHPOBATL (MCCNedyeMoe) NekapcTREHHOE CReACTED Ha

WPOBHE YTIEKOBKA.

3.1.30 wpenTuchukaTop (MccneQyemoW) CepMM  NeKapcTBEHHOro  CcpeacTea
{(NBAID_2 ((Investigational) Medicinal Product Batch ldentifier). YHUEANEHEIE WASHTURKWKATOD
KOHKPETHOW CepWu (MCCnegyemMore) NekapcTBEHHOMO CpeacTea, HAHECEHHEIA Ha ero NEPBUYHYID

YNAKOBKY, HE ABNAKLEACA BHELWHEW YNAKOBKOK.

MepumedaHua
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1 OaHkblit  WOSHTWEWKATORP  HOHCTPYHPYETCA KAk COYETAHME  HOMEpa  CepHM, NPHMCBOSHHOMND
NDOHIBOOUTENEM, ¥ COOKA TOOHOCTH,

2 37T waenTadrEaTop NpeaMazdased ONA Uened ydeta u ang NobewWeHdWA BeionacHocTd NagueHTa,
NOCKONLEY © 8T0 NOMOWEK MORHO O0HOAHAYH0 WABHTHOWUWOOBATE (MCCNaqyeMos) NEKapcTEeHH0E CRaAcTa0, Ha
WPOBHE MEPEMHHON YIAKOBKK.

3.1.317 wpeHTudUKkaTop MoccneagyeMoroe  nekapcreedHHoro  cpepcrea  IMPID
{Investigational Medicinal Product Identifier): YHWKanbHeR WOeHTUEKMKATOD, NPUCBOSHHLIA
WoccnedyeMomMy  NeKkapcTBeHHOMY  CpeacTByY B JONONHeHWe K rocygapcTBEHHOMY
percTpauMoHHOMY HOMeDY, NPUCBOEHHOMY YNONHOMOMEHHBIM  OpraHom, WNW  HOMEpY,

NEFACBOEHHOMY CNOHCODOM KNMHWYMECKOID MCCNedoBaHWA.

Mpvwedadue — 3ITOT WOGHTWDWKATOD NPEOHasHades 008 Ueneid yYeTa W ONA  NoBbWEeHds
GE30NACHOCTIA NALWEHTA, NOCKONEKY © 70 NOMOWERID MOMHD OQHOIHAYHO WEZEHTHQMUMDODATE NeHapCToeHHER
CPEOCTES DO BOOM MEDE.

3.1.32 wpenTuhMKkaTop YNakoBEW MCCNeayemoro nekapcreeHHoro cpeacrea IPCID
{Investigational Medicinal Product Package Identifier): YHWKaneHew WOeHTUDWMKATOP,
NPMCEOBHHLIA  YNaKoBKE WCCNedyemoro nNekapcTBeHHOro cpefcTea B JONONHEHWE K
roCyaapCTBEHHOMY PEerucTpauMoHHOMY HOMEpY, NPWCBOEHHOMY YNONHOMOYEHHLIM OpraHom,

UMW HOMEDRY, NPUCBOSHHOMY CNOHCOPOM KNMHWYeCRON MCCnedoBaHHA.

Mpumedadue - 3ITOT WMaedTWEUKATOR NpegHasHadqded ONA Uenoil yY4eTa W ONA  NOBBILLEeHAA
GEI0NACHOCTH NMaLWeHTa, NOCKONLEY © @M0 NOMOWSD MOEHD 0QHOAHAYHC WISHTWEWUMPOBATE NEKapCTReHHBE

CPEOCTES BO DOEM MHRE.

3.1.33 wopucauruma (jurisdiction): Neorpadvyeckan TEPDUTORKA WNK NpaeCoean coepa,
Ha KOTOPYH PacnpoCTpaHATCA NOMHOMOYUA OpraHa perncTpauuin NekapcTBeHHsIX cpeicTs.

3.1.34 wpuanyveckui cratyc ortnycka (legal status of supply): YcrasHoBneHHbie
3aKoHOOATensLCTEOM NPABWNG OTNYCKA NeKapcTBEHHOrD cpeicTea, HanpuMep, A0MKHO NM OHO

OTNYCEAaTeCA No peldenTy.
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3.1.35 npouseegeHHasn po3vpoeanHas dopma [(manufaciured dose form):
MpouaeenedHas Oo3vpoeadHHas dopMa apmauesTvdeckor  cyBcTaHuMW, ewes He
npecbpa3cBaHHan B NeKapcTBEeHHLIA Npenapar.

Mpumep — Mopowox dNA UHBEKULUOHHD20 PACMBOPA.

Mpumevanue - lNpoxapegesHas goavgoeadlan QOpMa WMOSHTWHHA NDUMEHASMOR 0O03UPoBAHHON
diopMe B cnydask, Korfa NQoHIBENeHHOs NEKapoTReHHOR CPEACTAO He NpecbpasyeTcA (To ecTe KOrga oo
NpCKMAB0OMTCA B TOTOROM OAA MCNONEISEAHKA opMe).

3.1.36 npouseegeHHbIn npoaykT (manufactured item): KavecTeeHHas 1 konuuecTeEH-

HaA KOMMNOIWMUWMA KOMNOHEHTOB, COOBPHAUWEACH B YNAakoBKe NekapCTEeHHOMO CpedoTea.

MpuMmedaHHa

1 MNekapcTeeqHOS COSOCTRD MOMET COOSEMATE OOQHUH MKW HECKONEED NPOUIBE0EHHLIX NPOOYETOR.

2 Bo MHOMAXY CNy<aAx NPOM3EEgeHMBIA NPoayKT TOMOECTEEHEH NEXADCTBEHHOMY Npenapaty. OaHaks
@CTh NPAMEPE], KOraa NPoWIBEAeHHBIA NPOAYKT NpeTepnesaeT npecipaiceaHve 40 NPHMEHEHKA K NAUMEHTY (B
KAYECTEE NeKapCTReHHord CReacTEa) M TOMdA oM HE TOMOSCTREHEH NEKapCTREHHOMY NDENapaTy.

3 MNpoviBefeHHEN NPOOyKT HE HMEST NPAMOMD KOHTAKTa © BHEWHER YNasoBEold 58 WoEMoYeHMa

CNYYaes, KOrOa BEHELWHAR YNAKOBKE ABMNASTCA TAKKE W NEPBUHHOA YMAKDBKOH,

3.1.37 nuueH3MpoBaHHOE NpoX3BOOCTBO neKapcTBeHHOro cpencrTea
{manufacturing authorization): TMpou2aBOACTEO NEKapCTBEHHOMO cpegcTtea  cyDbekTom,

0BnagakmlumM NMUEHIKEeRA Ha 3Ty 0eATENbHOCTh.

Mpumedarue — JNULEHIKPOBAHME NPOWMIBOOCTED MOWET TPeGOBATLCA KAk ONA NOMMOTo, Tak W OnA
YACTHYMHOND BN NPOMIB0ACTES W ANS DainuUHbIX NPOLECcCo pacthacoByy, YNAKoBKK WM NpedeHTauwn. OaHans
TAKaA NUUEHIMA MOMET HE TpeGoRaTeCA ONA MANOTORNEMKUA, PAchacopEl, NEPeyTakosky MK NPEIeHTALMM, 8Cny
AT NPOUECCE OCYILBCTENAKTOA HCKMIOUWTENEHO ANA LENSi POIHMUHONT OTNYCKS anTeqHsRA SRraHuaa LA W
YACTHEIMK NPEOMTPAHAMATENAMA, HMEOWLKWMH TALEHING HA GapMaLeBTUHECKY GeATENEHOCTE.

3.1.38 para nuueHaupoBaHWA npouzBoacTea (manufacturing authorization date):
fata sblAa4y NALEH3KMKW Ha NDOM3IBOOCTEO NEKAPCTBEHHBIX CPEOCTE.
3.1.39 obnapatene nWUeH3IWMKW Ha npou3BogcTeo (manufacturing authorization

holder): OpradKsauva, obBnafaklan NMUEH3WER Ha NPOW3B0ACTED NeKapCTBEHHBLIX CPeacTs.
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3.1.40 perucTpauwa nexkapcTBeHHoro npenaparta (marketing authorization):
NekapcTeeHHsle Npenapatsl BBOAATCA B rpaxjadHckuid oBopoT, ecnu OHW 3aperucTpupoBaHsl
COOTEETCTEBYHILMM YNONHOMOYEHHBIM ORTaHoM.

3.1.41 obnapatent pervcTpauMoHHoro yaocroeepedua (Marketing Authorization
Holder): Opranuzaums, nonyquewan pervcrpauvoHHOe YOOCTOBEDEHWE NEKApPCTBEHHOro
npenapara.

3.1.42 Homep perncTpaumw (marketing autheorization number): WMoedtudwkatop,
NPMCBOEHHBIA  NeKapCTBEHHOMY npenapary  yNoNHOMOYEHHLIM - OpraHomM  MCNONHUTENEHOW
BNACTH.

3.1.43 npouegypa perncTpauum (marketing authorization procedure, authorization
procedure): dopmansHan npouenypa, BsINONHAEMAan  YNONHOMOYSHHBLIM - OpraHoMm  npd
PErMCTPaUMY NEeKapCTBEHHOMD CpedcTEa, BHECeHWW W3MEHEHWW B pPerucTpauwoHHoe O0Che,

noareepRideH MNKM OTMEHE PErMCTPaUMiA.

MprmedadHue — AHMAACKHE TepMHHb marketing authorzation procedure W authorization procedure

ABNAIIOTCR CAHDHAMAMA.
3.1.44 para pernctpaumu (marketing start date): Jata perwctpauvu NeKapCcTBEHHONO
npenaparta yNnonHoMOoYeHHEIM OpraHom.

Mpumedadue — JaTta hakTHHECKOro BEOGA NEKapcTEEHHOND Npenapata o obopoT BCErga Noawe DAtk

CETHMCTRaUMK.
3.1.45 parta oTMeHbl pervcTpauknu (marketing stop date): flata oTMeHB pPErMcTpayuu

NekapcTEEHHOro Npenapara yNnonHoMoYeHHsIM OpraHomM.
3.1.46 marepwan (material): CybcTaHuMAa wnu  KOHTpoOnupyemas cybDCTaHUWA, W3

KOTODOW COCTOWMT OnpeneneqHsLId KOMNOHeHT.

MpusmaedaHue — 370 NOHATHE NPUMEHASTCA K YNAKODKE NEKAPCTEEHHOMD CREQCTEA (KOMTEAHEpy),

YNAKOBEE [KOMIOOHEHTY) M K YCTPORCTEY.
3.1.47 Touka wamepeHwAa (measurement point). PUIMYECKOE MECTO WKW YCTPOWCTEO

NpHMMEHEHWA, B KOTOPOM MEMEPRASTCA KONMWYECTED NPUMEHAEMOND NEKaplTaa.
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3.1.48 meguumHckoe wusgenwe (medical device): JhwboW WHCTpyMeHT, annapar,
npucnocobnexdwe, nporpammyoe obecneveqHne MNM WHOW nNpeaMmeT, WCNOoNb3yeMb cam no
cebe uNu B CoYeTaHMK C ApYTUM (BKNID4aA NporpaMMyoe ofecneyeqne, NpeaHaHayYeHHoe ernc
npov2soguTensmM ONA WCNONL3IOBAHUA B OMarHOCTHMYECKMX WMNW TEpaneBTUYECKUX LENAX M
HeoBbxogumoe OnNA  NpaBuMnbHOMC nNpuMeHedHua npwbopa), KOTOpLIK  NpegHasHavdedH  erc
NpoWEB0ANTENEM OANA MEOWUWHCKOTO NPUMEHEHWA B CNeqyioWwny Lenax:

- [QMarHocTUKa, NPOMUNaKTHKE, MOHWTOPWUHI, NeveHre unu obnerdyexwe sabonesaHus,

- OMarHocTUKa, MOHWTOPWHI, nevedue, obnerdedHue nNUbBo KOMNeHcauwa Tpaembl Wnu
MHBANWMOHOCTH,

- MCccnejoBadue, 3ameweHne L MoaudrrEauma aHaTOMU4ECKOro W
PU3MONOTMYECKOro npoluecca;

- KOHTpOnA GepemMeHHOCTMH, KOTOPLIA QOCTMIAET CBOEMD OXWMOAEMOro OeWCTEMA B Tene
N Ha Tene 4YenoBeka He C NOMOWSH QapMakonorvyeckux, WMMyHONOTUYeCKM: WNK
mMeTabonuueckux CpencTs, HO KOTOPOMY 3TW CpencTsa MoryT cnocobcTeoBaTh.

[Oupertiea EC 2007/47 o meauuuHcknx wanenuax (EC Directive on Medical Devices
2007/47)]

3.1.49 nexkapcteeHHoe cpegcteo (Medicinal Product): Bewecteo wnw kKomBuHaywa
BELWECTE, BCTYNAKLWES B KOHTAKT C OPraHu3MomM HenoBeka WNW HWBOTHOIo, NPpUMEeHAeMoe ONA
neysHWA WnNK npodunakTiky 3adonesadna © Uenbk AWErHOCTHKW WNu  peabunuTauum,
KOPPEKUMK UMK M3MeHEeHUA BU3MoNorMYeckiy yHELMA.

Mpumeyarus

1 NekapcTEEHHMOE CPEOCTEO MOMET COOBpMATE OOMH HNKW HECKONBKD NPOMABE0aHHEIX NPOOYKTOE W OOKH
MM HBCKONBHD NEKaDCTEEHHBIX NpENapaTon.

2 B HeroTOpDLIX IWDACOKKLMAY NEKapcTBEHHOE CPeqoTES MOKET DeiTe ONpedeneto Kak noioe BeWecTEO
MM KOMBMHALMA BEWECTE, MCNONBIYEMBIX ANA NOCTAMOBKA OMArHoaa.

3 TpebopawuA HACTOAWErD CTaHOAPTa NMPWMEHHME K NATEHTOBAHHLIM NEK3DCTEeHHBIM CPEOCTEAM,

NpHMEHASKMEIM K OpradMasy 4enc@ekd W NpegHaisHadedHibiy ang BE0ga B rpamdadceldd oSopor, a Takse K
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NEOMBILLTEHHD MPOWRIB0LAMEIM NEKADCTREHHEIM CPEOCTEAM, ONA NDHMEHEHNA KOTODRX HEoBX0O0MMa PervCcTpaLHa
YOOMHOMOHEHHEIM - opradom. OaMake 2T Tpefopadma He NDMMEeHSIOTCA K NesapcTBeHHMsIM  CReacTBaM,
MITOTOBNEHHEM N0 DELENTY, TO 8CTe MArOTORMEHMRIM B ANTEKE MO DEUENTY, NPeIHaiHaqYeH b M ONA KOHKDETHOD
NayKMeHTa; K NeKapCTEEHHBIM CRENCTRAM, HITOTORMEHHIM N odMUWansEHoN Mopiyne, To 80Tk HITOTOBNEHHEIM B
anTeke B CODTEETCTEMAMM C MHCTRYELMAMY DapMakoned 1 NpeaHaIHadyedHeM ONS Henocpe cTEeHHONo oTNyCKa
MALMEHTAM, & Takke K MEeOWUWHCKWM CcpeOcTRam, npefHasHadeddbii ANA  paijpadoTed W KN WYecrmx
wccnegoeadma (o, onpegenedwe 3128 «Mcoconegyvemos NekapcTBeHHOR CPEACTBOX), B MPOMERYTOYHGLIB

NpogykTam, NpeasasHaqdeHHsM ONA dansHeRuel nepepaboTid NMUeHIMPoBAHHEIRM NPOWIDOGEUTENEM.

[ENV 13607 u ENV 12610]

3.1.50 Woentndwurkatop nekapcTBeHHoro cpegctea MPID (Medicinal Product
Identifier): YHMKANEHBIA WOEHTUKWKATOP, NPUCBOEHHBIM NEKapCTBEHHOMY CpeacTey B
gononHeHMe K MoboMy CYLWEeCTEYHLWEMY PEMMCTPaUMOHHOMY HOMEDY, NpPWCBOSHHOMY

YOONHOMOYEHHBIM OPIaHOM.

Mpumedadue - 3IT0T WoeHTAEUKATOR npegMasdaded OnA Uenedl yHeTa W ONA  NOBbIWEeHWA
GE30NACHOCTIA NALWENTA, NOCKONEKY © EM0 NOMOWLK MOMHO OQHOIHAYHO WOEHTHOHUWDOBATE NEKAPCTEEHHBE

CPEOCTED BO DOAM MHPE.

3.1.51 HaumeHoBaHue nexapcTeeHHoro cpegctea (Medicinal Product name):

HawmeHoBaHWe, 3aperHCTPMPOBaHHOE YNONHOMOUYEHHEIM OpPraHoM.

n PAMEYaAHKHE — ATHM HAMMEBHOBAHWEM MOMET DbiTk TOQroBoE HauMEeHOBAHKE, KOTODOE HE DONAHEG
GETe  NEpenyTaHs ©  MEKIYHApOOMbIM - HEMATEHTOBAHHLIE  HAMMEHOBaHUEM, §NHMOC  MEeROVHAPOOHOoE
HENATEHTORAHHOE WNH HAYHHOE HAMMEHOBAHMME, 38 KOTODBM ChenyeT TDEEprJiFl AHAE WA WHOK I'Ipl.-'IHBHHHbIIFI
OECKDHNTOR.

3.1.52 wpeHTuchMkaTOp YNakoBKM nekapcTeeHHoro cpegctea PCID (Medicinal
Product Package Identifier): YHukanbHsId waeHTWQMKATOP, NOMELLEHHEBIR HA  YNaKkoBKY

NekdpCcTeeHHONe Cpedctea 8 OOoNONHeHWe K MoCYOapCcTBEHHOMY PerMcCTpaUWMOoHHOMY HOMEeDY,

NPACBOEHHOMY YNONMHOMONEHHBIM ODMaHOM.

MpumevyaHue — 3T0T WOEHTHGMKATOP nNpegHasHased ANA UEeNEd ydeTta W ANA  NOBLIWEeHWA
BEeI0NACHOCTA NaLWeHTa, NOCKONLEY © @M0 NOMOWSN MOXHD 0QHOIHAYHD WIEHTWOHLWMPOBRATE NeKapoTREHHEE

CPEOCTEA BO BOOE MEDE.
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3.1.55 ynonHomo4eHHbi® oprad (Medicines Regulatory  Agency): Oprawu
WCNONHWTENSHOW BNACTH, KOTOPLIA B COOTEETCTBMM C OeHCTBYIOWMM 33KOHOOATENLCTEOM

HeCET OTBETCTEBEHHOCTE 33 rNOCYJapcTEEHHYH PErMCTRaUMIKD NeRapCTEEHHBIX CPeaCTE.

Mpumadadue — B HEHOTOPRIX IOPHCOMKLWAKX B DONOMHEHWE K OPTady PerucTPauUMi NekapoToesHH kX
CPEOCTE MOMET HalHaAYaTLCA  OONONMWTENLHBIR Oprad no  KoHTpOnD  OBDaleHWs  3aperHCTPHROBAHHLIX

NeKapcTeeHHEY  cpeacTe (apMakcHagiopy]. Hanpuuep, e Epponeickos Cowze  OYHELKME DErACTPaUHE

NEKAPCTREMHEY CPRACTE BOANOMeHa Ha Esponeickyid KoMUcoHio, a yHELWA hapMakoHaniopa — i aredToTeo
EMEA (European Medicines Agency - ERponeickoe arenTCTeO No NekapcTRaHHBEM CpeacTaam).

3.1.54 Homep mogend nagenua (device listing number, device model number). Tun
WHMDOpMaLWMK, MOEHTUDUUWMPYLWER KOHKPETHOE W2OENNe

3.1.55 BHewHAa ynakoeka (outer packaging). BHeWHWHW KOHTEWHED, B KOTOPOM
NoOCTABNASTCA NEKapCTEeHHOE CpefcTBo.

MNpunMepbi: awwk, Kopobka.

NMpuMedaHus

1 NekapcTEeHHBR NpEnapaT M NDoHIBEOEHHER NPOOYET HE WMEeET HENCCpeQCTEEHHOMND KOMTAKTa ©
BHELHER YNAKCEKDH 38 MCKMNIDYEHKUEM CNYHAEE, KOMTOA BHELWHSR YIAKCBES CIYHKET TAKHe NepEAYHOR YNaKoBKoN.

2 ANLTEPHATHEHOE COBMECTHMOE ONPEIENEHWE BHEWHER ynakopkd (“outer packaging”) npodBegeHo
OupesTee 9227/EEC.

3.1.56 egMHMUa YNakoOBKW, KOHTeWHep (package item, container): OToenbHbIA
paany4yaeMbiil  KOHTeWHep, cOodep#allMicA B YNakoBaHHOM NexKapcTBEHHOM CcpejcTee W
npegHa3HavYeHHBIR ANA NOCTABKY MNK NPOAAXK NPOW3BEeaeHHOro NPoaykTa.

3.1.57 ynakoeaHHoe nekapcTeeHHoe cpepcteo (Packaged Medicinal Product):
NekapcTeeHHOe CpeOcTBO B KOHTERHEpe, ABNAKILUEMCA YacThI YNAKOBKKW W NpefHa3HavYeHHOM
ONA NPegocTasneHua N NpoaaXKy NekapcTBeHHoNo cpeacTea.

3.1.58 nekapcTeeHHLIA npenapart (pharmaceutical product): KadecTeenHas W
KOMWYEeCTEBEHHAA KOMNO3IUUWA NeKapcTBeHHOro CcpeAcTea B A03MPOBAHHOW  dhopMe,

npejHazHaveHHaA 4na npuMeHeHdA W cojepxallad I.-'LHIEI]GDI'-'IEL[HI-D O e2 PEMMCTPaUMM.

NMpumeyarus
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1 NMekapcTReHHOE CPeacTho MOWET COOepHaTE OOQHH WKW HECKONEKD NPENapaTon.
2 B0 MHOMK CNyd4anx NexkspcTBeHHsR Npenapat WOeHTHYeH NpoM3BedeHHoMy NpogyeTy. OQHEKD 8cTh
NOWMERE, KOTGE NPOMIBEJEHHER NPOOYKT NpeTepnenaeT NpectpaloBadne G0 NPHMEHEHWA K NauweHdTy (B

HAYSCTEE NEKapcTEEHHOM NPENapaTa) ¥ TOraa OH HE TOEOSCTEEHEH NEKapCTREHHOMY NPEnapaTy.

3.1.59 dcapmarkoHansop (pharmacovigilance): MeponpuaTHA, CBA3EHHLIE C HAYYHLIMK
vccnegosaqHuaAMin W MOHMTOPMHIOM Ge20NacHOCTH NeKapCTEEHHLIX CPeACTE W HANPAaBNEeHHsIe
Ha CHMMEHWE  BO3MOMHLIX  HEraTMBHLIX  MNOCNEOCTEMA  MEeOUMUWHCKOrO  NpUMeHeHHA

NekapcTeeHHbLIX CpeacTe.

Mpumeyarnune - DapmakoHagIop ABNASTCA BAMHON dyHEuMen obecnededus  obWecTREHHOMD
ANOpOEERA, BENIOYAIOWER B ceba:

- cBop v oSpaboTey CEEOEHHA Mo BEI0NaAcHOCTH NeKapCTEEHHBIX COSOCTE,

- aHanH: JaHHbpE B UENAX BRABNESHHA SCArHancss (Mobbix HOBLIX WK HIMEHHBLWKXCA acnekTos

GEI0NACHOCTIA),

M3YHEHWE OaHHED W NPWHATAE PELLEHWA N0 BONpocan GelonacHooTH,

- GEATENEHOCTE NO 3alydTe ofWecTBEHHOrD 30CP0BEA (BENIOYAA HODMATHBHYH OeATENEHOCTE),

HHPOPMALMOHHOE BIAKMOOSRCTENE © YUaACTHHKAMK 0GpallieHMA NEKapCTEeHHLXY CPRICTE;

- ayoWT peaynkTata NPeAnpHHATEY  MEeponpHETHA M OCHOBHBLIX NECUSCCOB, COCTABMAKWMX 9TH
MEDONPHATIAA.

B ukcno ydacTHMKoD hapMakoHagiopa oxoaaT!

- NAUMEHTEl KAK NONY4aTend NekapcTReHHEX COROcTa;

- BpAYMH, ANTEYHEE PAGOTHAKK, MEJWLWHCKWE CECTDL W ODYIMe MEOMUMHCHAE paGOoTHUEN, WMELnE
OENo ¢ NeKapoTBeMHEM CRPEOCTEAMM, 8 TAKKE YNONHOMOUSHHEIE OPraHsl, EOMTOONUpYRWMe GeacnacHocTe
NEeRapCTEEHHEY COEOCTE,

- NPOMIBOOWTENH NEKapCTEEHHEN — CPEOCTH, 4 TAOWE  NPpednpHATHA,  MMNODTURYIOWME WA

NOCTARNAOWAE NEKRDCTESHH LIS COEOCTEE.

3.1.60 wpeHTHhMKaTOp NekapcTBeHHoro npenaparta PhPID (Pharmaceutical Product
|dentifier): YHWKkanNbHEIR MOEHTUMKATOP NEKAPCTEEHHOMD Npenapara.
3.1.61 dcduandeckme xapaktepucTurmn (physical characteristics). OnucaHue BLICOTHI,

BEeCa, WHPWHL, MyBuHel, 0Bbema, ueeta 1 hopMsl NpegMeTa.
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3.1.62 nepBU4YHbLIE woeHTuduKkaTopel  (primary  identifiers): CoBokynHOCTb
YHUEANEHLIX WOSHTUMUKATOPOE NEeKapcTBeHHLIX CPencTs, OONOMNHAKWAR PerucTpauuoHHBW
HOMER, NPUCBOBHHBIA YNONHOMOYEHHEIM Cprasom.

Mpumaedadue — 3ITH WOEHTHQMEETOPE NPEOHAIHAYSHE! ONA Uenel ydeTa | AnA  NoBELLSHAA
GEI0NACHOCTA NaUMEHTa, NOCKONLEY C MY NOMOWEK MOKHD OOHOSHAYHO WMEeHTWRWUMPORATE NEKapCTEeHHLIS

CPEOCTEA DO DO MHPE.

3.1.63 HoMmep npoueaypsl (procedure number): Homep obecneveHMs
NpOCNexuBaemMocTH  UNKM  MOSHTUMUEEUMOHHBIA  HOMEP, NPWCBOSHHBLIW  YNONHOMOYEHHLIM
OpPraHoM KOHKpPETHOMY Npoueccy pervcTpauvi nekapcTBeHHOro cpencTea.

3.1.64 TMN npoueaypbl (procedure type) Twn npoueaypel, NPpeOyCcMOTPEHHOW
33KOHOOATeNnbLCTBOM NPW PErucTpayuK NekapcTBeHHOMD cpeacTea.

Mpumepsl - Lewmpanu3ioeaHHan, OBUBHMPanuU3I0EsaHHER, HAUUOHARNLHAA, GS3aUMHOR
npuUIHaHue.

3.1.65 cpeacteo (product): CokpawexHHans copma  yNOMWHAHUA B TeKcTe
neKapcTeeHHOro cpedcTea UNK MCcCcnedyemMoro nekapcTeeHHoro cpedcTea.

3.1.66 wnaccucpukauma cpegctea (product classification). Knaccudwkauwa wunu
rpYyNNUpPOBKA NekapcTBEHHLIX CpedcTe No onpegeneHHbIM CBOWUCTBAM.

Mpumeps: - PapMAK0ON0EUYBCHEN Knaccugurayus, knaccutbuxayus no
mepanegmuyecKons)y dedcmauro.

3.1.67 Homep npoTtokona (protocol number)  VigedTudmeatop MDA HOMED
obecne4eHWs NPOCNEXMBAEMOCTH, NDUCBOSHHEIA NPOTOKONY KNWHWYECKOMD MCCNeoBaHKuA.

3.1.68 kavecTeeHHbIW cocTae (qualitative compaosition): MNepeveHs BCeX MHIPEaWEHTOR
WoccnedyemMors MW 3apervcTpUpOoBaHHOMO NeKapcTBeHHONo cpefcTea, NOoNyYeHHbIW nocne Mx
BOCCTAHOBNEHWA W pearMpoBaHKUA KOMNOHEHTOR:

- onucadve papMaueBTHYeCckon CyBCTaHUMK U KOHTPONUMPpYEeMOor cyBoTaHumm,

- COCTAB BCMNOMOTATenbHbIX BelWecTB, He3aBMCHMMO OT WX NpuMpogbl MAW KONWYecTea,

BEMNHOYAA KPACHTENW, KOHCEPBAHTEl, a0LHIBAHTE, CTADMNW3ATORL!, CHYCTHMTENW, 3MYNLraTopb,
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BKYCOBLIE W apOMaTHUINPYIOLWKWe cyBoTanumm » 1.4,

3.1.69 KonW4ecTBEHHLIH cocTaB (quantitative composition): KonuyecTtea
dapmauesTUdeckol  cyDCTAHUMM W KOMMNOHEHTOB  KOHTpONWpyemod  cybBoradHumw B
WCCnegyeMom  WAWM  32apericTpUpOoBadHHOM  NeKapcTBeHHOM  CpeicTeEe, BbipaXedHbie B
OTHOCUTENLHLIX AWHALAaX.

Mpumeyarus

1T B onucaddi  KONWYECTEEHHOMD COCTAEE  KOHEYHOTD WCCNeqyemMors Whnv  3aperdcTDHpPOBaHHOMO
NEKAPCTREHHOMNG COENCTEA {8 IABMCHMOCTH 0T 2ro hophsl) HEODXOOUMO YEAZATE MACCY WK KOMWHECTBO &0 MHML
GHONOTMYECETH aKTHBHOCTH B PACYETE Ha eJWHHULY 003k, Maccsl Wid obbemMa ONA KaMaoH cyGoTasuWmd kWi
EOHTRONUPYEMOW CYECTaHLMK.

2 CyBcTasuns MNW  KoMTponupyemas coybcTaduMs, CYIULECTEYIOWAA B JfopMe CcosgWHEHWA  MNA
MECHIBOOHOrD BEWEecTas, 00AIATeNsHO J0MEHA DkiTh ONMCAHA KOMNWYECTREMHMO C yHaladder oDWen sMaccsl |,
LMK AT HEOBXOOMMO MK YMECTHD, MACCH! AKTHEHOTD KOMMIOHEHTA UMK KOMNOHEHTOR BMOTNEKYNLL

3 Cu. TAKHe SKTHEHOCTE (Onpegensd9de 3.1 76).

3.1.70 pedpbepenTHan akTMBHOCTb (reference strength): AkTreHocTe cyBoTaHuMK wnu
G?’EICTEHL]HI;I, MCNoNeE3yeMad B KaWeCcTBe 3Tanoda, No OTHOWeHAKD K KOTOpoMY onpedensaeTcH
SKTHEHOCTE MCCReqyemMoro MNK 3aperHcCTprMpoBaHHOro NekapcTeeHHON0 CpeacTea.

Mpumeps!

1 Ecnu unzpeduenm useem thopMmy conu unu sudpama, Mo KONUYecmeeHHbIl cocmas
Mowem Obimbs GLIPawedH & MmMepMunax Macckl (unu Guonoczuveckol aKmMUeHOCMU &
mexdyHapodHelx (UNU UHBIX) edUHUWEX, BCAU 3MO NPUHAMO) aKmMuUeH020 eewjecmea (basoaozo
geWecmeaa, KUCNomel unu anzudpuda), ¥k npumepy, 8 onucanuu «60 Mz mopemudgbena (e aude
yumpamaly, unu «YUmpam mopeMughera, INGUBaNBHMHLIT 60 M2 mopesmucgheHay FKMUEBHBIM
uHzpedueHmosM REnAemcA  syumpam mopemudthenar, a peghepeHmeiM 88U[ECTEOM -
wmopeMugheny.

2 Ecnu axmusHbIl uxHspeduenHm menmemcs  3guponm  unu  Memabonuyeckum

npedmer:mﬂennunum, mo KOOUYeCMEeHHEID cocmas moxem Obimb 8LIDaMEH 8 mepMuHax
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amozo 3chupa unu npedwecmeeHHUNE, HaOnpumMep, 75 me docdherumouna, INBUBENEHMHBIE 50
Mz theHumouHa. PehepernmHbIM GELIECMBOM 8 JIMOM CIYYae AENACMCA «(heHLIMOUHS.

NMpumMedaHrie - AETHEHOCTE CYDCTAHLWMHA MMM KOMTpOnWpYeMoR cyBcTaMuui oonwHa GolTe ONWCaHa

KaK EONMYECTEO CyBcTaHUmMK, NpACYTCTEVIOWES B NEKADCTBEHHOM NOENApaTe wNd B NpoHIBedeHHOM NPOOYyRTE .

3.1.71 perdcTpauMoHHbLIN HOMEp KNWMHWYECKOro wWccnepgoBawumAa  (registration
number): WMAeHTHOUKATOP KNWHWMECKOrD WCCNefoBaHWA, NPUCBOEHHBIA  YNOMHOMOMEHHBIM
OpraHoM perdcTpauud, B uenax obecneyeHna NpocnexueasmMocTu.

3.1.72 poOKYMEHT pervcTpaunoHHoro gocke (regulated document): nbor QoKYMEHT,
Brnwvaemslid  yNnonHoMOMeHHbIM  OpraHoM B PErUcTpauWoHHOS O0Che NeKapcTEeHHOro
cpeacrtea, NMBo OokyMeHT, HeoDXOOMMEIA ONA NONYYEHWA Pa3speleHWA Ha NpoBedeHue
KNWHWYECKOro MCCNefoBaqua 1 Haa3opa 3a uccnefoBaHuem.

Mpumepsl — MHHCcMpPyRUUAR N0 NPUMEHEHUK fNekapcmeenHozo cpedcmea (SmPC -
Summary of Product Characteristics), unigpopmayuonnsll nucmok nayuenma (PIL - Patient
Information Leaflet).

3.1.73 nyTe eBBepeHwnA (route of administration): lyTe BBeOeHWA NEKAPCTEEHHOM

npenaparta B TENO WNKW KOHTaKkTa C TENoM.

fpumepsl - [(lepopaneHbil, BHyMpUeeHHbLIU, 8 NONOCME PMa, 8 KOHBLHHKMUBANLHBLIG
MewoK 2nala.

3.1.74 konTponupyeman cybcTanuma (specified substance). ®apmaueBTUuECKARA
G?ECTEHL]HH. XaparTepisyeman Fﬂ}.l'ﬂl'lﬂlf'l INeMeHToB, ROTOPbIE OMWACEIEZKOT KOMONERCHOES
BEelUeCTBO WNW YKA3LIBAHT JONONHWUTENEHYI WHDODMAaLMIe O NEeKapCTBEHHLIX CPEACTBaX.

NMpumeyanus

1 NpuMepaii GONONHATENEHER 3NEMEHTOR ONWCAHKWA MOMYT CRVAHWTE KAYECTED, @OWHHLBE HIMaPEHIAA,
dimarieckan opMa, KOMNOHEHTE, NDOWIBOOMTENE, KOMTHYECKME 3Tankl NpOMIBOACTEEHHOMD Npouecca [k
MoMMEDRY, IKCTRAKUWA, NPOUECCEH CHHTE3E W DeKoMEMHaLmm).

2 OnA ONACAHWA KOMTRONWpYEMON CyBCTaHUWM MoryT MCNONBI0BATRCA YETRIPE DAINWYHBIE [PYNEI

2NEMEHTOR, MeXdY KOTODEMA CYLWeCTEYIOT ONpeleneHHBE e OTHOWEHKMA.
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3.1.75 cnoHcop (sponsor). @uandeckoe NUUO, dUpMa, WHCTUTYT WK OpraHu3aums,
HeCcylWwan OTEBETCTBEHHOCTE 338 WHWUMWUPOBAHMA, Oopradv3auguo wne  rHaHcHpoBaHue
KNAHWYECKOND HCCNeaoBaHUA.

3.1.76 aktMBHOCTb (strength): Copepwadue cybocTaHuMKM WNKM KOHTPOMMPYEMOLA
cybcTaHuwu, BoipaxeHHoe B (DOpMe KONWYEecTBa B edMHMUE 03k, efWHULE NpeacTaBNeHus,

enHuLE 06BLEMA MNK MACCH B CODTBETCTEMMA C OD3IWPOBAHHOW hopMON,

Mpumedadde — CM. TAKE EONHWYECTESHHBEIR COCTAR (onpegenaHye 3.1.69).

3.1.77 cyberanuma (substance): Mioboe BeWECTBO BUONOrMYECKOrD, MUHEDANEHOID MK
XMMMYECKOrO NpOMCXOMAEHWA, cnocoBHoe K  OTAENbHOMY CYWECTBOBEHWIO W UMEIOWEs
onpedeneHHsIA CoCTae.

ﬂ"ﬂ OnUcCaHKUA HﬂHTpDﬂHpYEMﬂﬂ C'_I,FECTEIHU;HH MOMNYT MCNONBE30BATLECH YETHIDE Pa3NMMYHLIE

pynnet 3NemMeHTOB, Mexay KOTOPBIM CYLLeCTEYOT OnpefenerHble OTHOWEHWA.

MNMpumeyaHwna

1 Cybctamumn  moryT CeiTe NDOCTRIMK,  CMEWAHHGIMKA - WK NPHHAANe®aTe K OoOHCR W3 rpynn
HKOHTRONUpYeMBX cybcTadusi. MNpocTete cyfoTadyry ONMCLIBATEA © NOMOWBKD MAHMBAENEHS O0CTATOMHOMD
HaGopa OaHHEX 1 JENATCR HA NATE THNOE. XUMAYecKHE, BeNKM, HYKNEMHOBEE KUCNOTR, NoONAMEDE W CTRYKTYEHO-
paiHopogMee cybcTaMumKe. CyOCTaHuMA MOoMeT NpefcTapnATe cofoll CoMe, CONEBAT, CEOGOAMYIO KMCOOTY,
CEOGOQHOE OCHOBAMWE, CMECE CEAIAHHLIY KOMNOHEHTOR, KOTODBIE CORMEBCTHD BalQENEHE MNK CHHTESMpoRaHE. Mo
BOIMOKHOCTH O0MHHE WCNONLIOBATLECE TELMMHCNOTHAE W ONPEOenAWKe XapasTepUcTHER 1 GapMakoneiHsx
crated. ONpeaensiowmWe INeMeHTsl J3EMCAT OT THNA CYECTaMH WM.

2 OT1OoensHoe CYLLECTEOBAHKE 0IHAYAET CNOCOBHOCTE CYOCTAHUWKA CYLLECTROBAT: OTOSNLH0 OT NGOl
Opyron cybocTadydd. CyBcTaduWi MornyT NPedcTasnaTe cobBol xopowo OngefeneHHRIEe BelecTBEa, WMSKwHe
ONPEAENEHHYES  XAMHYECKYI0  CTPYETYPY. CHHTETHHECKWE  BEWECTBA  [HANPWMEp, CMECH HIOMEpos),
BCTPEYAMWLHECA B NDHPOOE CMECH XHMHYECKHY BEWECTE, WMEI0WHE ONpegene HHBE MONEeKyNSPHEE CTRPYETYPE
{HANDHMED, KOHBETATE ICTROMEHOA), BEWECTED, NPOHIBE0EHHEIE M3 PACTEHWH, MHBOTHEX, MHKDPOODrAHHIMOE WNH
HEODIaHWYEcKorD BEWECTEA, XWMHHECKAA CTDYETYDa  KOTOPE  MO#eT ObiTh HEWIBECTHOR  WAW  TRYOHOD
anpeaenaesold. CyOcTadyua MOMeT NpegjcTaEnATe COoS0R Cconk, CONBEBAT, CROGOOMYID KWCnOTy, cBObOOHOS

OCHOBaHWE, CMECE CEBAJGHHEX KOMMNOHEHTOB, KOTODRIE CORMEBCTHO BhlOENEHLI MNH CAHTEIWMPOSAH LI,
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3.1.78 WHCTPYKEUMA NO NPUMEHEHWIO NEeKapcTBeHHoro cpeacTea (SMPC — Summary
of Product Characieristics, product labelling): WMudiopmauws o nexapcreeHHOM cpencTee,

NpedcTaBsneHHan ana ero perMcTpaniy B ynonHoOMOYeHHsIA OpraH.

MpumedadHHs

1 Copepwarde MHCTRYELKA N0 NPAMEHEHINKD MOMET DbiTh HAMEHEHD TONBKD © BEOOMA YIIONHOMOSSHHOMD
GpEraHa, 3apervcTPUPCBABLETD JAHHOE NEKADCTEEHHOE COeaoTeO,

2 VHCTDYELHA N0 NPMMEHEHHN NPEQOCTARNAST MEedHUWHCKMM CnegrankeTan Baszoeyin MHEOEMALKWKD O
GeaonacHom v 3EDEKTHEHOM HCNONEI0BEAHWH NEKapCTREHHOMD Coe0cTRa.

3.1.79 ueneeaf nonynauwa (target population): TUn NauMeHToB WNK NOTpeBUTENEN,
ONA KOTOPOro NoKasaHo NpUMeHeHKre 3aperucTpUpoOBaHHOID NekapcTBEHHON cpeacTea.
3.1.80 TepaneBTHYecKWe nokazaHuwAa (therapeutic indication). [lpegHazHadedHue

NekapCTeeHHOre CpelcTea, 3apefMCTpUpoOBaHHONO B YNONHOMOYEHHDM OpraHe.

Mpumedarue - MNpv NpoEESEHHK ENHHAYECKMX WCCNea0BaHKdl TePaneaTHHeckrME NoKaIaHuaMi
ABNASTCA WOCNESVEMDE NPHMMEHEHHE, ONHACAMHDE B NPOTOKONE KNHHAYSCKOrD nCcnedopaHK|a.

3.1.81 ToproBbid 3HaK (trademark): OTNUYHTENEHEIR 3HAK UK CUMBOI, MCNONb3YEeMEIA
puaMeckuMm  NUUoM, nNpedgnpuATHEM  WNKW OpYTUM  OpWOWYecKMM NWUOM B KadecTee
ONO3HABATENEHOID 3HAKA YHMKANLHOMO MCTOMHMKA TOBAPOE WNKM  YCNyr, Mo KOTOpOMY
NoTpebuTens MOMET OTNMYKUTE MX OT TOBAPOE WM YCNYT ApYTHX (DHUAMUECKWX UNK HKPWOWYeCKux
nuL.

3.1.82 eguHuua npegctaenenwa (unit of presentation). KadecTBEHHBIA TEpMKH,
ONWUCEIBAKWHA OTOENEHYK WCYUCNMMYK CYWHOCTE, NPedcTaBnNAWYyHK NeKapCTBEHHLIA
npenapat vNK NPoW3BedeHHsId NPoayKT, C© 3K3IEMNNAPOM KOTOPOW NPOM3BOOWTCHA CpaBHEHWEe
NpM OUEHKE aKTMBHOCTHM WNKM KONWYECTRA.

Mpunmepsi

1 Apu onucanuu akmuerocmu - dosia, copeld unu mabnemkxa «codepwum 100 Muz &

pacyeme Ha cnpel» (eduHula MpedcmasneHun = cnped).
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2 Mpu onucanuu Kavecmea: nNy3slpes, kopobka unu ¢nawon scodepwum 100 mn &
pacyeme Ha nyisipexy (edunuya npedcmasnedun = Ny3bipex).

MpusedadHie — EQUHALA NPEIcTARNSHWA MOKET WMETE TO ME HASBAHWE, Y4TO W OpYTOR JnNEmMeHT
CNoOBAPA OaHHBLEX, HANPWMER, OCHOBHAA OO3MPOBAHHEA (HOPMa WNW KOHTEAHED, HO 3TH OBa MOHATHAE HE

IHEMBANEHTHE! W OOMEHE WMETE B CMOSADE DAIMBIE YHAKANEHES WOEHTARKHEATODE TEDMHHOE.

3.1.83 sepcwua (version): MexaHnam, NO3IBONAKLWKWA YY4ECTh, YTO Ha ONpefeneHHyHo
0aTy HexkoTopbie CBOWCTBA WCCNedyemMoro WNM  3apericTpUMPOBaHHOM  NeKapcTBeHHOro
Cpencrea W3MeHWNKCb, W NO3IBONAKLWMA OTCNEXWBATE 3TH WIMEHEHWA Ha NPOTHAMEHWW BCEro
HMIHEHHOro LMKNAa NpoaykTa.

3.1.84 cnosapb (vocabulary): TepMUHONOMMYECKWA CNOBAPDE, COQEDHALLWA TEDMKUHE! K
onpedeneHMa Wi ogHoW wnu Donee KOHKpeTHblx obnacTed 3Hadud (ISO  1087-1:2000,

onpedenedHue 3.7.2)
3.2 CokpaweHwun

321 BAID_1

MOAEHTUMMKATOD CEPUKM NEKAPCTEEHHOMO CPedcTea (Ha BHELLHENW YNAKOBHE )

322 BAD 2

WMAEHTUMDMKATOD CEPUKM NEKAPCTBEHHOMDO CPeacTea (Ha NePEUYHON YNaKoBKE )

3.23 BRIDG

Moaens [pynnel  WHTErpUPOBaHHOW  NpeaMeTHoR  obnactv  BUOMEOMUMHCKKMX
wocenegosadud (The Biomedical Research Integrated Domain Group I'l.-1|::H:|eI}|E

3.24 DIBD

MeEXOyHApOoOHaA faTta poxdeHua pa3pabotew, MOPP (Develpopment International Birth
Date)

3.25 DSUR

: OononHATENEHYR MHERODMaLWo ok, Ha canTe httpfwww bridgmodel.ongf
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oT4eT no BesonacHocTk pazpaboTtiu (Development Safety Update Report)

3268 GTIN™

3.2.7 [nobBaneHbil HoMep npeamerta Toproenu (Global Trade Item Numberz} +

328 IBAID 1

WABHTUDWKATOD CEpPMKM  WCCNEeQYEMOro MNexkapCcTBEHHOro CcpedcTBa (Ha BHEWHeW
YNaKkoBKe)

329 IBAID 2

WOSHTUDKWKATOD CEpPWKM WCCMEAYEMOro NekapcTeBEeHHOro cpedcTea (Ha neperYHOn
YNaKoBKe )

3.210 IBD

MemxayHapoaHas nata poxaedwsa nexapcteeddHoro cpegctea, MOP (International Birth
Date)

3211 1D

vaenTudukaTop (ldentifier)

3.212 |DMP

naeHTUUKaUMA\ NnekapcTeerHsix cpeacTe (ldentification of Medicinal Products)

3.213 IMPID

HOEHTHDKUKATOD WCCnNedyesMoro nekapcTeeHHoOro cpeactea (Investigational Medicinal
Product ldentifier)

3.214 INN

MEXOYHADOOHOe HENATEHTOBAHHOE HaumeHoeaHwe, MHH (International non-proprietary

name)

3.2.15 IMDRF

‘B WMCO 11615-2012 npveegeHo cwuboyHoe HawmeHoeanue «Global Trade Identification Numbers
! LononHETeneHas HHQOPMaUWA pasMellesda Ha caiTe MerdyHapogHoE accouMaudy GS1: httpuweww .gs1.org/f
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MexayHapoOHsW QopyM OpraHoB pervcTpauny MeduuMHcKMX u3genwd (International
Medical Devices Regulators' Forum)

3.2.16 IPCID

MAeHTUEUKEATOD YNAKOBKK WCCNedyemoro nekapcTeeHdoro cpeactea (Investigational
Medicinal Product Package Identifier)

3.2.17 MPID

vaeHTU@KUKATOD NekapcTeeHHoro cpencrea (Medicinal Product ldentifier)

3.218 0OID

obberTHeIR naeHTudukaTop, OWI (Object identifier)

3.219 PBRER

nepuogu4eckmid oT4eT 00 DUEHKEe COOTHOWEHKWA Nons3sl v pucka (Periodic Benefit-Risk
Evaluation Report)

3.2.20 PCID

MaAeHTHMUKATOD YNAKoBKW nekapcTeenHoro cpepctea (Medicinal Product Package
ldentifier)

3.2.21 PhPID

waeHTudKMKaTop NekapcTeeHHoro npenaparta (Pharmaceutical Product Identifier)

3.2.22 PSUR

nepuogu4eckuid oT4eT no DeaonacHOCTM NexkapcTeeHHoro cpedctea, NOBMNC (Periodic
Safety Update Report)

3.2.23 SPC/ISmPC

WHCTPYEUMA NO  NPUMEHEHWID NekapcTeeHHoro cpegctea  (Summary  of Product
Characteristics)

3.2.24 UML
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YHupuurpoBaHHLIA  A3sik mogenupoeadus  (Unified Modeling Language [Object
Management Group, Inc.])®

3.2.25 UDI

YHHUKANbHLIA - WOeHTURHUMPYIOWKWA  Kod  MeduuuHokore  wa3genus  (Unique Device
|dentification Code (Popym IMDRF))

3.2.26 WHO

Bcemuphan opradusaymna 3gpasooxpakenua, BO3 (World Health f:}rl;;anizatimn]'3
4 TpeboeaHwnA

4.1 MoHATHA, HeoBxoaMMbIe ONA YHMKANBEHOW WAOeHTUMMKAUMK NeKapCcTBeHHbIX

cpeacTs
4.1.1 OdwMe nonoxeHUA

B HacTtoAwem cTaHOapTe [amTcs  OonNpegensHWia  NoHATWA, Heobxodumblx  ons
YHUKANBHOR MOEHTUMMUKALUWK NEKAPCTEEHHbIX CPEACTE Ha MEXAYHapPOAHOM YPOBHE, KOTOA OHA
HeoBxoguMma (Hanpumep, ANA MapMaKkoHaa3aopa W MeXyHapoaHblx OTYETOR O HEMENATENbHbIX
pEAKLMAX U YNPABNEHWMA DUCKaMMN).

B ka#nolh KPHCOMELMW CYLWECTEYHT CHCTEME NPUCBOEHWA PEMMCTPAUWOHHLIX HOMEDOR
NEKapCTEEHHEIM NPENapaTaM, YHUKANsEHOW HyMEepauWi YyNakoBOK, HyMepauWn CepWR, WTpuX-
koawpoBaHua W 1.0, [JOnonHUTENbHbLIE WOBHTUGOUKATORBLI, ONPEOenAeMblE B HACTOALLEM
CTaHOapTe, NpegnarawT cPpeqcTea WMOEHTHMMMWKALUWK, KOTOPLIE Ha 3aMEHAKT 3TW CHMCTEMEl, a
OONONHAKT WX,

Takan H,EI_EHTHI'_"}}HHELI,HH Oom#Ha cnedoBaTh ONUCaHHBIM HHEE NDPWHUMMTEM.

* dononsMTensHYE WHBOPAMELMED Ch. Ha calite http/fwww.umlorg/
6 . )
JonanHHTEAsHYED MHEOPAELME CM. 43 cadTe http:ffwww whooint.
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4.1.2 3aperucTpUpoBaHHbIE NEKAPCTBEHHbIE CpeaCcTRa

YHWKankHan wWIeHTWOUKAUWA 3aperucTpMpOBaHHOND NEekapCcTBEHHOro cpeicTea W
OMUCaHWE ero OCHOBHLIX XapaKkTepUCTUK O0MN#HLl BbiTh OCHOBaHLI Ha CNeayiowW WX NPUHLMNaX:

a) NekapcTBEHHOMY CpefcTBY OONeH NPWCBAMBATRCA YHWKANBHBIK WOSHTWQUKATOP
{MPID), obecneurBaow i BOMOKHOCTE HAOEKHOID ONpefeneHns NekapcTBeHHOIo cpeacTea,
a TaKHe MOHUTOPWHIE W OTCNEXWBAHWA erg NpUMEHEHWA,

b) ynakoeke nekapcTBeHHOND cpefcTea [OMKeH NPUCBAWBATLCA  YHWKANbHLIA
waeHTugukatop (PCID), obecneunBarollvi  BOZMOMHOCTE HAOEWHOIO OnNpegeneHua W
OTCNENMMBAHWE YNAKCBAHHOMD NEKAPCTEEHHOMD CPeCTEa B NPOLECcCce NOCTABKK UMW NPOOaNM;

C) CEpWMWM  NexKapCcTBEHHOrD  cpegcTea  OOMweH NPUCBAUBATLECA  YHWKANbHBLIA
waeHTuueaTop (BAID 1), pasmeliaeMeii Ha BHELWHER YNAKOBKEe NEKAPCTEEHHOMD CpeicTea U
obecneynBaolWMiA BO3MOKHOCTE HAOEMHOMD CNpefeneHWsa W OTCNEeMMBAHMA HOMEPAa CepHM
nekapcTeeHHOre cpedcTea, NPoU3BEAeHHOW M3roTOBUMTENEM, B COOTBETCTEWK C TpeboBaHUAMU
opraHa pervcTpauuu;

d) cepvi  NexapcTBEHHOrD  cpegcTea  OOMHeH NPUCEBAWBATECA  YHWKANbHBLIA
woedTuukaTop (BAID 2), pasmewaemMsid HA NepBUYHOR YNAKOBKEe NeKapCcTBEHHOM CpeacTea,
He ABNAKLEACA BHEWHeW YNAakoBKOW. 3TOT WOeHTWdWKATOp Aon#eH obecneumeBaTs
BOIMOMHOCTE HAOEeWHOro onpedenedHnd W OTCNEXWBAHWA HOMepa Cepun NekapcTBEHHOro
cpeqcTea, NPoOM3BefeHHOW WArOTOBWMTENEM, B COOTBETCTEBMM C TpebopaHwaMM oOprada
pErmCTpaUmMK.

OCHOBHBIMW CBOWCTEAMM, CBA3AHHBIMKM C wasHTWKKkaTopamu MPID, PCID, BAID 1 w
BAID_2, asnawTca:

- HaWMeHOoBaHWe NeKapcTBEHHOMo CpeacTea,;

- HpUAWYECKWH CTaTyc OTNYCKA:

- CPOK OEWCTBWSA PErMCTDRALMM;
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- pa3speweHue yNonHoOMOYeHHOro oprana,
- NPOW3BOAWTENL (NPOW3BOOMTENK);

- KaJveCTEEeHHLIA W KONWYeCTEEHHEIR COCTas,

- WHIpedWeHTLl, aKTUBHOCTL, hbopmMa Npenapara, NyTh BESOeHWA;

- MeJWUMHCKOE uajenue (M3nenwn), ABNAKLWKWEeCH YacTbid NekapcTeeHHoro cpeicTBa,;

- thapmakonorvyeckie cBOWCTEA,

- KnaccupukaumMa (knaccudvkauli) NekapcTeeHHONo cpeacTea;

- oNUCaHWe YNakoBKW (Hanpumep, KoHTerHep, MeduUWHCKOE W3fgenue Wnu ycTpolicTBo

NEPUMEHEHWA W KONHYSCTBO YNAKOBOK),

perMcTpaunoHHoe 0ocse.
4.1.3 NccnegyeMbie NekapcTBeHHbIE CpeacTEa

YHWKansHan MOeHTUKUKALWA WConedyemMoro NekapcTeeHHONo CpeacTea M ONMcadne ero
OCHOBHBIX XaPAKTEPMCTHE JONKHL ObiTe OCHOBAHL! HA CNEdyHILLKE NPUHLWNAX:

a) NneKapcTBEHHOMY CpefcTBY OOMWeH NPUCBAWBATLCH YHMKANbHBIA waeHTuduKaTop
(IMPID), oGecnevrBawMid BOIMOKHOCTE HAOEMHOMO ONpedeneHis NekapcTeeHHONo CpeacTea,
a TaKKe MOHWTOPWHIA W OTCNEXUBAHWA er0 NPUMEHEHWA B KNMHWYECKOM MCCNefoBaHumM;

b) ynakoeke wccnedyemMoro nNekapcTBeHHOro cpejcTea  [JoMMeH NpPUCBAWMBATLCH
YHWKANbHeIA  waeHTudmkaTop  (IPCID), obecneduBallWiA  BO3MOMHOCTE  HABOEMHOM0
onpedeneHdAs W OTCNEXWMBAHWME YNAKOBAHHOMD NexkapcTBEHHOro cpedcTea B Npouecce
KNMHWYECKOTD WCCNeq0BaHUR;

C) cepMd  MCCcnegyemoro  NekapcTBeHHOro  cpedcTea  dOMMeH  NpUCBaWMBATLCA
YHUKaNeEHEIAW - waeHTWgrekatop  (IBAID 1),  pasmewaembeid Ha  BHEWHeW  yNaKkoBke
nekapcTBEHHOro cpedcTea W obecnevMBeawWMi BOIMOXMHOCTE HAOEKHOro onpefeneHus W
OTCNEXMBAHWA HOMEPA CepWW NEeKapCTEEHHOMo cpefcTea B COOTBETCTEBMKW c TpeboBaHWAmMMK

OpraHa perncTpaumE KNMHWYECKUX MCCnefoBaqHun,
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d) cepyu  wccnenyemoro  NekapcTBeHHOrO  CpedcTea [OMKeH  nNpucBavBaTLCs
YHUKaNbLHLIW - waeHTudpukatop (IBAID 2),  pasmewaemsld  Ha  NEpPBHYHON  yNaKOBKE
NekapcTBEHHOMC CPeCcTBa, He FABMNAKLWEACA BHEWHeW ynakoBkoW. 3ToT waeHTudMKaTop
pomxeH obecneuwBaTs BO3IMOMHOCTE HAgEWHOro ONpefeneHWa K OTCNEexWBaHWA HOoMepa
CEpUM NEKAPCTBEHHOIO CPeAcTea B COOTBETCTEMWM C TpefoBaHWAMK OpraHa perucTpaumu
KNAHASECKMYE MCCneqosaH1in.

O cHOBHLIMW CBOWCTEBAMM, CBA3AHHBIMK C waeHTudukaTopamu IMPID, IPCID, IBAID 1w
IBAID 2, aenawTca:

- HaWMeHOBaHWe (HAUMMEeHOBaHWA) UMK Ko WCCneayemoro NekapcTeeHHOro cpejcTea;

- CNOHCOPD KNWHWYSCKOrD MocneqoBaHus;

- MPOU3BOAWTENL (NPOM3BOOMTENK);

- pa3spelweHule YyNonHoOMoYeHHoro oprada;

- KAYEeCTEEHHLIA KM KONWYECTEEHHBIW COCTaB;

- @KTMBHOCTE (C y4eToM pasnuyHbiX CTaawid pa2paboTkM nekapcTea W MakCHManbHOoW

Ao3kl), hopma npenaparta, NyTe BBEOEHUA,

- MeguuMHCKoE uagenue (M3nenwa), ABNAKLWLKWEeCH YacTbld NEeKapcTBEHHOMD CpeacTBa;

- thapmakonorvdeckue cBoOWCTEA,

- KnaccrdPuKaUMA (KnacCUMUKaUKK) NeKAPCTEEHHOMO CpeacTea,

- ONWCaHWe YyNakoBKW (HANpWMEep, KOHTeWHep, MedWUWMHCKOE W3OenWe WnW yCTpOWCTBOD

NMpPUMEHEHWA W KONHMYECTBC YNakoBOK ONA Henel KNMHUYecKorno HECJ’IE,EI,DEE[HHHJI.

4.1.4 MoHATHA, HeoBXoAWMMbIE ONA YHWKANBHOW MOEHTUUKAUWKM NEKapPCTBEHHOTO

cpeAcTBa U ero CBA2M ¢ MAeHTHgKMKATOPaMK NekapcTEeHHBIX NpenapaTtoe PhPID

B HacToswem cTaHOoapTe onpedenedHsl NOHATUA, HEBﬁKG,ﬂ,I“II‘u‘IHE AnHa oncaHuAa CBHA3N

J3aperWCTpUPOBARHOND MNK MCCneayemoro nekapCTeeHHOND cpelcTea C COOTEETCTEYHILLAM
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waeHTUhUKaTOpoOM NEeKApCTEEHHOMC npenaparta (npenapaToB), ondcadHeiM B cTaHnapre SO
11616. OnucaHwe TaKOW CBA3KM OOIMKHO BKNOYATE B celn BCE HMMenepe4ncneHHoe

a) CBA3b NEeKapcTBEHHOro cpefcTea C OOHWM WK HECKONLKMMW  NeKapCTBEeHHLIMK
npenapaTami kaK KOMNOoOHEHTaMK cnocoba NPUMEHEHWA (HANPUMeD, KOMNNEKT W3 BarMHanNbHbIX
Tabnetok 500 mr 1 BarmHansHoro kpema 10%);

b) xapakTepucTUKyY NeKapcTBEHHOMD NpenapaTa (NpenapaToe), ONUCkIBAOWYH aKTHEHYH
cybctanymi  (cybocTaHuywm)  wvnu KoOHTponupyemyw  cyboTanumw  (cyDotanumd),  wx
({pedrepeHTHYIO) SKTUBHOCTL, (NpUMEHAEMYD) opMy NekapcTBeHHOro npenaparta, nwboe
MEOWLUWHCKOE W3NEenWe, ABNAKLWEIOCA HeOThEeMNeMOoW YacTeH nNekapcTBeHHOrD CpedcTea
{HanpuMep, NoANoKKA QNA KNEeTOYMHOMO NeKapCTBEHHOND CpencTeal;

C) onucaxkWe NexapcTBeHHOro Npenaparta (NpenapaToB) B A03MPOBAHHOW NEKapCTBEHHOW
dopme, pa3peweHHon ANA NPUMEHEHWA, ecnu HeobXogWMOo, NOCNe BOCCTAHOBNEHWA, B
COOTEETCTEMM C ONUCAHWEM NPUMEHEHWA B PEMMCTPAUMOHHOM A0CHE,

d) ceAab Mexgy 3aperdcTpupoBadHHsIM (MoCnefyemMsivM) NekapcTEeHHsIM cpedcTeom i
nekapcTeeHHLIM - NpenapatoMm  (Npenapatami) B opMe O4HOrO  WNH HEeCKONbKWX

waeHTHpukaTopos PhFID.

4.1.5 MoHATHA, HeobXoAMMbIE ONA YHWKANBHOW WOEHTU(UKALUWMKM NEKapPCTBEHHOTO

CpegcTBa W erdo ceA3n C PErMCTPaAUWOHHBIM HOMEROM

PerucTpaunoHHBIA HOMEp, NPHMCBAKBAEMBIN NeKapCTBEHHOMY CpEeOcTBY
YNONHOMOYEHHbIM OPraHoOM, MOXET Ha3Ha4YaTbCHA B COOTBETCTEWMM CO CNEQYIOLLWMK OCHOBHLIMK
NPHUHLKAEMHK.

OH MOMEeT HA3HAYATBECA NEKADCTBEHHOMY CPeAcTBY D3 yYeTa paiznWuHbIX pazMepos

ynakoekw (Hanpumep, nexapctey & — ypcopesokcuxoneeas xwcnota’ 50 TabBnetok c

T -
3TO NOOXOOALYAA NPMMER KOMMEPHECKK OOCTYNHOMS NexapcToa. Ero Malpasde NpHBegedo AnA yooGoTea YTeHus
HACTOALLETD CTAHOAPTA M He DaHAYaeT Kakyo-NMEC Noaoemkky 3TOM0 NEKAPCTES GO CTopOHE! MCO,
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NASHOYHBIM NOKpBITHEM 250 Mr — NpUcBoeH perncTpauuoHHeid Homep 15.2YZ; nexkapcteo b.
ATomy e nexapctey B ynaxosxe 100 TabneTor © nNNeHOYHbIM NoKpbiTHem dopme 250 mr
NPHCEOEH TOT He camelid Homep 15.2Y ).

PerucTpaunoHHbIi HOMED MOMET HA3HA4YaTLCA OTOENbHO NEKapCTBEHHOMY CPeaCcTRY W
OOHOW WMWK HECKONLKMM ere ynakoekam, 4Tobbl paznWyaTte ypoBeHb NEKApCTBEHHOMD cpeacTea
¥ ypoBEHL YNAKOBOK (HaNpUMmep, NekapcTey B — aMOKCHUMNNKMH B Kancynax®, B COOTEETCTBMM C
drapmakoneed, ANA Nnpyema BHYTPL, cogepxadve 250 Mr — NnpucBoeH permcTpauroHHBIA HOMED
OXYZ1-2020 (Ha ypoBHe nexapcTea), nyaeipeky no 100 kancyn — perMcTpayvoHHsIA HOMED
0xXYZ1-2020-01 (Ha ypoBHEe YNAKOBKK), 8 Ny3bipeky no 500 kancyn — pervcTpauroHHBIA HOMep
0xXY¥Z1-2020-05. NekapcTtey B — aMOKCWUWMNNKMH B K2NCyNax, 8 COOTBETCTEBUM C papmMakonee,
4NA npMema BHyTpb, cofepxadue 500 Mr — NnpycBoeH perncTpayvoHHsd Homep OXYZ1-20K0
(Ha ypoBHE NekapcTea), Nyselpeky no 100 kancyn — perncTpauroHHbIR Homep OXY Z1-20K0-01
{Ha ypoBHe yNakoBkW), a nyasipeky no 500 kancyn — pervcTpayvodHed Homep OXYZ1-20K0-05.

PeructpaunoHHbIA  HOMED MOMET Ha3Ha4aTbCH MNpefcTaBNeHW NeKapCTBEHHOMo
cpedcTea, TO €CTb Kaw[oMy NpedcTaBnNeHWl NeKapcTea HA3HAJAeTCH OTAeNbHBIA HOMEep
(Hanpumep, nexkapcTey A — CYCNEHIWA ONA NOAKOMHBIX WHberuwd 40 EN/Mn B cTEKNAHHOM
dnakone 10 mn (1,4 mrimn), 1 dnakoH — NnpuceoeH pervcTpauuoHHbn Homep VI00DM Y X001,
nekapcTey A — CYCNeH3IWA ONA NOJKO#HBIE WHBekUWA 100 EO/mn B cTeknadHHom dinakoHe 10 mn

(3,5 mrimn), 1 hnakoH — NPUCBOEH DErMCTPAUWOHHEIA HoMep V/0D/MYX/003).

MprmedaHue — HEKOTOPLIE NEKADCTEEHHEIE CPEOCTEI MOMYT DACNDOCTRAHATECA Baa pervcTpaumMy Ha
OaHHOR TEPDHTOPRKMK (HANEWMED, NEKARCTREA, BEOOSHHLIE B OBpallgHne 00 COANAHWA YIONHOMOWEHHOTD OpramHa).
Tawm nekapcTéam npycCEaleaeTCAH MELEHI O H A HOMED, pEI:!MEIJJ,EEMHIH Ha ynakoBke, Ha I':I:IFI{:IEKB WK
NEYaTasMb A Ha BENagILLE B YNakoBKy.

B HacTofAwem cTaHoapTe onpefensioTcd NOHATUHA, Heobxogumele ans YCTaHOBMNEHWA

ceaan mexay woeHtTudukatopamu MPID w PCID ¢ peneBaHTHBIMM PervcTPaUWOHHLI MK

a -
3To NOOXOOALYAA NDMMER KOMMEDHYECKK OOCTYNHOM NeKapcTea. Ero Haznaduwe NpHeeoeso ANg yooboTea YTeHus
HACTOALLETD CTAHOAPTA M He 0aHAYaeT Kakyo-NMEo Noaoepsky 3TOM0 NEKApCTES GO CTORpOHE! MCO,
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HOMEPDaMHM, NPHUCEBOEHHBIMK - YNIOMN HOMOYEBHHOW oOpradHvzaywed. Takas CBA3L  O0nWHa

YAOBRNETBOPATL CNeqytluM OBYM NPUHLMNEaM:

- waeHTudgmkatop MPID Bcerga  gonked ObiTe CBAZ3H C©  COOTBETCTBYHILLWM

perMcTpalMoHHBIM HOMEDOM NEKapCTBEHHOMD cpegcTea (Hanpumep, wieHTUguKaTop
MPID "Ctpana-055-0957" nekapcrea B —TabneTin ¢ NNeHo4HsbIM NokpeiTHen 250 wr,
KOTOpOE NOCTABNAETCA B ynawoekax no 50 u 100 tabneTtok, gon#eH DT CBA3AH C
pericTpaunoHHbin HoMepom «CTpada 15.2Y s,

unaeHTudwmkatop PCID ecerga ponwed ObiTe CBA38H C  COOTBETCTEYHILMM
pervcTpauMoHHLIM  HOMepoM  Cnedud@uYHbIi - YNakoBKKW WNK  NpedcTaBneHus
nekapcTeeHHOro cpeacTea (Hanpumep, uaeHtudmkatop PCID «Crpana-0787-2550-
05» ponsed ObiTe CBA3AH C PErMCTPALMOHHBIM HOMEpOM —TabneTkn ¢ NNeHoYHbIM
nokpeiTwews 250 Mr, KOTOpoe nocTaenAeTca B ynakoekax no 50 u 100 Tabnetok,
gon#ed OblTe CBA3AH C  pPErMCTpAUMOHHBEIM  HOoMepos  «DXYZ1-Z20720-06w,
NPUCBOEHHLIM aMOKCHMUWNNWHY B Kancynax, B COOTBETCTBMM . dapmakoneed, ans

NpyHeMa BHYTPE, cogepxadue 250 wmr.

4.1.6 MNoHATHA, HeoBXxOAMMbIE ONA YHUKANbHOW WAEHTMdUKALWMKW NeKapcTBeHHbIX

CpeacTB W CBA3W C HOABHTUMMUKATORPAMMK B HOCHTENAX AaHHLIX

MOeHTUDWESTOPE B HOCMTENAX OaHHLIX OOQHO3HAYHO WOSHTUOUUWPYT NpeaMeTs,

noanesalwve Npodaxe (HanpWMep, NeKapcTBEHHbIE NPenapaTel WNW MEOWUMHCKWE W30ENWA), B

uenu noctaeok. Hanpusmep, rnobancHein HoMep npeameTta Toproenun (GTIN) ucnoneayeTca ans

WOEHTUMUKAWMKM NBOro NpegMeTa TOpProBnW, ANA KOTOPOro HeobxXoaumo NonyyuTs no

3anpocy 3apaHee ONPedensHHyH ONA Hero WHODMALKKD, W KOTOPBIA MOMET ObiTh OUEHEH,

AAKA3aH WNKM HA Hero Mo#eT OblTh BLICTABNEH CYeT B NWHoW Touyxke Nobod Uend NocTaBok.

Homepa GTIN moryT coctoaTe U2 8, 12, 13 unu 14 yudp. MobankHaa rpynna nons3oeaTensi

G51 e cbnacTi agpaeooxpadHedna (GS1 Healthcare User Group) cnocoBcTeyeT NpUMEHEHWHO
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rmobansHol  cTadgapTuaauMm 8 uenax  obecnedeHns  COBMECTUMOCTM  HODMaTHBHLIX
TpeboeaHui Bcex cTpad. CnenyeT 2amMeTHTh, 4TO HAUMOHANEHbIE, (hefepankHbIe UNKW MECTHLIE
HOpMaTHBHble TpeboBaHWA MOryT NPUMEHATECA M MMETE NPEMMYLUECTBEHHOE 3HaYEHWE No
OTHOWeHWH ¥ Niobomy ctangapty GS1.

Ba3oBwiMM  33paHee  ONpeOeneHHLIMM - XapakTepMcTMKaMn  WOEHTW@MKATOpPoE  ANS

WOAEHTUDUKATOPOE B HOCUTENAX JaHHBIX MOMYT BhITh:

HaWMeHoOBaHME, Tﬂp!’ﬂ-Ehlﬁ JH3E U ONWUC3HWE NPoOyeRUAMA,

peuenTypa (AaKTUBHLIE MHIPEOWEHTSI),

- AKTHBHOCTE,

- 0O3UPOBKa (MNK NDPUMEHEHKE),

- KONMWYEeCTBO HeTTo (Bec, OObLEM WNW OpYrMe BEenuuYWHbI, WCnonb3yemble B cdepe
TORTOBNK),

- KOHMMIypauws ynaxkoesu,

- thopma, NpUrogHOCTE UNK hyHKUMA,

- ANA  TPYNM, YWCNO  3NeMeHTapHbix NpegMeToB TORroBNdM B COCTABE  TPYNnbI,
nogpasfenedHls B eauHWLAax NPOMEXYTOMHOW YNakoBKW, cnocob rpynnupoBaHWa
(kopobka, bnucTep, s4elka GnucTepa).

MamereHue nmwboro M2 3Tux 0A30BLIX  3NEMEHTOB, XAPaKTepUIyoWMX npegmeT

Toproenu, oboidHo enedeT 3a cobol WaMeHeHwe waeHTWdWKaTOpa B HOCWTEne faHHex. K
waeHTHUKaToOpyY B HOCUTENe OaHbiX MOoryT BhbiTe nofaeneHb AONONHUTENBHLIE OaHHLIE,

HanpumMep, HOMeD CepHK W CDOK MOOHOCTH.
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5 OnucaHue npUHUKXNOB H MeToOOOB HHI'.‘I:CIPMELI,HGHHCIFG

MogenvpoBaHWA

5.1 OBwMHe NnonokKeHWRA

Ona nocTpoeHWs WHQOpPMaUWOHHOW MOOenW, nNpefcTaBneHHoW B HACTOALLEM
CTaHOapTe, WCNONB30BAH YHWRUUWPOBAHHEIW A3bIK Mogdenuwpoeadda UML (Unified Modelling
Language), paasveaemsiid [pynnow moaenuposadua obwexkroe OMG (Object Modelling Group).

Kak » Bo Bcex a3bikax, ¢ nomowso UML oaHo v To we cogepsadue MOXHO NpeacTaBuTe
HeCKONbKUMK  pazdHbiMy  cnocobamu, nNpugepHUBaAck pa3sHelX  cTWned W wabnoHoe
npegcraeneqna. B HacToswem craHpapte eoipadH o4YeHs npocTod cnocol NpencTaBneHwus,
MCNONL3YHLWMKA TONBKO KNacce!, atpubyTsl 1 accouywaumy Dazoebix Tunce. B uensax npocToThl
HEKOTODLIE KOHCTPYEUMKM A3biKa (Hanpumep, CTepeoTUnbl W CNOMHbIE AccouWauuu) He
npuMeHawnTcA. B cnegyowux  pazgenax onvcad cTune MOOenUpOBaHWA, NPUHATHIA B
HacTofAWeM cTaHfapTe.

Kpome ToOro, B OMarpaMmmax WCNonNb3ayeTcA UBETOBOS KOOWPOBAHWE, NoMorawlee

BU3YANbHOMY BOCNPUATHIO TPYNN CYWHOCTER, CBA3AHHLIX Mexay coBow.

clEL M2HEE WA S0 ST EHO O SR T -J_JI chaan T P B NG RO 0 By DO RS-0 ETRIHH 0 08 B _r"'l

YonosHeie 0b03IHAMEHHA
YonoaHeie oBo3dayeHuA

fleHaApCTEEHHOR COEGETEG
Heocnegyemoe NEHAPCTEEHHOE CPEGETRD

Npons sogurens/NEEANERATAE (OpraHuIdL) Nponseogerens/npeanpunmae (opradasacn

locygapcTaernan perncrpagmn
YASR k: L i Perrcrpauynn HAWHHYECKDND HCCAEAOBAHKE

YREwo Ba HHGE HECAR OV EMOE N ERIPITHE HH DB
cpEgCTan

YnamogawHoe ned JPLTEEHHOE CPEOLTED

Menaporsennbid npenapar Nexapcrsensbif npenapar

DapmaEonorausc KMe CHORCTES

OO
OOoOoCot

DapmaKkonoriuecks e coofcToa

PHC}I‘HGH 1 — ¥cnoeHble UBETOBLIE of03aHauYeHWA KNaccos MOOenM
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5.2 KoHuenTyanbHbie 0b20pHbIE gMarpamMmsl

B craHpapTe npuBedeHsl OBe KOHUENTyanbHele OWMarpaMmel (No  OgHOW  Ans
NEerapcTBEHHOMND CPEACTBA W MCCNedyeMOoro NeKapCcTBEHHOFD CpEeACTEa), fawwue obwue
nNpeacTaBNEeHKWs, KOTOPEIE Oanee ByayT packpeiTel Gonee OeTanksHoO.

3TW guarpaMsel NOKA3BIBAKT NO OOHOMY NPeiCTABMTENBHOMY KNACCY W3 Kawooro
WHOPMaUWOHHOIO pasfena, CBA3aHHOMY © Da30BbIM NOHATUEM (C NEKAPCTEEHHLIM CPEACTEOM
WM C MCCNedyeMEIM NEKAPCTBEHHBIM CPEACTBOM).

Ha Hux noxaizaHol Da3oBble KPATHOCTW CBA3EA MEXOyY (MCCNedyeMbim) NeKapCTBeHHBbIM
CPEACTBOM W 3TUMU NPEOCTABUTENEHLIMW KNACCAMM, HO HE NOKA3aHbI HW JPYIME CYLHOCTH, HU

ADYTHE accoUMaUmK, HM aTpUBYThI.

class OBIOpHQR 06 Pakeia OHITTHIL /J

basoBLR nace

Knacs 1 1. Hnace 2 Kmacs 3

PucyHoK 2 — MNprMep KoHUeNTyansHoR 0B30pHOW gMarpammes

5.3 BoicokoypoBHEBLIE AgWarpamMmel pazgenos

B wHavane kamnooro wHEQOpMauWoHHOro pasfena npveogATCA  BLICOKOYpOBHEBLIE
OUarpammel, Ha KOTODRX MOKa3aHel BCOE KNACChl, ONMACaHHBME B 3TOM pa3fens, W BCe
KORUENTYANBABIE OTHOWEHAA MexOy 3ITHMKA KNaCcCamMu. MexogHoW TouKOM BCOEr4a CINYysuMT

(Mccneayemos) NekapcTEeHHOE CPEacTEO.
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Ha artux EOHUENTYaNEHbIX OWarpgammax He Noka3adHbl HW KPaTHOCTH, HH ETpHﬁ}"ThI,

NOCHONBEY WX OCHOBHOW UENLH ABMASTCHA onUCcaHWe IDEI'LI.I,EFI EdpTHHbI, KOTOpad danee E}",ﬂET

packpeITa B Bonee OeTanbHbIX QWATDAMMAX,

class Pai comoyposeaan QMarpaves pasiena

Emacc ITT
Knace AAA Knac BER

Basoaail mace Knacs 1 Hnace BER

4
Krace [0
PUCyHOK 3 — TpUMep BEICOKOYPOBHEEBOW AWAINpAMMEI pa3aena
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5.4 [leTanbHble gUarpaMmsl

5.4.1 OBwMe NoNoOXeHHUA

Ha petancHbix OWarpamMmax, NpWBefeHHbIX B KAXO0M pasgens, Nokasadbl BCe KNacckl W
Bce atpwbyTel, HeoBxogumbie ONA NPEACTABNEHWA COOEpHaHWA 3ITOMo pasfena, a Takke

deTand KoHUenTYalbHbIX OTHOLWEHWA MEROY ITHMH KNacCamid.

5.4.2 OTHOoOWeEHWA MeXay Knaccamu

B uenax coxpaHeHWA NPOCTOTh MOOENW OTHOWEHWA Mexay Knaccamd onucadHsl B
KOHTEKCTE (MCCnegyemoro) NeKapcTBeHHONo CpeacTea NPOCTO KAk acCcoudaumKi, He YTOMHAR HK
WX ponb, HW TUN. (B TO e Bpemsa, ¥ npumepy, B monend BRIDG paeTca sBHOE OnUcaHwe
CEMaHTHKK CBA3EN, CKaXEM, «UMeeT DYHKUWIO» WNK «BLINONHASTCA C NOMOLLLH® ).

KpaTHOCTW OTHOWEHWHA ONWCaHbl TOMNEKO B OOHOM HanpaeneHwd, a WMeHHo, oT
(Mccnegyemoro) NekapcTBeHHOrD CpPeacTBa Kak NPAMOre WM KOCBEHHOMD WMCTOuMHMEA. 370
BbIZ3BAHO TEM, 4TO UEenNbH HACTOALLEro CcTaHdapTa ABNAETCA ONWCaHWe (Mcchnegyemoro)
NekapcTBEHHONO CPeacTBa W CONYTCTBYHOWEW emy WHopMauWK, NoaTomMy WCNonsL3oBaHue
{MccnegyemMoro) NekapcTBEHHOND CpeacTea B KavecTBe WCTOYHMKA OTHOWEHWA BHOCUT Gonblie
ACHOCTH W NO3BONAET W3DeaTbe CNOMHbIX CBAZEH MHOMME-KO-MHOMAM, KOTOPbLIE MOMMW Ol
BO3HWKHYTL, ecnK Dbl oOTHOWeHWA OblNW HanNpaenedHs! OT BCNOMOTATENLHOMD KNacca K
(MccnegyeMomMy) NekapcTBEHHOMY CpeacTey.

OboaHaveHua KpaTHOCTH “17 1 “1..17 ABNAKTCA CUHOHWUMEMM.
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clag: BeicoiypoEHERAR [ual PawE paipena /

Knacc T

- Argafny [TT1

- Arpwiyr [TT2 [0 1]

- Argwby TT3 D]
Arpainyt [TT4 [0 1]

Hmace A48 Hiae o BER

Arpiby AsAT - Arpufyt EBBEA
Arpuiyr A8 - Arpuiyr BBEZ
AT piafiyt ASAT [ 1] - Atpufivi BEB3 1. 7]

basen| @ iace | Kmace 1 kmace BB

- Arpuiyr 141 - AT priy BEEA
3 - Arpeyr 1 A2 - Arpniyt BEBE2
- Arpetnt 1 A3]11

Arpiabyr 0001
- Arpafiyr 0002

PyUcyHoK 4 — MNpusep 0eTanbHoR QHMarpamMmme

KpaTHocTb cywHoCcTH "1", 023Ha4aeT, 4To 3Ta CYWHOCTE O0MKHA DbITe yKa3ada W 47O
OOM¥EH CYLWEeCTBOBATE DOBHO OAWH 3K3EMNNAR MHOPMaLMK, ONUCHIBAKILLER 3TY CYLHOCT.

KpatHoCTb cylwHocTH "1..77, 03HAYAeT, 4TO 3Ta CYLWHOCTE O0MKHA DbiTe yKa3aHa W 4To
OOM#EeH CYLWeCTBOBATE OWH SK3EMNNAD WHOPMALKY, ONUCEIBAIOWEN 3TY CYLWHOCTE, W MOXET
CYLWECTBOBATE ElE HECKONBKO TAKWX 3KIEMNNAPOE.

KpaTHocTb cylwHocTd "0..17, 03HaqaeT, 4To 3Ta CYLHOCTE MOMeT ObiTe yKazaHa W 4To

MO¥EeT CYWEeCTROBATE OWH 3K2EeMNNAPR MHDODPMAUKMK, ONUCHIBAHLWEN 3TY CYWHOCTE.
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KpaThocTs cywHocT "0.*", 03Ha4aeT, YTo 3Ta CYWHOCTE MOXET DblTs yHAa3aHa W uTo

MCOHET CYIWeCTBOEATE HECKONBED IK3EMNNADOE I-"IHI'_T.][JDI'I.I'IEILI,I.-'IH, OMNACHI BAILLER ATY CYWHOCTb.

5.4.3 ATpubyThbl KNaccos

ATpHDYTEI KNAcca ONWCAHEl B MOOENW C NOMOWLKD WMeH. Onpegenexdve atpubyTa, ero
ONUCaHWe W NPUMEpPB! 3HaYeHWH NPUBOOATCH B TEKCTe BCNed 3a guarpamMMon Knaccos.

Ecnu KpaTHoCTe aTpubyTa ABHO HE 3ajada, No NogpazyMeBaeTcd, 4To 3ToT artpubyT
obAzatened M JOMKEH UMETE OOHO 3HAYEHKE (YTO IKBMBANEHTHO KpatHooTk [1..1]).

Kpathocts atpubyta [1..°] o3kauaeTt, 4To oH 0DA3aTEnsH M MOMET MMETL OOHO WM
HECKOMNBKD 3HAYEHMIA.

KpatHocTe atpubyTa [0..1] 03aHa4aeT, 4TO OH MOMET HE MMETb 3HAYEHWA WNW WMeeT
OAHO 3HAYEHKE.

KpatHocTe atpubyTa [0..7] 03Ha4aeT, 4T OH MOXET HE MMETE 3HAYEHWA MMM UMEET OQHO
WM HECKONBHKD 3HAYEHWUA.

TunNbl OaHHLIX, KOTOPbIE OOMMHLI WMETH 3HAa4YeHWA aTpwbyTOB, B MOOENW ABHO He
yka3zaHel. OQHAKO B TEKCTE ONWCAHMA Kaxporo aTtpubyTa ykazada dopma, B KOTOpOoW OOMMHO
BLITh YKa38HO €ro aHaveHWe.

B npunowesnu E npueeneHsl HEKOTOPLIE YHAZaHWA, Kakum oDpazom 3TW pasHeie diopMel
Wnu oBpa3subl 3HAYEeHWW, ONWCAaHHLIE B TEKCTe, MOryT BbiTe NpeacTaBNeHb!, MCNONbL3IYa THMNb

[aHHLIX B 30paBoOXpaHeHnn, cneuwprumpoBaHHeie B ctadgapte MCO 21080,

5.4.4 O6o6LeHHbIe KNacchl M WabnoHbI

MpW NOCTPOEHWA AMAarpaMMamM WCNoNL30BaH OOWH 0B0GLIEHHBIA KNACC, ¢ NOMOLWBHD
KOTOPOrO OQHOKPaTHO ONpefeneHHsId Wwabnod WHGOPMaUWMK WCNONL3YETCA B HEeCKONbKWX

OJoYepHWX KNnaccax. ﬁpncmTu pagm Et]Di]I'u'lﬂﬂbHﬂE OTHOWEHWE reHepani3adly, NpUHARToE B

38
FOCT rocTtPuCO 11615-2014 Crpanuua: 47/206

M4 GostExpert.ru


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

rocT P MCO 11615-2014

A3pke UML, He wcnoneayetca. BmecTo 370M0 B Ka¥O0W cneyWnanuiagvi UCnone3yeTca WMA
a3TOrD KNacca.

OetaneHoe onucadve knaccoe  “Opradnzauwa”,  "KodTaktHoe nwuo” w "Opyrue
MECTOHaXO¥AeHWA O3EeTCA OOHOKPaTHO B COOTBETCTEBYHLWEM nogpasnene. [ae Ow nanee He
wcnons3oBanacs WHbopmauwa Tuna “Opranumzaums”, "KodTaktHoe nuuo”™ wnw  “[pyrue
MECTOHAXOWOEHUA , Hanpumep, B knaccax "MpouzeoguTens/npeanpuatke (OpralMaaumna)” unu
"¥nonHomouerHan opradu3auws (Opradwzauma)”, ckobew "(Opradvzagua)” ByayT yeasbieats,
4TO COOTBETCTBYHOWAA MHopmauus HacnegyeTca oT obobwerHoro knacca "Opradunaaumns”.

B gwarpammax Heckoneko pas Mcnone3yeTca ewe oiud obobweHHed wabnoH, a
WMEHHO, Tam, rge B goctatoddHo  obwuwx  knaccax  TpebyeTcRA  oNMcaTbh  CYLWHOCTL,
WCNONb3YIOLWYH (He cneunUUUpOBaHHYD) KNacCUMUKaLMio, WNK HOMEHKNATYPY, UMW CUCTEMY
waeHTUMUEaUMK. YTobsl cOBNaTe 3TO HA KOHUENTYaNLHOM YPOBHE, B MOLENW NOKA3aH KNaco ¢
oeyms atpubyTamu: nepesid MOeHTHMUUKMPYET CKUCTEMY (KNaccupukayWa, HOMEHKNATYpa UNK
CHCTEMa WASHTWRHKAUMKM), 8 BTOPOW — WCNONL3YEMBIM TEDMHH WKW 3HAYEHWE W3 3TOW

CHMCTEMBI.
5.4.5 Nepesoa U A3LIK

3a wckneoseHuenM ocobDoro yHazaHWs, HAcawLWerocs HaWMEeHOBAHWA MNeKapcTBEHHOID
cpencrea (cwm. nogpasnen 7.2.2.5), Opyrux onWcaHyuid nepeeofa WHOOPMALKK, ONWCAHHOW B
HacToAWeM cTaHgapTe, HeT. [NpegnonaraeTca, YTo NpW rMobaneHoM NpMMEHEHWM CTaHgapTa

nepeeod notpebyeTca 1 ByNeT BoINONHEH NPU PEANU3ALWK er0 NONOXKEHWA.
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6 UWoeHTuduumpyrowme XapakTepUCTHUKM 3aperucTpUpPOBaHHLIX

nekapcTBEeHHbLIX CpedCcTB

6.1 MNepeHUYHBIe HASHTHDUKATOPLI

6.1.1 OBwme NnonoXeHUA

Ons cooTeeTcTEUA TpeboBaHWAM, yKalaHHbIM B nogpasgene 4.1, QomxHbl BeiTe yrasaHs
cnegyrwne YeTeipe WoeHTHMUKaTopa:

a) MPID — ngeHTudMKATOp NEKapCTBEHHOND CpeacTea;

b) PCID — naeHTUdMEaTOp YNaKoBKK NEKaPCTBEHHOMO CPeacTEa;

c) BAID 1 -  yHHKANEHLIA  WASHTAOUEATOR  CepMW  NEeKapcTBeHHOro  cpefcTea,
HaHECEHHLIA Ha erd BHELLHIDD YNaKoBKY,

d) BAID 2 -  VyHHKaNeHLIW WISHTWQUWEATOD CEpMW NEKapCTBEHHOro  cpegcTea,
HaHECEHHBIW Ha ero NepBUYHYH) YNAKoBKY, He ABNAHLYIOCA BHELWWHEHW YNakoBKOA.

Kpome TOro, MCNonb3yeTcA CBA3bL C WASHTWRWKATOPaMW NEeKapcTBEeHHLIX NpenapaTos
{PhFID), onucanHan e cTadaapte IS0 11616.

B pykoBOACTEE MO NPUMEHEHWKD CTAHAAPTA MOrYT OeITe NpMEEOeHbl AONONHUTENEHEE

OeTand NDUMEHEHWA 3THX WOeHTHDKWKaTOpOB.

6.2 MoenTrdukaTop nekapcTeeHHoro cpeactea (MPID)

6.2.1 OGWwMe NnonoXeHWA

Kaxgomy 3aperncTpUpOBaHHOMY NeKapcTBeHHOMY CpeacTBy Aonxed ObiTe NpUCBOeH
YHUKANbHEIA  MaeHTMdukaTtop MPID B gononHedde K NoGOMY  CYLWECTBYIOWEMY
PEMMCTRAUMOHHOMY HOMERY, NPHUCBOSHHOMY YNONHOMOYEHHLIM OpraHoM. 3ToT waeHTudmkaTop
npegHa3zHaved ang uenei yvyeta v Ang noBeileHuA Be3onacHoCTH NauweHTa, NoOCKoNLKY G ero

NOMOLWEK MO¥MHO OOHO3HAYHO UWABHTURHUUWMPOBATE NEKAPCTEEHHLIE CRPEACTES BO BLCEM MUpE.
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Crpyetypa waexTudukatopa MPID gonxda cnegoeate obwemy wabnoHy CErmeHToR
faHHbIX O NeKapcTEeHHOM CpefcTBe, B KOTOPOM Ha¥ObIA 3anoNHEeHHLIA CerMeHT Oomsed
onpedenaTe cneundryHER KOMNOHEHT HOeHTUdKMKaTopa. 3TOT WabnoH CoaepMunT:

a) KOAWPOBAHHLIW CErMEHT CTpaHbl (AByxXBYKBEHHLIA KO CTpaHsl B COOTBETCTBMM CO
cTaHgapTom MCO 3166);

b) KOAWPOBAHHLIA CErMeHT Bnafensua DETUCTRAUNOHHOID yOOCTOBEPEHWA
{MoeHTUdMEATODR OpPralnaaLim ),

C) KOQWPOBAHHLIW CErMeHT NexapcTBEHHOMD CPeacTsa (YHMKanbHsIA wisHTuduKaTop
NekapcTBEHHONo CpeacTea).

Miofbie MaMEHEHWUA 3HAYEHWA 3TUX KOOWPOBAHHLIX CEMMEHTOB O0MMHbI NPUBOOWTE K

NnpyceaveaHnio Hoeoro woeHTudgurkaTopa MPID.
6.2.2 KogupoBaHHbIe cerMeHThl naeHTUguKkaTopa MPID

KogupoBaHHbie cerMedTs waeHTiduekaTopa MPID  ponmsdel  OopMmHpoBaTeCA  NO
OMUCAHHLIM HWAE Npasunam.

6.2.21 KoOWpOBAHHBIA CEMMEHT CTPAaHL

KogupoBaHHBIA CErMeHT CTpadbl AoN#eH CogepkaTk Kog cTpaHsl ToW TeppUTOpMM, Ha
KOTOPYKD pacnpoCTPaHAKTCA MNONHOMOYMA  YNOMHOMOYEHHOIO OpraHa no  perdcrpauwu
nekapcTeeHHblx cpeacte. Koo crpadbl Boibupaetca w2 Tabnuusl OByxOYKBEHHBIX KOOOE,
onpedeneHHsx B cTaHgapte MCO 3166.

5.2.22 HKodWupoBaHHEIM CErMEHT Bnajensua pPerdcTpauMoHHOre  YOoCTOBEpEHWA
{MOeHTUDMKATOD OPraH3aL M)

3TOT cerMeHT Jon#eH CcodepXaTk YHWKANbHBRIA  wAeHTWQMWEATOp Bnajensua
perMcTpauMoOHHONC yOOCTOBEPEHWA, BLIJAHHOMO OAaHHOMY nNekapcTBeHHOMY cpejcTey

(MOoeHTUdKMKATOP OpraHn3aumMK). 3ToT MOSHTUMUEATOD MOMHO B3ATE M3 MEewOyHapoOHOW
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CHMCTEMBl  YHWKANLHOW WAeHTH(UEAUMK Bhnajensues perdcTpauMoHHOM  yoocToBEpeHuA
{oprasv3aumn), ecny TAKOBaA MMESTCA.

6.2.23 KoOWpOBAHHEIM CEMMEHT NeKapCcTEEHHOro cpeacTea

370T KOOWMPOBaHHLIW CErMeHT [OM¥eH CoAepwaTbh YHUKanbHbld WwoeHTudwWKaTop,
npyceaveaemMeld NekapcTeeHHoMy cpenctey. C aTum MOeHTUUKATOpoOM Aon¥eH DuiTe cBA3aH
cnegyrwmin Habop aTpubyToB NekapcTBEHHOMD CPEACTEA, KOTODOMY OH NPUCBOEH.

a) pervcTpauloHHbLIR HOMER, NPHCBOEHHBIA YNONHOMOYEHHSEIM OpraHom,

b} opruanyeckuid cTatyc oTnycka (Hanpumep, no peuenty unK Bea peuenTa),

C} HAMMEHOBAHWE NEKAPCTEEHHOID CpeaCcTEa,

d} poavpoeaxHHan nekapcTeedHas popma;

2) MHIPeOUeHTEl U UX aKTUBHOCTL,

f) MeguuMHCKWME WM3genuws B cny4ae, ecnu NexapcTBeHHOE CPedcTeo KOMBDWMHWpYETCA C
TAKUM M3Jenuem U JocTUraemMslid hapmMakonoruyecknii, MMMyHoONorM4eckmid u metabonuyecknia
adhdperT paccmaTpuBaeTCA KaK OCHOBHOW cnocof NpMMeHeHWA; Takoe MedWuUMHCKoe uafjenwe
CUMTAETCA KOMNOHEHTOM NEXAPCTEEHHOID CpefcTea,

g} TepaneBTUYECKHME NOKA3aHWA, YKa3daHHbIe B PErMCTPaLHOHHOM YOOCTOBEPEHMK.

NMiobbie M3MEHEHWA 3HAYEHWIH 3TUX AaTpPUDYTOR, YYUTLIBAEMbBIE B NPOUECCE perucTpalmu
YNONHOMOYEHHBIM  OpPradHoM, [OMEHEl NPUBOAWTE K NPUCEBAWMBAHWID HOBOMD  YHUKANLHOMD
waeHTWdukaTopa MPID.

MNpuMep: NpW M3rCTOBNEHWK CE30OHHOW BaKUWMHBI OT TPMNNEa WTaMM BUpyca MOMeT
3aBMCceTb OT ce3oHa. lMpy Kaxoom WIMEeHeHWMW WTammMa BakuWHe OOoMKeH NpUCBaMBaTbLCA
HOBLIM naeHTHKUEaTOR MPID.

BoinonHenue atoro npasyna MoMeT NpUBOAWTL K MaMereHn nasHTwukatopa MPID,
Oake eCcny CyLecTBYHILUWE KpUWYeckie WASHTUHUKATOPE! (HanpuMep, pPervcTpaudoHHsW

HOMEP) HEe HW3IMEHAKTCA. HacToAwrd cradgapT He TpebyeT, 4TobDel TakWe WpUOWYeCcKne
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WOAEHTUMOUEATODEE MEHANKCE BMmecTe © WwaeHTudpukatopom MPID. Kaxpas cTpaHa momer

NPMASpPHUBATECA CNOKMBLUEACH NPEKTHKW NPUCBOEHUA PErMCTPaUMOHHEIX HOMEPOB.
6.3 MpenTudukaTop ynakoeaHHOro NnekapcTeeHHoro cpeactea (PCID)
6.3.1 Obwee onUCcaHWe

Kamgomy yNakoBadHHOMY NeKapCcTEeHHOMY  CcpeAcTey  Joned  OblTe  NpUCBOeH
yHMKaNeHeld  waeHTudukatop PCID 8 pgonondenwe  ®  nobomy  cywecTeywwEMy
PEMTMCTRAUMOHHOMY HOMEPY YPOBHSA YNAKOBKK, NPHUCBOSHHOMY YNONHOMONEHHLIM OPraHoM.

Crpyktypa woentudmkatopa PCID gonwHa cnegoeaTe obwemy wabnoHy CermeHToB
[aHHbIX 06 yNnakoBaHHOM NEKapCTBEHHOM CPefCTBE, B KOTOPOM KaM bW 3aN0NHEeHHLIA CerMeHT
Oon#eH onpegensaTte cneunduHEIR KOMNOHEHT MAeHTUdMKaTOpa. 3TOT WabnoH CoaepHuT:

a) noeHTHKUKaTop NekapcTeeHHoro cpegerea MPID,

b} KOAWPOBaHHLIM  CErMEHT  ONWCaHWA  YNAKOBKW, HOTODLIA 330387 YHWKaNbHGLIW
MAEHTHRUKATOD KaMA0MY THUIY YNAKOBKM.

Miobble MIMEHEHMA 3HAYEHWIA 3TUX KOOWPOBAHHLIX CEMMEHTOB OOMMHbI NPHMBOOUTE K

NpHMCBAKMBAHMID HOBOMO aeHTHdMkaTopa PCID.
6.3.2 KogupoBaHHble cermedTel naeHTHduKaTopa PCID

KoauwpoBaHHeid  cersedT  waeHTwcpukatopa  PCID  ponxed  dQopmapoeaTeca  no
OMUCAHHbLIM HWAE NpaBKAnam.

6.3.21 KoOWpoBaHHLIA CEMMEHT ONUCaHWA YNaKoBKKW

370T KOOMPOBAHHEIW CEermMeHT [OON¥eH COoAepwaTbk YHUKaNbHbIR WoeHTudMKaTop,
NPUMCEAUBAEMbIA  KOHKpETHOMY TNy YNakoBKW nekapcTeeHHoro cpegcrea. C 0 3Tum
WASHTUWDUEATOPOM JOMKeH ObITe CBA2AH cnegyowri Habop aTpubyTos:

- EOMHMUA YNAKOBKW (KOHTEWHED HWNW KOHTEWHepb!) — TWN, KONWYeCTEO (edWMHMU B

‘_gl'I'IEI{DBI{E}, MatTepians! M ansTepHaTUBHBIE MaTepKan.i;
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- KOMNOHEHT MNW KOMMNOHEHTHl YNaKOBKW — TWUN, MaTepuwans W ansTepHaTUBHLIE
MaTtepyans,
- NpOUW3BEaeHHBIA NPoOYKT (NPpoayeTsl) — NpoWM3BenedHHas Jo3vpoBaHHas dopma,

eQuMHUULl NpedcTaBneHus, KONUWYeCTBo (EQWHUL NPOAYKTa B YNaKoBKe ).

Nibble M3MeHEHWA 3HAYEHWA 3THX aTpMDYTOB, YYUTEIEAEMbIE B NPOLECCE PErMCTRaLMM
YNONHOMOYEHHBIM OpraHoM, OOMEHBl NPUBOAWMTE K NPUCBAWMBAHWID HOBOMD YHUKANLHOM
WaeHTU@UEATOpA YyNakoBaHHOMO NekapcTeeHHoro cpegetea PCID.

BuinonHeHwe 3T0ro Npasuna MOMeT NPHBOOMTE K W3MeHeHWd waeHTudpukatopa PCID,
Oawe ecnu cylUecTBYHLME wWpUgHyeckhe WAeHTHUKATOPEl (Hanpwmep, perdcTpauvoHHBIA
HOMEp) He W3IMeHAWTCA. Hactoawwi craHgapT He Tpebyer, 4ToDsl Takwe wpuOoW<eckwe
WOEHTUMKATOPE MEHSNWCE BMecTe © wieHTWdwkaTopom PCID. Kaxpana crpaHa moxer

NpHASPHHBATECA CNOXWBLIEACA NPAKTHKW NPUCBOSHWA DErMCTPaUHOHHBIX HOMEDOE.
6.4 MpenTudgukaTop cepyn nekapcTeeHHoro cpeacrea (BAID_1)

KamgoW cepur 3aperucTpMpOBaHHOMO NEeKapcTEEHHOMD CcpedcTea  OoMmxedH ObiThb
npuceoed woenTudgukatop BAID 1. 31oT maeHTudukatop gonseH uTe obpa3zoeaH w3 Homepa
CEepMH, CpOKa roOHOCTH W uaeHTudukatopa PCID. B woenTudukaTop BAID 1 gonsed DTk
BHMIOWEH TOT HOMED CEPWM, KOTOPBIA YKA3aH HA BHEWHEW YNAKOBKE KOHKPETHOW Cepuu
NekapcTBEHHOMo CpeacTaa.

WMoedtudgukatop BAID 1 pgon#ed umets obwud Habop atpubyToe, OTHOCAWMXCA K
YNakoBaHHOMY NeKapcTBEHHOMY cpencTey. Ecnw Boce 3T atpubyTel MMEIT 3HAYEHWA, TO WX

COMETaHWe onpelenseT cneyudiuyYHoe NOHATHE, OTNWYasMos ¢ NOMOWEH WOeHTUUKATOPa

BAID 1
- wnaeHTudmkaTop PCID:;
- HOMEp CeplM (YKa3aHHbLIM Ha BHELLHEW YNaKoBKE ),
- CpOK rogHoCcTH (Mecawron) B dhopmarte 0aThi, COOTBETCTEYIOWEM cTaHaapTy MCO 8601,
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6.5 MpenTudukaTop cepun nekapcTeeHHoro cpegcetea (BAID_2)

Kaxgow cepud 3aperMcTpUpOBaHHOID MNEeKapcTBeHHOro CcpefcTea  OoMweH ObiTb
npuceced waedTudukatop BAID 2. 3101 waentudmkaTop gonxeH OuiTe 00pa3oead U2 Homepa
CepMH, CPOKa roOHOCTH W MaeHTudwkaTopa PCID. B woeHTudwuraTop BAID 2 nonweH ObiTe
BHKMHOMEH TOT HOMEpD CepHM, KOTOPLIM YKa3adH Ha NepBHMHOM YNAKOBKE KOHKDETHOW Cepui
nekapcTeeHHOre CpefcTea, He ABNAIWERCA BHELLIHEN YNaKOBKOW.

Moentudmkatop BAID 2 ponseH umeTs obwwid Habop aTpubyToB, OTHOCALWMXCA K
YNAKOBAHHOMY NEKAapCTBEHHOMY cpedcTey. Ecnu Bce 3TW aTpubyTel MMEHT 3HAYEHMA, TO WX
COYETAHWE ONpefenseT CrneunduyHoe NOHATUE, OTAWYaEEMOE C NOMOLWEH WaeHTudukaTopa
BAID_2:

- waeHTupukatTop PCID;

- HOMED CepuH (YKa2aHHsIA HAa NepBMYHON YNakoBKEe, He ABNAKWEWCA BHELWHEeN

YNAKOBKOW),

- CpOK rogHoCTH (Mecawron) B hopmarte 0aTkl, COOTBETCTEYIOWEM cTaHgapTy MCO BBO1.
7 MHdropMmauma o 3aperMCTPUPOBAHHOM NeKapcTEEHHOM CpeacTee

7.1 Obz0p uHcpopmaymn o 2aperucTpUpPoOBaHHOM NEKAPCTEEHHOM CPeACTEE
7.1.1 Obwee onUcaHue

Ona ONWCAHWA XApakTepWCTHE  33pericTpUpOBAHHONO NEeKapCTEEHHOMD  CpeacTea,
WMewero vWaeHtugKekatop MPID, B QONONHEHWE K ONWCAHHBIM BbIWE WOEHTWMdWKAaTOpam
O0M#Hbl MCNONL30BATLCA OCHOBHLIE NMOHATHA, MOAENL KOTOPLIX NPEACTABNEHa HA DUCYHKE 5 W

ONKMcCaHa HWHE B TEKCTE.
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clags OB an MoAENE NEKAPCTERHHOMD ©peacTEA /
8 P B OO B G R HanmeHoBaHHE Bepcun
CEOACTES NeEaPCTEEHHOMD
CpegcTER
. | - 1.
Mesape TEe RHE R MerapeTeeHHOR MpaHIB0ARTE i
npenapar CpentTEO InpeanpAATHE
q . | [Opradnsausd)
1.7 1
¥NE Ko BA HHGR PervcTpauw«a
NERaPCTEEHHOE I KA P TEE HHOND
CRenC TR 0.1 CpeacTES

Pucynok 5 — OBwas Mogens MHOopMaLKUy © NeKapCcTBEHHOM cpegcTee

7.1.2 NNekapcTBEHHOE CpeAcTEO

B atom paznene onkcad wiedTudwkatop MPID emecte © wHbopmauMed, KoTopas
YHUKANBHO WaeHTMQUUMPYET nekapCTBEHHOE CpefcTBO W CONWCLIBEET ero CBOWCTBA,

BHECEHHEIE B PEMICTPAaUWOHHDE O0CBE.

7.1.3 HaumeHoBaHWe NeKapcTEEHHOro cpeacTea

B atom pa3sgen onMcaHo HAWMEHOBAaHWE NeKapcTBeHHOro cpencTea, NPUCBOEHHOES
YNONHOMOYEHHBIM OPraHoM, KOTOPOS BHECEHO B PErMCTRauMoHHoe Oocke, A Takke pasbuedue

ITOMN HaWMeHOBAHWA Ha pa3nkiyHele 4acTK.
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7.1.4 Bepcua

B atom pazfnene onWMcaHa BepCHOHHOCTE OCHOBHBIX HHEHTH{pHKETﬂpGB, OTHOCHLWMEXCA K
nekapcTeeHHOMY CpEeOCTBY B OAaHHOW HIPHMCOMELWMKY, 8 Takse CBOWCTE, acCOUMMDOBAHHLIX C

NekapcTEEHHLIM CPEACTBOM, ¥ QOKYMEHTALKWK.
7.1.5 PerncTpaunAa nekapcTeBeHHOro cpeacTea

JToT paznen codepHuT WHOpMAaUWK O pervcTpaudd yNnonHOMOYEeHHbIM OpradHomM,
NO3BONAKLWENA (hapMaleBTUYeCcKoW OpraHM3alny BEECTW NekapcTeeHHoe cpenctec B obopoT

Ha TePPHUTODWH KRPUCOMKUWEA YNONHOMOYEeHHOrO oprada.

7.1.6 NpouzeoguTens/npeanpuaTHe

B atom paziefe YeEa3aHbl XapakTepWCTHMEX NPpOoW3BOACTEBEHHOMD Npouecca W Opyrax
CONYTCTEYHLWMX NpoUeCcCcoE W WX NAUeHaWnpoBaHWe YyNONHOMOYeHHEIM OpradHoM, BelOaHdAmM
NPOUIBOONTENK: WKW NPEONDHUATHAK  palpelleHwse Ha NpouM3eoacTed W BbINONHeHWE

CONYTCTEYHIWME NDOUECCOB Ha TERPPUTODHMKA KDPWMCOWEUWMK YNONHOMOYMEHHOID Oprada.

7.1.7T ¥nakoBaHHOe NnekapcTBeHHOe CpeacTBO

3T0T pasfen onucoigaeT wHopmayuio 00 ynakoBke W KOHTeWHepe (KOHTeWHepax), B
HOTOpbIE MOMELLEHD NEeKapcTBEHHOE CPeACcTEO, a Tawse o MobbiX MegWUWHCKMX WM3nenusax,
KOTOpLIE ABNAKITCA HEOTLEMMNEMON YACThl NeKapcTEEHHOMo CpefcTEa WNK NpogakTcA Nubo
NOCTABMNAKTCA NPOWABOAWTENEM B KOMNNEKTE C HUM. B Hem Takxe ykazadHa uHdopmauda ob

HHIpedWeHTaxX NpoMaBedeHHOND NpoayeTa.

7.1.8 NNekapcTBEeHHBIW NpenapaT

3T0T pasnen codepHHT WHQODMAUWI O NEeKapCcTBEHHOM CpeacTBe B A03MPOBaHHOW

popMe, NpefHAIHaAYeHHoR ANA NPUeMa NAaUMeHTOM W YEK338HHOW B pPerdcTpaunoHHoe O0Cke.
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O Taw«e COOepHWT CObINKY HA coOTBETCTBYHOWMA Habop (Habopbl) waeHTudukaTopos PhPID
W wHrpeguedTel. OH TaKke cogep#MT wHopMauMio 0 MEedWUWHCKOM W3Oenuu, ecnd OHOo
ABMNAETCA HEOTLEMNEMOW YACTEID NEKAPCTEEHHOMD CPeOCTEa (HanpuMep, NOONOMKa UNK CaTKa

AN KNeTOMHOTO NekapcTBEHHOrO cpeacTea).

7.1.9 ®apmakonoru4ecKk1ie CBOHCTBA

3Ttor paznen OnWckIBaeT WHpOopMaLWie o DapMaKkonorMyecknx CEOWCTEAX

NekaplTeeHAOND CpedCcTea, BEMNHOYEHHBIX B DEMMCTRDAUMOHHDE O0CHE.

7.2 llekapcTBeHHOe CpeACTBO

7.2.1 O6wee onvcaHve

E atom paszgene  onucad  waedtuwkatop  MPID Bmecte ©  nNprcEOEHHOW
YNONHOMOYEHHBIM ~ OpraHoM  WHbopMauWen,  KOTOpaA  YHUKaNeHC  WOeHTUdWUMpyeT

NekapcTeeHHOE CPpe4CcTEO W ONMCLIB3ET ero CEBOWCTEA.

class AricokoyposHesoe O0MC 2 MAE TEKS PCTESHHOND © e cTEa ’
CTpa Ha F ¥ | Bepcm
Haume hooa r e Newa peTner s RNocC Wi KL A
ARG TEeHHO D GReaeTed NS L TE S HOO
CpeacTea Cpagemea

PUCYHOK 6 — BhiCOKOYDOBHEEAA MHDOPMALWS 0 NEKAPCTBEHHOM CpeacTEe
flekapcTeeHHOS CPEOCTEO WMEET HAMMEHOBAHME, KOTOpROEe MOMeT WMeTk paizHble
BAPWAHTH! ANA PA3HLIX CTPAH/AZLIKOE. B TEYEHWE MWEHEHHOID UMKNE NEKApCTEEHHOE CPeacTEO

{c wgeHTndgukaTopom MPID) wMmeeT 0OQHY WNW HECKONEKO BepCUA  COOTEBETCTBYHLWEA
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HHﬂ]GpMELlHH W CBOWCTE, KOTODbIE MOMNYT MEHATLCA C© TEYeEHWEM BpEMEHMK. ﬂEI{EpL‘TBEHHGE

CPEOCcTe0 MoMeT OLITe BKNHYEHD B OOWH UMM HECKOMNLKD I(.I'IE[CEHI'_"}}HHETD[JGEI-.

7.2.2 [etancHoe onucanve nHhopMayuun o NekapcTeeHHOM CpeacTee

7.2.2.1 IlekapcTeeHHOe CpedcTeo

3707 Wnacc NpegcTaBnAeT  3aperMcTPMPOBAHHOE  YNONHOMOMEHHLIM  OpraHom
NekapcTBEHHOE CPeACcTBO M MMEET CNUCAHHBIE HKE aTpubyTe,

7.2.21.1 Wpentudwukatop MPID

371or  atpubyT  coOep#MT  TEKCTOBDE nNpeacTaenedve waedHTudukartopa MPID
nekapcTeeHHoroe cpegerea. OH obAzaTensHO JonMeH DbiTe yKazaH.

7.2.21.2 HKombUMHWpOBAHHAA NeKapCcTBEeHHaA 003anpoeadHan dopma

KombuHupoBaHHan NekapcTBeHHas O03MpoBadHHan chopma AenAeTcs oblmm TepMUuHOM
ONA oNUMCaHWA OBYX vnk Donee NpoM3BEaEeHHbIX NPOAYKTOB, KOTOPLIE QOMAHE CNeunansHbIM
obpaaom codeTaTecA ANA NONyYeHWA e0WHOro NeKapcTBeHHOro npenapata. 3ToT atpubyT
BinydaeT 8 ceba wHdopmauww O NpoM3BEOEHHOW A03MpoBaHHOW hOpME  Kamporo
npou3sefeHHoro  nNpogykra W NpUMeHAeMOW  0o3WpoBaHHoW dqopMe nekapcTBeHHOMo
npenapata. Ecnw ana nekapcTBeHHOro cpegctea TpebyeTca onucanwe KoMOWHWPOBAHHOW
NexkapcTBEHHOW A03WMPOBAHHOW OpMbl, TO OHO MOMET ObiTb yKa3aHo B 3ToMm artpubyte,
WCNONbayA TEPMKUH M WASHTUWKATOD TEPMWHA B COOTBETCTEBMM CO cTandapTom WMCO 11238 »

pesynNeTUPYIOWER TEPMAHONOMMER.

49
FOCT rocTtPuCO 11615-2014 Crpanuua: 58/206

M4 GostExpert.ru


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

rocTt P MCO 11615-2014

class Qe Tafkie0d SAHCAHRAE NEKARC TR HEOTD CREOOTEN ."_J

Doy e P i TR US0RHETD 00 L
faf=T R |
HEpErehdeaTon GOy
CpOK BEDLD SORVMAKTE B SEldToED
TN Qoryue«Ta
CTpaid | Adkis |
Crpiika
Toapo TODHR o o iy 0.1
Hiiis
BepowA
.
AaTa BEQCAH
HaeuTuhakaTop aRpoed [O,1]

Hiaia e i mn e S0 0 DT TR N M0 <P T

I HAEH DR HG

MaoTe aKTHoHOoCTE [TUF|

YT GooMaRH WNW Nepsoga (0.1 T e VO HisiO® CPOAETED

MafTh danasa |01

YaorTe Wagends G 1] AoeuTndHezrap MFID

MadTe DORTEARERS Wi ynadome [D..1] T ik iGA EEADCTEaHHAR G030 RaHHIS S oouE (0., 8]
HadTh ididaseisA [E.0] 1.0 T QA OO WM Ao Hearocp IMPID

HacTh Hdya-0rt HaHrRHORaHAE [0 ] Mp OTIEAHA TR ML HOT D M Tepeera (1]

YaA0Th NETEHT SUEIRTPET RS E N [ b | LV e e H i 8 Pkl [0,

HaiTe TOp HEsn ORI H WA NEnNEAET A8 [0..1]

romHH R & oo f0-1]

o."

KAa s KaLHA Ml Kl P T HEO60 C Do g0 Taa

Juasiidd A3 anacowdhdiaTopa

K el 20 b e T

PucyHok 7 — [leTaneHaa guarpamMmmMa onuvcadua paafena nekapcTBeHHOro cpeacTea

Mpumep: NOpOWOK W ero pacTBOpWTENs NPW W3TOTOBNEHWW PacTBOpa ONA WHbLEKUWA.
NexkapcTeeHHOe cpelcTEO NpedcTaenaeT coGoW ABa NPOU3ABEAEHHbLIX NPOAYKTA: pPACTBOPAEMEIA
NOPOLWOK W ero pacTeopuTens. llekapcTBeHHLIW NpenapaT, WMaroTOBNEHHbIW W3 3THX ABYX
KOMMOHEHTOR, NpegcTasnaeT cobod MHLEKUMOHHBIM PACcTBOP, A030K W hOpMOl NPUMEHAEMOTD
HOMBUHMPOBAHHOINO NEeKapCTEEHHOrD CpefcTea SABNAETCA «NOPOWOK W PACTEBOPWTENE ONA
WHBEKUWOHHOMND pacTeopas.

7.2.21.3 [epexpecTtHan cceiNka Ha waedTugukaTop IMPID

370T atpuByT MOMET COOepHaTb NEepeKpecTHYID CChINKY Mexay WOBHTHUMWKaTopom
MPID 3aperMcTpUpOBaHHOMC nNekapcTBEHHOND cpefcTéa W OOHWM  WNW - HEeCKONbKWMK

HaeHTHdUkaTopasy IMPID, npucBoSHHBIMK 3TOMY NEeKApCTESHHOMY CpedcTBY Ha a3Tanax
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pa3paboTkn W KNWHWYEeCKore wccnefoeaduA. CooTeeTcTeylowre waeHTudwmrkatops IMPID
MOMYT BbLITh YKa3aHLl B TEKCTOBOW (DOpME.

7.2.21.4  TlpW3dak gononHUTENsHOMS MOHHTORWHIE

Ecnu nekapcreeHHoe cpedCTBO ABNAETCH NpegMeTomM OONoNHUTENLHOMD MOHWTODUWHIA,
TO 3T0 MoMeT ObiTh yKAz2aHOo B gaHHoM atpubyTe, MCNonbays TEDMUH W3 COOTBETCTBYHLWErD
HOpMATHBHOMO cnoeapa. Oon#Hel DbITe YKA3aHEl CAM TEPMKMH W ero WOeHTUdWMKATOpP B 3TOM
cnosape.

MpuMep: MOHWTODUHI MEKApcTB CO 3HAKOM JYepHoro TpeyronbHWKka B Esponeiickom
Cowae.

7.2.215 CneuvansHsole meps

Ecnu nekapcTeeHHoe CpeacTBO ABNAETCA NpedMETOM CreulanbHblX Mep, TO 3T0 MOMET
ObITh YKA3aHO B OAHHOM ATpMbyTe, MCNoNe3ya TEPMKH W3 COOTBETCTBYIOWEro HOPMATUBHOM
cnosaps. JomkHbl BeITe YKa3aHbl cam TEPMUH W ero MaeHTUdUKaTop B 3TOM Cnosape.

Npumep:  HeobXOOWMMOCTE  NPOBEdEHWMs  NOCTPErMCTPAUWMOHHOND  KNWMHWYECKOro
MCCneqoBaHua.

7222 Bepcwa

OnpegenexHHsle B HAcToAWeM CTaHOapTe XapakTepucTMHM  3aperucTpUpoBaHHOMo
nekapcTeeHHONe cpeacTea Aon#HEl 0BbnagaTe BEPCUOHHOCTLID. VIMeeTCcA B BUOY TOT oakT, uTo
Ha34YWMHaA C onpedeneHHoOW OaThl BEpCHMW  HEKOTOPLIE XApakTEpUCTHMEM NEeKapcTBEeHHOMo
CpencTBa MOMMM  MW3MEHMTLCA, HO He HacTonsko, 4Tobbl noTpefoBanock MNPUMCBOMTL
nekapcTeeHHOMY CpeaCcTBY HOBbIA NepBUYHLIA MOSHTUWUKATOPR B COOTBETCTEMM C NPaBUNamH,
WANoMEHHBIMKW B nogpazfene «lepBudHble WAeHTURMKATOPBIR. TeM He MeHee TpebyeTca
pErMCTPUDOBATE M OTCNEXWBATE 3TH M3MEHEHWSA B NPUMBA3KE K naeHTudukaTopy MPID.

f.2.221 [ata sepcum

B atom atpubyTe OonxHa DeiTe yKazaHa 0aTa PerdcTpauri Wk NocneqHero MaMeHeH1s

HHq]ﬂpMELlHH O pEMNMCTpUpYEMOM NPpOoOYETE {HEI'I[}HMEFI, HMIMEHEHWA 3NeMeHToB, OTHOCHLWMXCH
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K WHCTPYEUMM, KOTODbIE WCMNONL3YHTCA MO CChiNKe ANA  YHUKANBHOW WOeHTUdUKauMK
NexkapcTBEHHLIX CPeacTE W ux xapakTepuctuk). [arta gonsHa ObITh yKazaHa © TOMHOCTEK 40
OHA (rog, MecAd, NeHs) B COOTBETCTBMM C OPMAaTOM, ONWCAHHEIM B cTaHaapTe WMCO B601.

72222 WoeHTUdWKATOD BEDCHK

37107 aTpubyT mMOMET cOoOepwaTe TEKCTOBOE nNpedcTaBledHre WAeHTUMEATOpa WMaM
HoMepa BepCcuM.

7.223 [okyMeHT perMcTpauMoHHOIo A0Cke

B atom pa3gene gonxeH ObiTe ONMCAH OOKYMEHT, BHMOHEHHBIA YNOMNHOMOYEHHBIM
OpraHoM B perdcTpayuoHHoe Jocke W OTHOCAWMKWCHA K O3HHOW BepcuM  ONMCAHWA

NexkapcTBEHHOMD CPeAcTea, CBAZAHHOMD ¢ aeHTUdukaTopom MPID.

MpUsedaHKe — HOPMATHBHBIE SOKYMEHTE B JAHHOH IOPWCOMELKEK MOMYT YTOUHATE TpeBoBaHika,
OTHOCALIMECA | DEANMIALWMKH CTAHAADTA B Y4acTW OOKYMEHTS DerdcTRALMOHHOMD A0CEE, HAnpuMep, TpefopaTe,

YTOBE 2T3 MHBOPMAaL KA NPeCcTARNANACE TOMEKD DO AaNpoCy.

72231 Tun QokymedTa

B atom atpubyte ponsed DObiTe yKa3adH TUN  QOKYMEHTa, MNOA0EPHKWUBAHLWErO
BEPCMOHHOCTE. TUn gomsed BObiTe B3RT W3 COOTEETCTBYIOWErO HOPMATMBHOIO CMNOBAapA.
Hon#He! BeITh YKa3aHb! caMm TEPMKWH W ero WIeHTUMUKaTOP B 3TOM CNoBape.

MpuUMepbl: MHCTPYKUMA NO NPUMEHEHWHD NeKapcTBEeHHON CPeacTea, NMCTOBKA YNaKkoBKW,
pelweHWe © perncTpaunMM nekapcTBeHHOro cpejcTea, perdcTpauloHHoe YOOCTOBEpeHWE,
BHNAgbILW B YNaKOBKY, ONUCaHWe NPUMEHEHUWA.

72232 WOEBHTUDWKATOD AOKYMEHTS

B astom artpubyTe Oon#Ha ObiTe  yKa3laHa TEKCTOBAA CCbINKA HE  JOKYMEHT
YNONHOMOYEHHOMO Oprada, pa3pellanwers WiMeHeHue OoKYyMEeHTa perucTpauloHHOro O0ChE,

WK TEKCTOBAA CCeINKA Ha nochiejHes MaMeHeHWe 3TOro qoKYMeHTa.
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72233 [oxyment

310t atpubyT  OONMeH  CcogepwaTb  OOKYMEHT  pPETMCTPAUMOHHOID  O0CkE,
NoAOEDAHMBADILMA BEPCUOHHOCTE. PopMaT cogepwaHua atpubyTa gonweHd OwiTe onpegenex
Npy peanuiauum cTaHgapra.

7.2234 Cpok BBOO2 ODKYMEHTA B AeWCTBME

37oT arpubyT OONMeH COOepWAaTe OATY, YKA3aHHYH B OOKYMEHTE YNONHOMOYEHHOro
opraHa, paspelwawwero waMeHeHue OOKYMEHTA perncTpayWoHHONC O0Ccke, WNK CpoK BBOOA B
OedcTBUE NOCNefdHero WIMeHeHWs OOKyMeHTa perucrpaywoHHoro gocee. Jarta gonxHa BT
YK33aHa ¢ TOMHOCTeH OO0 OHA (rod, MecdAy, OeHk) B COOTBETCTEBMW ¢ OpPMATOM, OMNUCAHHLIM B
cTanoapte MCO BAO1.

7.2.24 KnaccwpuEauwa NekapcTeeHHONo cpeacrea

NekapcTeeHHoe CpeacTBO MOMET BbiTk BKNKYEHO B pasnUuHble KNaccupUKaTopel, Kak
MECTHLIE, Tak U MexayHapogHele. B atom pasgene moxeT DbiTe YKa3aHLl 04HA WINK HECKOMNBKD
TAKKMX KNacouduKkauMia.

722417 Knaccudgwukartop

37107 artpwbByT gonwedH cogepxaTe o0b0o3HaveHwe KnaccudMKATOpAa, BIATOE W3
COOTEBETCTEYIOWEN CHCTEMbl UOBHTUMKMKAUMK KNaccuUKaTopoe.

7.2.24.2 3Ha4eHwe w3 knaccupukaTopa

37107 aTpvbyT [OOMmKeH COOep#aTe KOHKEDPETHOE 3HauWeHWe W3 Knaccudpueatopa.
OTHOCHALEeeCcH K OaHHOMY nekapcTeeHHoMmy cpeactey. JonwHel OoiThb yKa3aHbi cam TEPMUH W
ero MOeHTUUKATOR B KOHTPONUPYEMOM CNoBape.

MpumMmeps:

- KnaccughmkaTop: AHaToMu4eCKas TEpaneBTHYECKan M KUMUYECKaRA

knaccupukaumoHHan  cuctema  (ATX  knaccudwkauwsa) BO3J3,  3HaveHue  uz
knaccupukaTopa: AT0BADZ — MeTqopDMKUH;

- knaccudmkatop: VHA National Drug File Reference Terminology (NDF-RT); aHavuedune
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n3 knaccudpuearopa: NODDOODDODY2 - 14-alpha Demethylase Inhibitors.

7.2.25 HavmeHoBaHue NekapcTBEHHOID cpencTea

HaumeHoBaHWe NekapCcTBEHHOrO cpedcTea, NpencTaeeHHOe Ha OOHOM UMK HECKONBKMX
A3biKax, ABNAETCH O4HOW W3 onpefensiiowny XapakTepucTUy NekapcTBEHHOMD cpefcTea W ere
naeHTugurEaTopa MRPID.

CornawerHua ob WMEHOBAHWW NEeKapCTEBEHHOMD CPeacTBAa  MOrYT  OTNMYATBECA Y
YNONHOMOYEHHBIX OpPraHoB C  pasHsIiMU - TEpPPUTOPUAMM  pucOnkuyvKi.  Kak  npaeBuno,
perncTpauyMoHHOE YyAOCTOBEpEHWEe NexapcTBeHHOMo cpefdcTBa BbiOaeTcsd OOHOMY Brajensuy,
OTEETCTEBEHHOMY 33 BBO4 NeKapcTBeHHoro cpegctea e obopoT.  PermcrpauWoHHoe
YOOCTOBEPEHWE COOEPHMT HawMeHOBaHWe nNexapCcTBEHHOND CpeacTBa, B KOTOpPOE MOMEeT
BXOOWTb, HanpuMep, OOHO NATEHTOBAHHOE WMNK HAY4YHOE HAWMEeHOBaHWe (N0 BO3MOMHOCTH,
MEMOYHAPOOAHOE HEeNaTeHTOBAHHOE HAWMMEHOBaHWEe aKTMBHOW cyBcTaHuWm unu cyboTaHuMid),
OONOMHEHHOE TOProBLIM 3HAKOM UNK ODYTUMU XapakTepucTUEaMU.

Opyrve  xapakTepucTHMKKM  HaWMEHOBAHWA  MOMYT  OTHOCWMTBCA K AKTUBHOCTH,
nekapcTeeHHoW popMe, NOKA3aHWAM WMNK YCTPOWCTBY NPUMEHEHWA W T.0.

B nononHeHWe K NONHOMY W 3aBepLUEHHOMY HAWMEHOBAHWID NEKApPCTBEHHOMD CpeacTea,
YKA3aHHOMY B DErMCTPaUMOHHOM YOOCTOBEPEHWM, OHO AC0N#HO DbITh pazbuTo Ha 4actu gna
NpeacTaBneHnsa B CTPYKTYPUPOBAHHOM BWae. B 2aBMCUMOCTM OT HOPMAaTUBHLIX TpeboeaHWA
HaWMEHOBAHWE NEeKapCTBEHHOND CpedcTea [on#Ho ObiTe  NpegcTaBNEHD HAa  BCEX
OPULMaNEHBIX A3bIKAX.

MNMpumeyaHuns

1 MNpeacTapneding HAKMEHOERHWA NEKAPCTREEMHOMND CPEOCTEA B CTRVETYPUDOBAMMON dopme obnerdyaeT
MOCTROEHWE WHOSKCOR HAMMEHOBAHWA W HOOWDOBAHWE HAMMEHOBAMWA, KOTODOE 4acTo DLIBAST HenonHbiK B
CMOHTAHHEE COOBIUBHWAY O HEXHENATENLHLIX DEAKLMAX.

2 B coAaw ¢ QenoBbikd TPeOORAHKA K YNOMAHYThE BRIUE WHOSKCAM, 2TO @0WUHCTREHHAA HYacTh
HACTOAWErD CTAMOARTA, KOTOPAA ASHO CNMCHIBAET W MOGENMPYET Nepesod WHOODMALMK, YHAZLIEAA ALK ee

NOE4CTABNEHMA (H TEDDWUTORMEE, SCNK 2T0 HEeoDX0OHMT).
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7.2251 HavwmeHoeaHwe

B atom atpubyTe nomxHo DblTs NpeacTaEneHo B (hOpMe TEKCTa NONHOE M 33BEPLUEHHOE
HaWMeHOBaHWe NeKapCcTEEHHOMD CPedcTBa, YTEEDMOEHHOE YNONHOMOYEHHEIM OpraHom.

72252 YacTe nAaTEeHTOBAHHOIMD HAWMEHOBAHWA

3707 aTpubyT OON¥EeH COQEep¥aTk NAaTEHTOBAHHOE HAWMMEHOBAHWE (HaNpHMMep, TOProBoe
HaWMeHOBAHWE) NeKapCcTBEHHOIO CpedcTea B TeKcToBOW dpopMe, ecnv TAKOBOE HAMMEHOBaHWe
npucyTcTeyeT. OdHo pomsHo ObiTe  yka3ado Oea TOProBoro 3HAKa WAWM @HaNorM4YHoro
ofoaHaveHWA.

MNpumep: B HAWMEHOBAHMW NexkapcTeeHHoro cpenctea “lekapcTeos XYZE Precisehaler
200 wmr ana e3pocnbix” YacTb NATEHTOBAHHOMO (TOProBOro) HaMMEHOBAHWMA WMMEET 3Ha4YeHue
“Nekapcteo XYZ"

72253 YacTe HAYYHOID HAMMEHOBAHWA

3707 arpubyT OONMEH COOep¥aTbk HAYYHOE WNWM HENaTEHTOBAHHOE HAWMEHOBAHME
nekapcTeeHHOre cpefcTea B TEKCTOBOW (hopMe, ecnu TAKOBOE HaMMEHOBaHWE NPUCYTCTBYET.

MNpumep: B HAWMEHOBAHKMKW NexkapcTeeHHoro cpeactea ‘TwapoxnopoTtwazng/VpbecapTtad
Papma HKK" 4acTe HaydHOro (HENATEHTOBAHHOMD) HAWMEHOBAHWA MWMEET 3HAYeHWe
“MNmgpoxnopotrasug/Vpbecapran”.

72254 “YacTe aKTHBHOCTH

AKTUBHOCTL, £CNK OHA NpUEEJEHAa B HAUMEHOBAHWW NEKApPCTBEHHOMD CpeAcTea, O0MKHA
ObITe ykazada B atom atpubyTe 8 hopme Tekcta. Kak onwcaHo B nogpasgene 7.7, aTa 4acTb
HEMMEHOB3HWA MOXET OTNMYATLCA OT NOHATHA "AKTHBHOCTE".

Mpumeps:

1 B naumeHogBaHuu nexkapcmeedHozo cpedcmea “fMexapcmeo K Popme, mabnemuu”
YACMb UMEHU, 03IHaYAN &R aKMUBHOCME, UMEEm IHaveHue "Popme”,

2 B HaumeHoBaHUU newxapcmeeHHozo cpedcmea "SoothingMed 2,5%, wpem” wacme

UMEHL, DIHAYAMILAA BKMUEHOCTL, UMEEM IHavenue "2,5% ",
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7.2.255 YacTt nekapcTBeHHOW O003MPOBaHHOW (DopMBl

NekapcTteenHan aoavpoeaHHas dopma, ecnu oHa npvBedeHa B HaWMeHOB3HWW
nekapcTeeHHOre cpefcTea, nonxHa ObITe yKasadHa B atom aTtpubyte B dhopme Tekcta. Kak
ONMWCAHO COOTEETCTEEHHO B nogpaznenax (.821.1 w 762102 w4acTe nNedapCcTBEHHOW
003UpoBaHHOW DopMEl MOXET OTNKWYATLCA OT NOHATHA NPUMEHAEMOW A03MPOBAHHOW (OPMBI W
NpoU3Ee eHHOW 003MPOBAHHOW DOopMEL.

Mpumep - € HaUMEHOBAHWUU NexapcmeeHnHozo cpedcmea “"Hoeso-newapcmeo X, nezko
EMomMaeMbié Kannembl® Yacmbs MBKAPCMEEeHHOU do3uposavHHol chopsMbl UMEEM IHAYEHLE
“Mesxo 2NoMmMaeMsie Kanmeme:",

f.2.256 Macte dopmynel
PopMyna, ecnd oHa NpHMeedeHa B HAMMEHOBAHWM NEeKapCcTBEHHOMD cpefcTea, AoMKHa
DLITE YKa3aHa B 3ToM aTprbyTe B dhopme TekcTa.

Mpumep — B naUMBHOBAHUU MEKapcmeaedHoz2o cpedemaa "Cupon om kawna CneyMed Gea
caxapay vyacme thopMyns! uMeem IHavenue "Ges caxapa”.

7.2.2.57 MYacTk Ha3HAYEHMA
HaaHauyeHWe, ecnk OHO NPpMBEOSHO B HAWMEHOBAHWK NexkapcTBEeHHOro CcpeacTea,

OO0IMsHD BbITh YES3aHD B 3TOM EIT[JHE'_I,-'TE B {bﬂpME TEKCTA.

Mpumep — B HAUMBHOBEHUL MexapcmaenHozo cpedomea “flexapocmaeoc-BM om uzmozu,
KANMeMbis YACME HAIHAYEHUS UMEEM IHAYEHUE “om uimozu".

72258 acts uenesBon nonynayau

LLEJ'I-E'EI‘EH nonynagvs, ecnid oHa NnpyueefeHa & HalMeHOBaHWK NexkapCTBEHHOND CpedCcTeAa,
OonsEHa BbITe YhadaHa B 3TOM EITI'_'IHE}'TE B d]ﬁpl'.'lf:'-‘ TEKCTA.

Mpumep = B HaumenogaHuu nexapcmeeHHozo cpedcemea “BpoHX0-MEKaPCME0D KANCYkl
3,5 Mz dna demeli» yacme Yeneaol NoONynAYUU uMeem 3HaveHue “dns demed”.

72259 YacTb KOHTEWHEPA WNK YNAKOBKK

KoHTeWHep wnu ynakoBka, ecnu OHW NpuBefeHbl B HaWMEHOBAHWK NEeKapcTBEHHOro

CPeOcTea, AoN#Hbl BbiTe YKa3aHbLI B 3TOM aTpubyTe B hopMe TEKCTA.
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Mpumeps::

1 B HauMBHOBAHUU REKapcmeenHHozo cpedomea “LXA 10 me/mn pacmeop dnm
ModKoMHBIX UHBeKUUD 4 smn 1 chnawoms vacme KOHMelOHepa UMEeem 3IHaveHue “thrmakow
(cmekna)”;

2 B nHaumeHO8aHUU nexapcmeenHozo cpedcmea “"Cepdevynoe nexkapcmao, ynakoexka dnm
MumpoeaHuAy Yacms KOHMeUlHepa uMeem 3Havedue “ynakoexa dna mumpoeaanus”.

3 B HAuMEHODEAHULU  MexapcmeaeHHo20  cpedcmaea “BakmepuansHas 8aMUUHE
MyALMUG0IHLIL ¢hlanoHy YACME KOHMelHepa UMEeEM IHavyerue "MynemudosHeil chnavon ™.

7.2.2.5.10 4YacTk nanenuna

MeluuMHCKDe Manende, ecni oHOo npveeleHo B HaWMeHOBAHWKW NekapcTBEHHOMO
CPeOcTea, AONMHO BbiTe YKA3aHO B 3TOM AaTpMByTe B (hopMe TEKCTA.

Mpumep — B HauMeHoOBAHULU NexkapomeenHozo cpedemaa “Mexapcmaeo XYZE® Precisehaler
200 mz dnm e3pocHbiXy YACME Uidenus useem IqHavexsue ' Precisehaler ®.

7225171 YacTe TOProgoro 3Haka WKk HAMMEHOBAHWA NPeanpyaTHa

ToproBwW 3HakK, echik OH NpWeEdeH B HAWMEHOBAHWKM NEeKapcTBEeHHOMD CcpeacTeA,
OOM#HeH BbiTh YEd3aH B 3TOM ETpHﬁ}"TE B q}DDME TEKCTA.

fpumep — B HaumexosaHuu nexapcmeenHozo cpedcecmaa "Clopidrogel Pharma®® vacme
MOop208020 IHAKA UL HAUMEHOBAHUA Npednpuamus uMeem iHavenue “"Pharma®®,

722512 4acTe BpeMeHn MNK Neproga

Bpema vnu nepycd, eclii oHW NpveeledHbl B HaMMeHOBaHWK NekapcTeeHHOMD CpedcTea.
nom#Hbl BbiTh YKaszadHs! B 3Tom aTpubyTe B (hopMe TexcTa.

Mpumep - B HAUMEHOBEHUU NPOMUSO2pUNMNOZHOL saKyuHsl “flpomusozpunno3Han
BAKULUHE cezoHa 2008-2009° wacmbs epeMeHy Uiy nepuoda uMeem sHavenue “2008-2009%,

7.2.2.513 YacTb 3anaxa

Jdanax, ecnv oH NpUeedeH B HAWMMEHOBAHWK NeKADCTEEHHOMD CpedCTea, O0NKeH GbiTh

yKa3aH B 3TOM aTpubyTe B hopME TEKCTA.
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Mpumep - B HaumeHosawuu nekapcmeennozo cpedcmea "Muxcmypa om kawns c©

Ianaxom anenbcuHa’” yacmbe 33Maxa UMEEBM IHAYEHUE “"BNEenLCUH".

7.226 CrpaHa/ A3biK

Mpu HeobxoguMocTy JonwHbBl DbiTh YKaszanbl Ha oMUUWanbHOM fA3biKe CTpaHa W
HeobA3aTensHan TEPDATOPRKMA, e 2aperdCTpUpoBaHO  HanMeHOBaHWE NekapCTEeHHOrO
cpencrea.

7.2261 Crpana

CTpaHda, B KOTOpPOH MCNONbayeTCHd JaHHOE HAWMMEHROBaHKME NerkapCTBeHAHOMN CpeiCcTea,
Aon#Ha DeITe YEa3aHa C NOMOWBKY OBYX- WKW TIZIE:'IE'!."I{BEHHI:IX HKOOoB B COOTBETCTEWMM CO
cTaHoapTom [S0O 3166-1.

72262 HKpucgukumna

MNpu HeoBXOAMMOCTH B 3TOoM atpubyTe momeT OblTe YKazaHa TEpPWUTOPMM CTPaHsl, Ha
HKOTOPOW WMCNONb3yeTCA AaHHOE HAWMEeHOBaHWe NexapcTBEHHOro cpencTtea. [onuHs BbiTh
YE33aHbI WOBHTHUEWEATOD W HEMMEHOBAHKWE TELPHUTODKWK, BAATEIZ M3 HODMaTHBEHOND CNOBaPA.

Mpumep - Qna Kanade! @ 3mom ampubyme mowem 6bime ykaiana nposuryus Keebew.

7.228.3 Hawk
MNpu HECDXOOMMOCTH B 3TOM aTpubyTe MoMeT DbiTe YKa3aH KOO A3biKa HAWMEHOBAHWA

NekapcTEEHHOMC CpegcTea, B3ATHIW M3 cTadaapTa IS0 639-2.

7.3 PervcTpauvna nekapcTEEHHOro cpeacTea

7.3.1 O6wee onvcaHwe

B aTom pasgens onucada MHOpMaUKWa O PEFMCTPAUMK NeKapcTBEHHOMD CPEACTRa.

PaapelweHne Ha BBOA NEKApCTEEHHOrNO cpencTea B 0DOpOT Ha OaHHOW TEpPPMTOPWM
BLIOASTCHA YNONHOMOMEHHLIM OpraHom. B COOTBETCTBMWM C 3aKOHOOATENLCTBOM W ODYIMMW
HOPMaTUBHLIMK aKTamMK, ABACTEYOLWKWMKM HA 3TOA TEPPUTODWK, paspelleHne obblvHO BolgaeTcH
00 TOro, Kaxk NekapcTeo NocTynaeT B oDOpoT. K HEeKOTOpBIM KATETOpMAM INEeKapCTBEHHbIX
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Cpects mMoryT nNpMMeHATbCA WMCENHYeHWA I:HEI'IFJHME[J, ANA Nekapcts, BbINYLWEHHbIX B
GEPELIJ,'EHHE 00 Hadvana {i]}‘HHIJ,HDHH]:I-DBEHHFI YMNOMHOMOMEHHDID 'I}FIFEHE}_ K aTuMm KaTeropMsam
NekapliTeeHHbIX CPpeacTeE NpUMeHAKRTCA Te xe NPpUHUWMNE NpedoCTaslnedds HH{tIGpMELlHH
{ONMUCAHHBIE B HACTOALWEM pES,ﬂ-E'J'IE}, YTD WM K 33perdcTpyupoBaHHBEM  NekapCTBEEHHBIM
cpencream. Ecne gaHHoe NekapcTBeHHOE CPpedCcTBO He NOoANeXano percTpadguiK, To BMeCTO

opMansHoro  Bnajgensua pervcTpauuoHHOro  YOOCTOBEPEHWA  JONMEeH DbiTh YrEa3aH

NOCTABLWKWE.
class BulCcoOKOYpOBHEEOR ONACAHME PETAC THALHA /
Bnageney perscTRAYMOHHOM Mpeaoc@onenws
yaoccToneperan {Oprannaague) nEEHOARSEC RO
OTHETH M
BelanacHac ™
Negapcmennoe Lﬂrm:rpmmnl Ferucpaunonnan JannoHee O pErMCTRALWIA
CpEaCTED YOOC TOREPE HAE TPl YRS KITH W HO HHH
i PETACTRALAK
¥ronHomoueHHEIR Eans
opram {Jprandaausm) fRIWETESLEE

PucyHoK B — BoiCOKOYpOBHEBAA MOOENE UHPOPMALWMK O PETHCTPALMK

Ha nekapcTeeHHOe CpefCcTBO BbO3eTCA pPervcTpauMoHHoe YOOCTOBREDEeHWe [y
HEKOTOPLIX NEKapcTe, HaNPUMep, BeINyWeHHbIX B obDpawerHe 0o Havana QyHEUWOHWPOBaHKWA
YNONHOMOYEHHOID oprada, opmansHoe YyAocTOBEpEHWE OTCYTCTBYET, HO COOTBETCTBYOLMMA
WHDOPMALMOHHEIR OBLEKT OoMKeH DbiTe ONUCAH).

3T0 perucTpauloHHoe  YOOCTOBEpPEHWE BbLIOAeTCA  YNONHOMOYEHHBIM  OpraHom
OpraHu3auuy, WMeHYEeMOW BNafensuem perucTpauuodHHoro yaocroeepedua. Bnanened

PEMACTPAEUWOHHOMND YOOCTOBEPEHWA MOMET Ha3dHa'WTe HKOHKDETHOE INAUD OTBETCTEEHHBIM 33
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neAtensHocTs no  obecnededwo rapmakoHag3opa [aHHOMo NexkapcTBeHHOro  cpeacTea
(Hanpumep, B cTpaHax EC Takoe nuuo uMeHyeTca "ynonHOMOo4eHHBIM No hapmakoHansopy™).

MNepeudyHan pervcTpauus, Bo3cbHOBNEHME DPErMCTPAUMM, M3MEHEHWE DErMCTPAUMOHHBIX
OaHHblX W OTMEHA PperyvcTpauuy OCYWEecTBNAKITCA B COOTBETCTEMM C© ONpefeneHHbIMU
PEMMCTPAUMOHHEIMK  NPOUEaypamMy, WHUUMMPYEMLIMK  33ABMNEHMAMW O PErncTpauvd  Wnd
W3MEHEHWW PervCTpauKng.

B TeuyeHWe cpoKka MW3HM NEKapCcTBEHHOMD CpeacTBa ero  perdcTpauusa  MomeT
npeTepnesats pasnUYHble MamedHedua. o3ToMmy cTaTyc perdcTpauud MOXeT © TedeHHeM
BPEMEHM M3MEHATLCA W AONKEH COOTEETCTEYHILWMM 0Dpa3om perucTpUpoBaTLCH.

Cratyc pervcTpauMW yeasoiBaeT, OeWCTBMTENbLHO NW  NekapcTBeHHOe CcpeacTBo
BhinyweHo B8 obBopoT unw Oonee HeQOCTYNHO B cCTpaHe WnW Ha TeppuTopun. OH Taike
ONMCEIBAET KPUAWYECKMIA CTATYC OTAYCKA (HANPUMEP, PELENTYDHBIA OTNYCK).

Faznen npepoctasnedna nNepuoguyeckore otdetra no ©e3onacHocTW  ONuckIBaeT
vHpOpMAUWMID O CpOKax npegcTaenedHra Nepyuojuyeckoro ot4eta no He3onacHocTW OadHHoro
NeKapcTEEHHoro cpegcTea N NepUogUYeckors oT4eTa ob OUeHKE COOTHOWEHMA ero Nofkasl 1

PUCKA.

Mpumedarwe — MoryT BeiTe chydaw, Korga QoONoNHATENEHEA WHEOPMALWA O CTATYOE DEMMCTRaLMN
NEKAQCTREHHONG CPEOCTES MOMET ONPEOenATECA MECTHEMK NRaBUNAME TEPPUTORMIA I0PUCAMELMWIA [Hanpuiep,
Npaounamid WITaToR, NPOEMHLWA WNW TePPUTOPKEA). B oCcoBeMHoCTH 2To OTHOCWTCR K MPWIWHECKOMY CTaTyoy

QTYCKA WIH K PEMACTPALHOHHOMY HOMEpY,

g0
FOCT rocTtPuCO 11615-2014 CrpaHuua: 69/206

G ((H]|idl GostExpert.ru


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

rocTt P UICO 11615-2014

7.3.2 JetancHoe onvucadve MHPOpMaLWMK O perucTpayum

oloss Do vaNeiod onsc e p-lrunTpaquu/J
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KON A IS HEA OTETYC DTy 0 TEPEATOHHE

PyUcyHoK 9 - [leTansHad Mogens MHQopMaUdy O perdcTpauqm

[ns kamgoro NeKapcTEEHHOMO cpedcTea fon#Ha ObiTe yKA3aHa COOTBETCTBYIOW AR
WHMOPMALWMA O Bro PerucTpayvu.

MNpu HeoDXOOMMOCTH WHPODMALUWMA O pPerdcTpaumK fonxHa DbiTe yka3zaHa Takke ans
YNaKoBAHHOIO NEeKapCTBEHHOMD cpeacTsa (cM. Huxe). B aTux cnydanx fonkHa uenonb3oBaTsLon
ONMCAHHAA HWKe CTPYKTYPa WMHGOPMAUMKW 338 TeM WCKMoMeHwem, 4To uHdopmaumna ob
YNONHOMOYEHHOM OpraHe W Bnajensue PerdcTpauMoHHOMD YOOCTOBEpeHWA He 00A3aTenkHo
nomxHa BuITh yKA3AHA 3aHOBO, NOCKONLKY OHA HAacnegyeTcs o7 MHopMauuK o perncTpauud

OaHHOMD NekapCTEEHHOIo CpecTea.
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7.3.21 PeractpaunoHHoe yaoCTOBEpEHKE

NekapcTeeHHoe cpencTeo BeINyckaeTcA B oDOpoOT, KOrOa YNOMHOMOYEHHBIA Oprad
BLIOAET HA HErD PerHcTRauMoHHOS YOOCTOBSPEHWE UNK er0 3KBUBANEHT.

7.3.21.17 PernctpayvoHHsi HOMED

B atom arpubyte ponweH ObiTb yHKa3aH PervcTpaudoHHBIA HOMEpP, NPUCBOEHHbIA
YNONHOMOYEHHBIM OpraHoM CTPaHbl WNW TEPPUTOPMA OaHHOMY NeKapcTBeHHOMY CpeacTey.
$opmaT npegcraenexda — TekcT. [NA NekapcTBEHHLIX CPeACTB, KOTOpLIE B COOTBETCTBMM C
3akoHoaatenscTeom mMoryT obpawateca Hes permctpauuw (Hanpumep, B CLWUA — nexapctea,
BbiNyWeHHEle 8 oBpawedHre 0o Hawana yHKLWOHMPOBAHWA YNONHOMOYEHHOIC OpraHa) vy
KOTOpLIX hOpPManbHbIW PEricTPauMoHHBIR HOMEp OTCYTCTBYET, BMECTO Hero AomneH ObiTh
YKa3aH HOMEp NULEH3WK, HAHEeCEeHHbIA Ha YNakoBKY WNKW KOHTeWHep NWBO0 HanedaTaHHbiA Ha
BEMAAbILLE B YNAKOBKY.

7.3212 Crpana

Crpana, B KOTOPOW OBWCTBYET pErMcTpauKoHHoe yaoCcTOREpPEHWE, AoMKHa BLiTh yKkazaHa
C NOMOLLBH OBYX- WNK TpexDyKBEeHHBIX KOOOB B COOTBETCTEBMKM CO cTaHgapTom ISO 3166-1.

Ecnv pedcTene perucTpauyMoHHOro YOOCTOBEPEHWA PacnpocTpaHAeTcA Ha HEeCKONLKo
CTpaH, To A0M#HLl BLITh yKa3aHs! BCE 3T CTPaHb! (TEPPUTOPMUK K PUCOMKELWMK).

7.3.21.3 Hpuaudeckwi cTatyc oTnycka

B atom atpubyTe gonxed OHITe yKa3aH HPWAWYECKWH CTATYC OTNYCKS NEeKapCcTBEHHOID
CpeacTea B COOTBETCTBMM € KNAcCHMEAUWER, NPUHATOR YNONHOMOYEHHBLIM  OpraHoM
(Hanpumep, oTnyck No peuenTy vwnu Bes peuenta). KOpUaMYeCcKWA cTaTyc OTNYCKa Jon#eH BeTe
B3AT U3 COOTBETCTRYHOWEND HOPMaTUEBHOMD cnogapa. JonmsHsl BeITh YKa3aHbl CAM TEDMUH W Er0
waeHTUpUKaTOp B 3TOM cnosape.

Mpumepsi

1 Mekapcmeo omnycKkaemch no peuenmy.

2 Mexapcmeo omnyckaemcA Ge3 peyenma.
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7.3.21.4 Crartyc pervcTpauuu

B TedeHue CpoKa MW3HW NEKAPCTBEHHOIMD CPeAcTEa ero  pPeErvcTpauMa  MOMET
npeTepnesaTe PaINKYHBIE WIMEHEHMA B 32BMCHMMOCTH OT NPOUEAYD PEMMCTRaUWN, NPUHATHIX HA
OaHHOW TEppUTODMM HPUCOMKUMK. 3THW M3MEHEHWA [OMMHb ObiTh YKA3aHB C NOMOLUYLHD
3HaYeHWA M3 COOTBETCTEYHLWEND HOPMATUBHOMD cnoeaps. JonwHsl ObITh yKa3laHb! cam TEPMKH
W ero WAeHTWMKATOP B 3TOM CnoBape.

Mpumepsr — AxmueHan (JeldcmeumensHan), cpok delicmeus 3agepueHd, 6o300H0BNEHE,
HE EﬂﬂﬂﬁH‘ﬂEﬂBHﬂ, omMeHEHA.

£.3.21.5 [aTa craryca perdctpaguu

37107 aTpubyT poneH cofepxaTs OaTy Hadana JelcTews gadHoro cratyca. Oda
pom#Ha BelTe YKazaHa C TOMHOCTBK 00 OHA (rog, MecsAd, AeHb) B COOTBETCTEMM C dopMaTomM,
ONWCAaHHBIM B cTaHnapte MCO B601.

Mpumep — Cpok dedcmeun pezucmpayuu ucmex 2011-01-01.

73216 [llepunon 0eACTBHAA

370T aTpubyT JQOoMMeH cCoOepHaTe Nepuos OeHCTBMA QAHHOMD CTATYCA, BLiDAKEHHLIR B
TEpMWHAX 03T Ha4ana ¥ cpoka OeWCTBMA pPErvcTpauri. 3TW gaTel JoM#Hbl ObiTh yKa3aHsbl C
TOYHOCTEK 00 AHA (rofd, MecAd, AeHs) B COOTBETCTEMM ¢ DOpPMAaTOM, ONWCAHHLIM B CTaHOapTe
MCO 8601,

Mpumep - Pezucmpayus dedcmeumensya 8 nepuode ¢ 2011-01-01 no 2015-01-01.

7.3.22 Bnaneney perucTpauMoHHON YA0CTOBEPEHUA

CrpyxTypa wHdopmaymi o Bnagensue perucTpayMoHHONo YAOCTOEEPEHMA, BbIJAHHOMD
YNOMNHOMOYEHHBIM OpraHoMm, AOM#Ha COOTBETCTBOBATL CTIpyKType knacca "Opradusaywa”,
ONMCAaHHOW B pasgene 7.4.

Nna nexkapcTBeHHbIX CpeacTE, KOTOpPLIE B COOTBETCTEMM C  AeWCTBYHLLMM
3aKOHOOATENLCTEOM HE NOANEXAT pervMcTpauM, BMECTO AeTansHelx CBefeHnid o hopMansHom

Bnagensue pericTpaluoHHOMo YAOCTOBEDEHWA J0NKHE DeITh YE33AHEl OeTanbHBE CEBENeHWA O
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NOCTaBLMKE, HAHECEHHLIE HA YNAKOBKY WNKM KOHTeWHep nubo HanedvaTaHHble Ha BKNagbille B
YNakoBry.

7323 YNoNHOMOYEHHLIW oprad

Crpyktypa wHchopmaumym ob yNoONHOMOYEHHOM OpradHe, BolAaBliem perdcTpayWoHHoE
YOAOCTOBEPEHME HA [OAHHOE NEeKapcTBeHHOS CpeacTeo, AO0MKHA COOTBETCTBOBATL CTPYKTYpe
knacca "Oprasvaauuns”, onucaHHown B pazgene 7.4,

7.3.24 Tlpouepypa pericTpauMm

B atom arpubyre ponwHa ObiTk yKazaHa uwxdopmauws o npousaype perucrpayum,
NpMMEHEHHON ONA NepBUYHOW PErncTpaudk NekapcTBeHHOro CpefcTea WNK ANA HW3MeHeHWA

pervcTpaLMm.

MpumedaHke — HOPMATUBHLIE OOKYMENTE H3 OAHHON TEDDHTODWH ODACOMKLMA MOMYT YTOUYHATE
TpefonaHKA, OTHOCALLWMECA K PEanKIgUiiy CTAHGADTS B YSCTH OOKYMEHTS DErWcTPaUMOHHONT A0CkLE, HANDHMED,

TpebonaTe, 4Tobkl 2Ta MHGOPMALKWA NPEQCTARNANACE TOMBKD N0 AANPOCY.

732417 Woentudwkatop UNKM HOMEpD Npoueaypsl

B atom atpubyTe gonsed ObiTe yKA3aH YHUKANBHBIA MOASHTMPUKATOD KOHKPETHOMO
dpakTa npuMeHeHUA Npouedypebl. PopMaT NpeiCcTaBNeHUs — TEKCT.

7.3.242 Tun npouenypsl

B atom atpubyTe AonmkeH DeiTh yKa3aH THN NPOUBOYPE, NPUMEHEHHOW NPKW PErucTPaLmMKM
WNK MIMeHEHWK pervcTpaddy. Tun gonsed ObiTe B3IAT U3 COOTEETCTBYHOLWErs HOPMATHUBHOID
cnoeapA. JomkHbl BeITh YKa3aHel caM TEPMUH W ero waeHTUUKATop B 3TOM cnosape.

Mpumepsl - LUenmpanu3zosaHHan, OeUeHMpPanuUI0e8aHHEN, HIUUOHENEHAR, SIGUMHOE
npuUIHaHue.

7.3.24.3 [ata npouenyps

B atom atpudyTe gonsHbl GbiTe yKa3aHbl 4AThl HAYANA W 33BEpLUSHWA NpoUedyphl. 3TH
0aTel OOMKHEl DbiTe YKa3aHbl © TOMHOCTBKD A0 OHA (rod, Mecal, OeHb) B COOTBETCTBMW C

dhopmaTom, onucaHHeIM B ctadgapte MCO BBO1.
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7.3.25 3asBneHune o pErucTpanyy UK M3MeHeHuy perdcTpaumm

MepByyHan perncTpauns, a TAKKe MIMeHeHWe CYLWecTBYIOWER perucTpauuy (Hanpumep,
B03006HOBNEHWE, BAPWALWA UNK OTMEHAa) OCYLLECTBNAKTCA NO 3aABNSHWAM.

Netanu 3asBneHWs O pPErucTpauMy WK WM3MEHEHMK pPervcTpauMy JOonHHe BbiTh
OMUCaHBI, NCNONL3YA CTPYKTYPY 3TOMC Knacca.

732517 WOEBHTUOWKATOPR UMK HOMED 3aABNEHWA

B atom atpubyTe ponmsed DOblTe yKA3EH YHUKANBHLIA WOEHTWOMWKATOP KOHKPETHOID
aangneHusa.  OObivHO  WOBHTUQKWEATOPL MKW HOMEpDA  33RBNEHWNA npuceaKMBasT
YNONHOMOYEHHbLIA OpraH.

7.3.252 Tuvn aaseneqHys

37107 arpubyT O0NMEH COOep#AaTe TWM 33ABNEHWA, B3IATHIA W3 COOTBETCTBYHILLEND
HOpMaTHBHOro cnoeapa. JonwHel DbITe YKA3aHbl cAM TEPMKMH W ero MOHTWDWMKATOpP B 3TOM
cnosape.

Mpumepsr - [MepsuvyHas pesucmpayus, so3zolHoGMEHUEe peEZUCMPaUUL, BAPUALLSA,
pacluupeHue.

7.3.2.5.3 [aTa zaneneHdda

370T aTpubyT QONWeH coOep#aTe OATY 23ABMNEHWA O DErdcTpaumi MNKM WaMeHeHWM
perncTpaumi. OHa gomkHa ObITe YKA3aHAa © TOWMHOCTBK 00 OHA (rod, Mecdl, deHs) B
COOTEETCTEMW C (POPMATOM, ONKCAHHBIM B cTaHgapTe MCO 8601,

7.3.26 Cratyc peractpauqm

3TOT KNacc oNWCeIBAeT CTATyC pervcTpauMk Ha JaTy, Korja nekapcTBeHHOe CpedcTBo
OeACTBUTENEHO DeINO BRINyWeEHo B 0DOPOT, WNW HA OaTy, KOrga oHo nepectano DbiTe
OOCTYNHBIM, OH Takke coOepHUT WHMOPMALWKD O KDWOWMECKOM CTATYCE OTNYCKa (HanpumMmep,
no peuenty unu Bea peuenTa).

Mpusedadwe — MoryT OwiTe CAydad, Wor0a SONOMHWTENEHAAR HHQOPMAUMA © NedapcTaeHHoM

CpEOCTEE (CTATYC PEMMCTPALMK MW EPUIMYSCKUA CTATYC OTNYCHA) MOKET DEryNHPOBaTECA MECTHRIMKA NPaRKaMA
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TEPPUTODHK I0PMCOMKLAY (HanpUMep, NpaBunamd WTaToR, NPOBMHUMA WNM TeppuTopui). CTpyTypa knacca

CTaTyCa PEMVCTRAUKI NOABSNSET YEAIaTE HANKYWE Takoro ocoboro peryNHooBaKlna.

7.3.261 Crpana
CTpaHa, B KOTOPOW O8WCTBYET JAHHOE PervcTpauWMoHHOe yOOCTOBEpeHe, aonxHa OuiTe
YE33aHa C NOMOLLE OBYX- WNW TpexDyKBeHHLIX KOOQOB B COOTBETCTBMM CO cTaHgaptom SO

3166-1.

Mpumeyarnwne - [Ona oboawayenwa Esponefckoro Comaa MOMHO Mcnoneaceate kog EU, He
ABNAIOWHACA MPUUMAnNeEHOM KOO0 CTRaEHe W3 cTadwgapra WMCO 3166-1. Epponedckrd CoKa ABNASTCA HE
MoCyJapcTeOmM, 3 OpradHdlauqen, YNeHaMK KoTOopoR ABNAKTCA CYBepEHHLbIe rocydapcTea. Mo 370 NoUYrHe kog
EU He mMoweT ObiTe OPUUMANEHD BEMKMEH B cTadgapt VMO0 3166-1. YYuThiBas, OQHAKD, YTO Y AAHOMHX
NoneICBATensld ctasgapra VOO 3166-1 ecTe peaneHad noTpebHOCTE B NpMMeHeHid koga EU, AredwTcrao no

pegenrio MCO 316 sapeleperpoBans aToT ko4 ANA dgeHTudrkauny Epponercioro Cowoaa exe pamor MCD 3166-1.

73262 Teppwtopua

Korga ynonHoOMOYMEHHBIM Oprad esifaeT perucTpauvoHHoe yOOCTOBEDEHWE, B KOTODOM
npegycMoTpeHbl ocoBeHHOCTH ero TEPPHUTODWaENEHOMD NpUMEHEHKA, TO COOTBETCTBYHILWAA
TEPPUTOPMA MOXET BbITh yKazaHa ¢ NOMOLLLI0 3HAYEHWA M3 COOTBETCTBYHILLErD HOPMAaTUBHOIO
cnoeapsa. [Jon#Hsl BeITe yEa3adel cam TEPMKH W ero MaeHTUgUKaTOR B 3TOM CNoBape.

fpumep - B pasAbix nposunHyuax Kawadsr mopuduveckuld cmamyc oOmnycKa
nekapcmeenHozo cpedocmea momem omnuvambsca. B mo epemMa Kax cmpanol peaucmpayuu
ocmaemca Kawada, @ smom ampubyme mMosym Obimb YKa3aHbl Ha38aHUA [POBUHUUL U
wpuduyeckul cmamyc omnycka 8 kaxdol nposuHuuL.

73263 TeppuTopHaneHsld pETMCTRPALUMOHHEINA HOMERD

3ToT  artpubyT  JOMMEeH COOepkaTe  PEerMcTPauMoHHBIA  HOMEp, NPUCBOEHHLIA
YNONHOMOYEHHLIM OPraHoM Ha AadHOW TeppUToprn. POpMaT NpeacTaBneqna — TEKCT.

7.3.264 [aTa seinycea (NpekpalleHua)

37oT atpuMbyT gonwedH COOepHATe OAaTy, Ha KOTOpYK Bragensly perdcTpaunoHHOro
yaocToBepeHns  (MNK, ecnu TaKoBOrO HeT, npoWasogudTens nuwbo nocTaBwuk) BBen

NEeKapCcTEEHHOE CpedcTeO B oDpalleHWe B OAHHOW CTDAHE WWMNW HA OaHHOW TEpPUTOPMK, 3
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Takwe naTty, Korga 370 nekapcTBeHHOE cpefdcTBo "nepectano OoiTh QOCTYNHbIM HA JaHHOM
puiHKe". [aTta gonaHa O6iTe YKa3aHa © TOYMHOCTLIe A0 OHA (rof, Mecal, AeHs) B COOTEBETCTEUMM C

dopmaTom, onucaHHeIM B cTadgapte MCO 8601,

Mpumedadue = "Boen 8 ocbpalerde” 0IHAYAET HHAUWMHDOBAHWE UEMKA NOCTABOK MNEKaQCTBEHHOM
cpegceTea. TepecTans BuiTe Q0CTYNHBIM' O3HAYAET, 4TO BMALENEY PErMCTRALMOHHOTS YOOCTOREDEHHA NPHUHAN
pewerne Dones we NPOJARATE JAHHOE NEKAPCTEEHHOE CPEACTEO WM YTO QOACTBHE PEMMCTRALKOMHOMD

YAOCTOREDEHIWA NDEKDalLEHo.

7.3.26.5 Hpuaoudeckwi cTatyc oTnycka

B atom atpubyTe gonwed OBITh yKa3aH HPUAWYECKWA CTATYC OTNYCKA NEeKapCcTBEHHOro
CpeacTea B COOTEBETCTBMM C  KNAcCH@UKAUMEW, NPAHATOR  YNONHOMOYEHHBIM  OpraHom.
HOpvaudeckWd cTaTyc oTnycka non#edH ObiTe B3AT W3 COOTBETCTBYIOWEND HOPMATHBHOMD
cnoeapA. Jon#Hsl BbITe YHa3aHe! CaM TEPMKH W €ro MOEHTUPKUKATOD B 3TOM CNOBapE.

Mpumeps:

1 POM - monexo no peyenmy (Prescription only medicine).

2 P - omnyck monsko yepes anmexy (Pharmacy only medicine)

3 G5L - obwan npodawa {(General sales list medicine).

7.3.2.7 [pepocTtaeneHue NepUoaUHEcKOro oT4eTa no De3onacHoCTH

Nepuoaguyecke otuetel no bezonacHocTw nekapcTeenHoro cpegctea (MOBMNC) w
nepuoguyeckne oT4eTel 00 OUEHKEe COOTHOWEHWA ero nofk3bl W pUCKA NpedocTaABNAKTCA
BnagensuemM perdcTpauWoHHOre YyOocTOBEpEeHWA Yepes onpefeneHHse WHTEDBANL BDEeMEeHH,
3afadHbie NpY perucrpauunu NeKapocTBeHHOMo CpefcTea MNW onpefenedHHsie OeWCTBYHLWMM
3aK0HOOATENLCTEOM. 3TH OTYETL! CO4EpHAaT CBOOHYH MHpopMauM o npodiine CoOOTHOWEHKA

NoNb3bl ¥ PUCEE NeEKapPCTEBEHHONO CpeaCTed.

Mpumedadue — HOPMATHDHEE O0KYMENTE H3 OaHHOR TEPPUTOPRMM ODWCOMKLHY MOMYT YTOYHATE
TpefonaHKA, OTHOCALWMECA K WHPOPMALMM, BRAKYAEMOR B NEPUOOWYECKWE OTY8TEl N0 GeannacHocTA
NEKapcTEEHHOND CReacTea, Hanpumep, TpebonaTe, YTobk onpegeneHHan MHMopMaLKa NpedcTaEnNANack TONLKD

no 3anpocy.

67
FOCT rocTtPuCO 11615-2014 CrpaHuua: 76/206

M4 GostExpert.ru


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

rocT P UICO 11615-2014

7.3.271 MacTtoTta npegocTaBneHusa oT4eTa no De20nacHoCTH

YacrotTa npepocrasnedHws  oTéeTtoe no  Ge3onacHocTw Mnv oTtyetoe ob  ocueHke
COOTHOLWEHWA  NONb3kl W PUCKA  NeKapCTBEHHOrC  CpeOcTea MOMET  330aBaTheA
38KOHOOATENLCTEOM  MNKM YNONHOMOYEHHLIM - OpradomM, pPerdcTpyupylWnm  nekapcreeHHoe
CPeacTBO Ha faHHOW TeppuTopKK. 3TOT aTpubyT QONKEH YKA3LIBATL MHTEPBAN NOBTOPEHWSA Kak
HMCMOBOE 3HAYEHWE C eQWHMUER WIMEDEHWA BpemMedn. EguHuusl mamepeHnsa QomwHe! BelTe
YKa3aHbl B cooTBeTcTeMM co cTanfaptom MCO 11240 v peaynsTUpyOWENd TEPMUHONOMMEN.
Jon#HL! MCNONL20BATLCH CUMBON EO0MHULE! M3MEDEHNA U WOSHTUDMKATOP 3TOMD CUMBONA.

Mpumep — Yacmoma npedocmaanedun NOBAC jadaemcA Kaxw Yepes Kawdble WeCMb
MECAUEs 8 MeYyeHUe nepesix deyx Jem om Havana obpawjeHus NeKapcmeenHoz2o cpedcomea u
pai @ 2od 8 medYeHue cnedyouux dayx mem.

73272 [aTta npegocTasneHua

3707 atpubyT Qonxed cogep#aTte gate npegoctaenexdua MNOBNC wnu omieTtoe ob
OUEeHEEe COOTHOLWEHWA NONB3kl W DUCKA BMECTE C 2308HHOW YacToToW npegocTaeneHuA. OdaTa
fon#Ha BelTe YKazaHa c TOMHOCTRIO 00 OHA (rog, MecAld, JeHb) B COOTBETCTBMUA C dhopMaTOM,
ONWCaHHbIM B cTannapTe MCO BBO1.

7.3.27.3 MesxayHapoOHasa garta poxaeHuA

MexaydapoaHaa garta poxgeHds (MOF) nata nepeod perncTpaddy npoaykTa 8 Mupe,
enwHan ana scex cTpad. [lata gponsHa ObiTh YKA3aHa © TOMHOCTLH 40 OHA (rog, Mecsl, JeHs) B
COOTEBETCTEMK C (DOPMATOM, ONWCAEHHEIM B cTaHgapTe MCO 8601.

73274 [artaorc4erta

Ecnu nekapcTeeHHble cpeqcTea 3aperMcTPUpOBaHLl B PAa3HOe BPEMA, HO COOep#ar oaHy
W Ty He aKTMBHYH CYBCTaHUWKD WNK KOMBMHAUMWIO BKTHBHLIX CyBCTaHUMIA, TO YNONHOMOYEHHE!A
OpraH JOaHHOW TeppUTOpPHUM  MOXMET W3MEHWTE W TrapMOHWM3WpOBaTe YacToTy W Oathi
npegcraeneqma NOBMNC 1 neproguyeckux oT4eToB 00 OUEHKE COOTHOLWEHWA NONb3B M PUCKA,
HanpWMep, WHUUMKPOBATE nNpeacTaeneHue obWwerc oT4eTa No  3TUM  NEeKapCTEEHHLIM
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CcpeqcTeamM W YCTAHOBUTL HOBYH) OaTy OTcyeTa nepuogos npegoctasnednn. [lata gonxHa Buite
YK33aHa C TOMHOCTBI 00 OHA (rod, Mecdy, AeHb) B COOTBETCTEMW C hopMaToM, ONUCaHHBIM B
cTaHoapTe MCO BBO1.

7.3.27.5 [aTta BnokrpoBaHWa QaHHLIX

Narta GnokMpoBaHMA OaHHLIX 02HaYAET JaTy NPexpaleHua NPUeMa HOBBIX JaHHLIX 4NA
einoueHuA & MOBNC wnw nepuoguyecknia oT4eT ob OueHKe COOTHOLWEHWA NONb3bl W PUCKA.
Nata pgonsHa OblTe ykaszaHa C TOMHOCTEH 00 OHA (rog, Mecsud, OeHb) B COOTBETCTBMM C

dhopmaTom, onucaHHBIM B cTaHgapte MCO 8601.

7.4 OpraHuMzayuna

7.4.1 Obwee onUcaHWe

Te Knacckl, B MMEHW KOTOPBIX yKa3zaHo "OpraHu3auWsa”, OOM¥HbL MMEeTs 0By

CTRYETYRY, ONACEIBAKLWYH OpraHW3ayil KOHEPETHOMD THNa.

7.4.2 [leTanbHoe onvcanme MHopmaumn ob opraHusaumm

class fleTaNbHOoE ONMGCAHWE D-[.‘IFBHHSBLI.HII/

DpraHn3a LM HoHTAETHOR MWL
- Apjpec - [NpusHEs KOHPUABHUWENEHGCTH
- MpeHTHg uEaToR 118 Pone
- HanWmeHoBaHWue - TensKoMMYHWEE UMOHHEE 0pec
- [Mpnasak koHRaeHUHENsHoC TR [0.1] - DPAMEAMA. WMA, OTYECTED

i+

Opyroe MeCTOHAXOMAEHHE

- Afpec MetToHAXCHOEHWA
- MWpeHTugiueaTop [0..1]
-  Pont MecToHEXOMGEHHA

PucyHok 10 = deTansHan Mogents MHQopMaumMi ob oprad1aacmu

GE)
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7421 Opradmzaums

74211 Woedtudwkatop

370T atpubyT QONMEeH CoOdep®aTb YHMKANBHBIW WOeHTUPKUKATOD opraHmaauuy. MomHo
WCNoNb30BaTe MEXOYHAPOOHYH CUCTEMY YHUKANEHOW MOSHTUMMKALWK OpraHn3aunn.

74212 HawmeHoepaHwe

370T aTpUbyT OOMKeH COOepPHaTe HaMMEeHOBAHWE OPraHn3alnK B TeKCTOBOM dopmaTte.

74213 Appec

3T1oT  aTpubyT pgonmkeH cogep#arts anpec opraHM3auMK B cTaHOAapTUM30BaHHOM
CTRYKTYpHpOBaHHOM hopMaTe agpeca.

74214 [Npu3aHak KOHOWOEHUWANEHOCTH

37107 artpwiyT MOMET COAep#aTt KaTeropu HKoHMuaeHuWansHocTM wHdopmagyuk ofb
opraHu3auuy. Kateropua gomkHa ObiTh BIATA M3 COOTEBETCTBYHOLWEND HOPMATUBHOMND CNOBapA.
Oon#He! BBITh YKa3aHb! caM TEPMKMH W ero WIeHTUMUKATOP B 3TOM CNoBape.

Mpumeps: - KongudenyuansHan, 6es ozpanuyenudl.

7422 KOHTAKTHOE NULO

3T0T KNACC UCNOMNBYETCA ANA YKA3AHWA KOHTAKTHOIO NWUA B OPraHu3anmi m ero ponu.

Mpumevanue - HopmaTWBHEE AOKYMEHMTEL HA J3aHHCKW TEPPHTORMM KDHCOMELMH MOMYT YTONHATE
TpebonauuA, OTHOCALMESA K MHOODMALKWA O KOHTAKTHOM NWUE, HanpuKMep, Tpeboeate, Y4ToGel 3Ta WHopMaldnA
MEefCcTABNANACE TOMNEKD NG ZANPOCY.

FAZ221 DCamunusa, UMA, OTH4ECcTED
3707 atpubyT gonweH cogep#arte aMWNWK, MMA, OTYEeCTBO KOHTAKTHOMO nuua B
CTaHdapTuaoBaHHoMm opmMaTe, ONWCLIBAKWEM CTPYKTYDUPOBaHHOS NpencTaeneHne damunuu,

WMEHI, OTY2CTEd.
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74222 TeneioMMyHUEAUWOHHBIA anpec

37107 aTpubyT OONMeEH cOOepMaTs TENEKOMMYHWKALMWOHHLIW agpec KOHTaKTHOMo nwuua
{Tenedod, SNeKTPOHHAEA NoMTa W T.4.) B CTAHOApPTU30BAHHOM QOPMATE, ONWUCHIBAHILWLEM
CTPYHTYPWpPOBAHHOE NpedcTaBneHne TENSKOMMYHMEAUWOHHOIo aapeca.

74223 Ponb

B artom E!TFIIHE'},."T‘E! Aon+Ha EbiTh YE23dHa pPole KOHRTAKTHOMD MKUa B Opradd3auid,
CBA3AHHAR C KOHTEKCTOM JaHHOro nekapcteeHHoro cpegcrea. Pones gon#da BeiTe 23AaTa ux
nooxogAWero  HopmaruedHoro cnoeapa. Jon#dsl ObITb YHa3aHbl caM TEPMHH M ero
H,HE'HTHE’}HHETD[J B 3TOM CNnosape.

Mpumeps:

1 ¥nonnomoueHHbil no hapMmakonadiopy (opzanu3ayUuoHHBIl KOHMexkcm: enadeney
PEZUCMPaYUoHHOZ0 yOOCMOBEepeHUs).

2 ¥nonHomMoYeHHbI mo BBIMYCKY cepuu {opzaHuzayuoHHBIG KOHMEeNC:
npouisocdumens).

3 OdhuyuansHel npedcmasument cCNOHCOPa (OP2aHU3AUUOHHLIL KOHIMEHCM. CNOHCOP).

74224 TpyaHak KoHDWOEHUWANEHOCTH

37107 artpubyT MOMET COoQep#aTe KATEeropu KOHMWAEHUWANBEHOCTM WHopMauWK o
KOHTAKTHOM nNMEUe. HE[TEFGFIHH Oon#EHa BbiTe B3IATA W3 COOTESTCTEYHOWEND HOPMATHBROM
CNoBapH. Oon#Hbl DEITR YEa3dHbl CaM TEDMKH K ero I-"I,Ei'EHTI"I-E‘,".'Il-1-!{'|:'IT'i'_'+|:|l B 3TOM CROBApe.

Mpumeps! - KondwudenyuansHan, Oel oepanuverud,

7423 [Opyroe MECTOHAXOHOEHWE

AToT  Knacc HCNoMNe3yeTCA 4NAR  YEa3dddA  OOHOM  WMNK HeCKONBRME  3H3YHMBlX
MECTOHAXOMASHWH OpraHu3aumK U ponu 3TOro MECTOHAXOHOEHWA.

MpumedaHue — HOPMATHBHBIE OOKYMEHTEL Ha OAHHOH TEPDMTORMM FDHUCLMKLHMY MOMYT YTOYHATE
TpebopaHuA, OTHOCALWMECA K WHChOpMaUWd © OpYrHx MECTOHaXOWOeHWAx, HanpuMep, Tpefopate, 4Tobe aTa

WHOPMALMA NPeacTABRNANSCE TONLKD N0 3aNpocy.
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74231 Agpec MmecTOHAXOMAEHWA

37107 aTpubyT OgonseH CcOodepwats afpec  MEecTOHAXOMAEHWA OpraHW3auMW B
CTAHOApTU3I0BAHHOM CTPYKTYpPUPOBAHHOM dpopmMaTe anpeca.

74232 Ponb mecToHaxomaeHWs

B atom atpubyTte nomxHa ObiTe yKazaHa poNb MECTOHEXOXOEHWMA OpraHM3auuM B
KOHTEKCTE OQAHHOMD NeKapcTBeHHoro cpeacTea. Pone gonxHa DulTe B3ATA WX NOAXOAALLErO

HOPM3THBHOMD CnoBapH. Oom#Hbl BbiTh VYEQ3dHbl Cadit TEPMWH W elo H,D,EHTH{I]HHELTDP B 3TOM

CNnoBsape.

fpumepsr — MecmonaxowdeHue HOpMamueHO-CpasowHol uxbopMayuu cucmembl
thapmanonadiopa (op2anuU3aYUOHHEI KOHMENCM: anademney pPE2UCMPALLUOHHOZD
ydocmoeepeHusn).

f4233 WoedTudukaTop
3707 aTpubyT [ONMEeH cogepHaTt YHMEaNbHLIR WIeHTHMUEATOP MEeCTOHAXOHOEHMIA
opraHuaauuy. MoxHO WCnonbaocBaTh MexdyHapogHyH CUCTEMY YHWKANEHOW WOeHTUMOUKAUWK

MECTOHAXOMOBHWUH OpradHu3aumi.

7.5 MNpowasognTens/npeanpyuaTtue

7.5.1 OBwee onvcaHWe

B atom pazfdenes onucaHa I-"IHI'_T.}D[JMEILI,I.-'IH O NpodW3eoguTenes WMNW NpednpyatEay no

NEOWIE04CTEY NeKapCTEEeHHOMD CpedCcTeA.

clags EHG&HG}P&BHEHI}B GNECAHKWE NPOWIB0gQHTENA /

NesapcTEeHHoR Mponssogurens NpowssogcTEEHHAR YNonHOMOYE HH B
CPaasTED inpeanpHATHE ONERELHA aprad (Oprandaauma)
1 +| [Opranmzauna)
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Pucynok 11 - BoicokoypoBHeBaA MoOAens wHdopmauvd © NpoM3aBoguTens  WMnu
npegnpUaTin

NekapcTeeHHOe CPEACTBO ACCOUMMPOBAHO ¢ MHpopMaurer ob oOHOM MMM HECKONBKMX
NPOW3BOOWTENAX  WNWM  NPeonpUATHAX, BbiMONHAKILLWX  PA3NWYHBIE  NPOW3BOACTBEHHbLIE
onepauyu No NpoK3BogcTey 3TOr0 NekapocTeeHHoro cpegctea. Hanaop 3a aTol 0eaTensHOCTh

OCYLWECTBNAST COOTBETCTEYHOWMA YNONHOMOYEHHEIA OpraH.

7.5.2 leTancHoe onMcaHMe HHPOPpMaLUKMK O NPOUIBOAUTENE MNK NPeanpUATHA

class OeTaNielid Weid0 0 WHA O 0D S0 0E TR M /J

Nodpo TodHsoD ©poas T

MpaklRase TREHSAA BUEDHa 0 ER

T o 3 TP T £ 0 T A ST VRN AR TR
(O pradAIaLAS]) - OaTe madana gedcTAHA [0..1)

Homap negedIda Ha hApuaueTulen 0y JesTenueoo e [0 1]

(D prawdlagma ]

NovS=AL KoHS A D@ HanL wazTiA [0 1]
Tar on e p&ese

PucyHok 12 = [leTansHaa mogens MH@opMauny o NPOU3BoaUTENS WNK NPEANPUATHMM
NexkapcTeeHHoe cpeAcTEO O0M#HO ObITE acCOUWMMpOBAHO © OJHWM WM HECKONbKUMMN

NPOUIBE0OUTENAMK WK NPednpURTHAMA.

MpuwmedaHue — HOPMATHBHLIE OOKYMENTEL H3 OAHHOR TEPPMTORPMM HODWHCOMKLHMY MOMYT YTOYHATE
TpefopaHuA, OTHOCALWECH K RHDOPMALKKY O NPOWIBCONTENAR MW NPESNPUATHAX, HANPHMEp, TpeGopare, YTobw

aTa WHROpMAaUXMA NPpeacTasnAnack TONLED N0 32NPOCY.

7.5.21 MNpouwasogutens/npeanpuatue (OpraHuaauma)

WHdopMauma 0 NpoM3BogMTens/NpeanpusaTHM, BLINOMNHAKILLEM  KOHKDETHYHO
NPOW3ABOACTEEHHYHY Onepauwn, pon#Ha bolTe ykazada, cnegys wabnody uhdopmauwu ofb
OPraHM3aumMy, oNUMCaHHOMY B paagens 7.4,

Mpumeps:
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1 Onepayus ¢e6INYCK CepUUy BLINONHABMCH Npoussodumenem sPupma ABB».

2 Onepayus «NepeMapKupoOEKas BbiMoTHAeMcA npednpuamuen s@upma FOEs.

7522 TlpoWaBogcTEEHHAA onepauwrn

3T0T KNAcc A0N#eH cofepwaTts WHOopPMauWK 0 NPOW3IBOACTBEHHOW OnepauuM,
BbINONHASMOW KOHKPETHOW OpraHnaauMel NpoM3IBoauTena/NnpednpUATHA.

F.59.221 Tunonepauum

3T1oT artpubyT Jon#eH cofdepxaTtb TWN NPOM3BOACTBEHHOW ONEepauus, B3IATbIA W3
COOTBETCTBYHLWErND HOPMATMBHOro cnoeaps. [JonmsHel OblTe yKa3aHsl cam TEpPMUH WU ero
waeHTWPUKATOD B 3TOM CNoBape.

Mpumeps! - MepeMaprupoexa, NEPeYNAKOBKa, BLINTYCH CEPULL

7.5.22.2 Homep NWUEHIMW Ha papMaLeBTHYECKYD O8ATENLHOCTE

B atom atpubyTe pomkedH BbiTe YKA3aH HOMED NWUEHZWMKA HA (DapMaUeBTHYECKYHD
OeATeN:HOCTEL MNK ero 3KerMBaneHT. Popmar npegcTaBneHuA — TeKCT.

7.0.2.2.3 [laTta Ha4vana 0encTeMA

B artom artpwbyTe ponxHa ObiTe yKasadHa 0arta Hadana OedcTEMA NWUeH3MW  Ha
hapmMayeBsTHHYECKYH OEATENLHOCTE, MOBHTUWUWPOBAHHOW B npegsigywes atpubyte. daTa
Oonm#Ha DbiTe YKazaHa ¢ TOMHOCTEK A0 AHA (o4, Mecal, OeHb) B COOTBETCTBMM ¢ (DOpPMaTONM,
OMNUCaHHBIM B cTaHnapte MCO B601.

75224 [pusdak koHpHOoeHUKWaNEHOCTH

370T aTpubyT MOMET COOAEDHaTe KATEropHK KOHMWAEHUMANBHOCTM WHOpMaUWKM o
NpOM3IBOACTEEHHOW onepauwk. KaTteropwa pgonsHa ObiTe B3ATA W3 COOTBETCTEBYHILLEND
HopmMaTueHoro cnosapa. JomsHsl DbITe yKa3aHol caM TEPMKMH WM ero WOeHTHdWMKaTop B S5TOM

CNoeapes.

Mpumepsl — KongudenyuansHan, 6e3 ozpanuyeH L.
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7.5.23 YnonHomoueHHsA oprad (Opradmsaums)
WMudopsmaywa 0f ynonHOMOYEHHOM OpraHe, OCYWeCcTBNALEM HAO30D 33 KOHKPEeTHOW
NPOW3IBOACTEEHHOW ONepauWneld, fonxHa BeiTe yKazadHa, cnegya wabnony wHgopMaudd ob

OpraHWaauMy, onucaHHoMY B pasgens 7.4,

7.6 ¥YnakopaHHOe NeKapcTBeHHOE CpeaCcTBO, BKNHOYaRA I'IFIGI'ISBE'HEHHI:II:‘I npoayeET K\

MeOMUMHCKOE Wafenue
7.6.1 OBwMe NnonoXeHHMA

B oaTtom pazfene npveegeH. onWCanWe NekapCTEEeHHOND cpelCTBa B TeDMUHAX
YNakoBaHHOMD NeKapCTBEHHOMND CpedoTea, NpeAHa3HaYeHHOND ANA NOCTABEM MNKW Npogaii.

OnucaHue YaroOBaHHOMD nNerkapCTBeHHON? CpelcTea O0MAHC OXBaTelBAaTe BCE2 CNOKM
YNaKoBEA OT EHELUHER OO I'EEFIIBI"I"-JHGI";I_. OOHY WNH HeCKONBKO e0MHKUY, BNOXEHHBIX B YNAKOBEY, W

cobcTBEHHO onNWcaHue OTAeNbHBIX 20MHKML,.
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cpencTea

PucyHok 13 - BelcoKOypOBHEBOE ONWCAHWE pazfena YNakoBAHHOMO NeapcTBEeHHOrD

Knacc «¥YnakoBaHHOS NeKapCTEEHHOE CpeacTeO» ASWCTBYET Kak Konnektop gna Gonee

OeTanbHelX knaccos. B J4acTHOCTH, KaMOQ0oH OTAENbHOW }I'I'}EIHGBEIHHCILH 20nHMUe COOTBETCTEYET

OAWH 3KIEMNNAP KNacca « ¥NakoBaHHaA equHULas.

Knacc «¥nakoeaHHan egMHWLAa» WMEeT DeKypCHBHOE OTHOWEHWS C CamuM cobou, 3Ta

CNO¥MHOCTE HeobXoguma Ond onucadHKs YNAKOBOK BHYTPW YN3KOBOK, HanNpUMep, KapTphixK B

ONUCTepHOM pykKaee B KOopoDKe. YNakoBaHHAA e0WHWMUA MOXET DhITe WOBHTUMWUKWpOBAHA C

NOMOLWLK OOHOM WNK HECKONMLKEWX WOBHTAMUKATOROE B HOCHTENAX AaHHLIX.

ONWCAHKA 3TOFC (DAKTa MCNONL3YETCA KNACC «YNAKOBKA (KOMNOHEHT J».
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CambiM  HUMHWM  YPOBHEM YNaKOBAHHOW e0WHWUBl (KOHTEHMHEpa), Ha KOTopoM
3aKkaH4YnBaeTcs peKkypcuA, SABNAETCA TOT, HOTOPLIA WMeeT HenocpefCTBEHHbIW KOHTaKT C
MuaMyeckrmM  NekapoTeeHHEIM  CPedcTBOM, NPEeOCTAENeHHBIA  Knaccom  «[ponaBefeHHE A
npogykTs. MponisegeHHble NPoOayKTEl ONWCLIBAIOTCA B TEPMMHAX CBOWX WHIPEOWEHTOB, 4TO
bonee netansHo obcyxaaeTcA B nogpasgens 7.7.

¥nakosaHHoe NekapcTBeHHoEe CpefdcTBO MOXET AONONHATLECA MedWUWHCKUM W3jenvem.
MM momer OBblTeb yCTPOWCTBO ON8 NPUMEHEHWHA NEKApCTBEHHOMC Cpeactea, Hanpumep,
opanbHBA - WNpuy,. Takoe YyCTpOWCTBO OnWceBaeTcA kKnaccom «MeguwuuHckoe wagenuer
{AMEWKUM TUN «YCTPOWCTBO ANS NPUMeHeHWAs ). ECNK vagenwe ABNASTCH HEOTbEMNEeMONH
4acTb YNAKOBAHHOMO NEKapCTBEHHOMO cpefcTea, HanpvMmep, npeisapuTensHO 3anolHEeHHbLIA
WNpMy, To OHO TakK#e OoNWcklBAeTCHA Knaccom «MeluuMHCKOoE W3genuer [WMEHLWLAM  TI0
« MIHTErpUpOBaHHOE YCTPOWCTEOR ). [na knacchudpueaudy nogobHbix W3Oenyi UCnone3yrTeA
Pa3aNW4HbBIE CHMCTEMBI  KOOWPOBaHWA, KOTOpPbiE MOMYT ObiTe  NpPeacTaBneHbl  KNaccom
«HomeHKnaTypa wagenuis, a uHdopMaumsa o cepu MoxeT DbiTs yHa3aHa ¢ NOMOLLLH Knacca
aigeHTndukaTop cepuuy. [1pOMIBOACTEBEHHLIE ONepauWK, CBAZaHHbE C© MeJWUHMHCKUM
W3Oenuem, MoryT DblTe YHa3aHbl ¢ NOMOLLLK CTPYKTYP OaHHsbiX «[pouMasoanTens/npeanpuatve
{Opranmaauuna)», onWcadHblx B nogpasnene 7.5.

MNpW HeoBX0OMMOCTH MO#ET BbiTe ONKMCAHO Takke NpebbiBaHWE HAa NOMNKe WKW XpaHeHWe
NekapcTeEHHOro CpedcTea WNW MedWUWHCKOND M3denua.

YnawoeaHHas eguHMUa (B OCODEHHOCTM BHELWHAA YNAKOBKA), WNWM COCTABHAA 4aCTb
YNaKoBKK, a TakKke MeduUWHCKDe W3Oende W NPoW3BedeHHLIW NPoaYyKT MOMyT MWMeTh
DUINHECKME XAPAKTEPMCTHKW, BENKOYAA NpW HeoDXoOWMMOCTH wW3oDpameHwe YNakoBaHHOW
enuHWLLbI.

Kpome TOro, YynakoBaHHOe nNeKapcTEeHHOe CpeacTeo, MedWUWHCKoE uW3jende u

NpoM3sefeHHbIA NPOOYKT MOMYT MMETE DAL APYIWX XapaKTEPUCT UK.
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MNpw HeobxoQMMOCTM € YNaKOBAHHLIM NEKAPCTEEHHLIM CPEOCTBOM MOMHO CBA3ATh
waenTudUEaTOpsl cepun, To ecTe BAID 1 1 BAID 2.

B page cnyyaes wHQopmauwa o perdcTpadgud  cneuwdpMydHa AnA  YNakoBaHHOro
nekapcTBeHHOrNe cpefcTea, HanpuMep, Koria wpuOuYecKUi CTaTyc OTNYCKa OTOENbHbIX TUMNOoB
YNaKoBOK NEKAPCTBEHHOIO CPeacTea OTNWMMAETCA (HanpuMep, YyNakoeBka w3 naTk Tabnetok He
mMomeT DbITe yHa3zaHa B peuenTte, a u3 30 moxeT). B atux cnyuanx wHpOopMauma o perncTpaumnm
MO¥ET DOblTb CBA33HA HENOCPEACTEEHHO C YNAKOBAHHLIM NEeKApCTBEHHLIM  CPEACTEOM,

WMCNonb3ays CTPYKTYPLI, ONWMCaHHbIE B Nogpaznene 7.3.
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7.6.2 letanbHoe onucaHue WHgopmauuu o6 ynNnakoBaHHOM MNEKapCTEEHHOM
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cpencTee

7621 ¥nakoBpaHHoE NekapcTEEHHOE CDencTBO

7.6.21.1 Woentudmrkatop PCID

JtoT  atpuByT QONMEH COOEpMATE MOEHTWWKATOD YNEKOBAHHOMD NeKapCTBeHHOM

CPeacTea, KOHCTRYWEYEMEIR B COOTBETCTEMKM C NpaBMNaMK, U3NoMEHHBIMK BeILE B Nogpazgens 6.3.
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7.621.2 OnucaHwe ynakosxM

B atom EITDI.-i'ﬁ'},:'TE' NoONEHD ObITh YEA3IGHO TEeKCTOBOE ONWMCaHwe YNakoBaHHOMO
NekapliTeeHAONe Cpeicraa.

7.6.2.2 YnakosaHHas e0MHWLA (KOHTEHHED)

¥YnakoeaHHaa eauHuua MoxeT BLITb HeOJenuMoW WnW nNpeacTaenats cobBoW ynakosry,
COASPHALUYH HECKONBKD OpPYrMX eduHMy. 3TW efMHWUb MOoryT ObiTe OOHOTHMHBIMK  MNK
PEAHOTHUITHBIMK.

ﬂl"lﬂ Eax 0o Bdida  YNakOBaHHbIX S4JWHWU, BXOOAWMWEX B COCTaE YWNakoBaHHOM
NekapcTeeHHONe CpaeqcTea, J0M+Ha ObITE ONMCAHA X0TA Bl 0OHAa YMaKOEaHHAA eJMHHNLAE. Ecnu
B VYNakoBaHHOE nNekapcTBeHHOE CpeldcTBO BXOAWT HECKOMNLEKD WAOEHTWUMHBIX YNaKOBaHHBIX
SOMHKL, Q0NHHD ObiTh YEAISHO MX KONHMYeCcTBOo.

HGCHE,D,}"}GLHEE Gonee OeTalbHOe ONHMCaHKMe aCCOUMHMPOBaHHBIX ENaccoB JOMKHD BblTh
CBR3AHO TONbLKD C OTAENEHOA eqUHULERA.

Ecnu ynakoBanHaa e0WHWUa COOepHWT  OpPYTyH  YNakoBky, TO ONA  NONyYeHWa
NEpasrnNeHOMD NpefCTaBnNeHy A QOMEHD ObiTe ONWUCAHO BNOXMEHKWE YNAaKOBOK.

Mpumeps:

1 ¥naxkosawwoe nexapcmeeHHoe cpedcmen, IAKTKYEeHHoe 8 BOUHCMEEHHYID yNaKoeky
(HEnpumMep, Nyieipex C OPaNbBHLIM DACME0OPONM, SBHELWHRR xopobxa omcymcomeyem), Gydem
cafzaHe ¢ oduol ynakosawHol edunuyeld (Komopas 8 ceow ovepeds CEBA3aAHaE © O0OHUM
npouisedenNHbIM Mpodyxmom).

2 ¥nakoeannoe nekapcmeeHHoe cpedcmeo, UMEBHOLWEE BHEWHIOK YIAK0BKY, 8 KOMOPYH
BMOMEBHBI BHYMPERHUE YOaKosky [Ruuy, codepwaljuld dea GnucmepHsix pykasa no 20 kancyn
unu wopobka c 4 pnawkowamu pacmeopa dnR unbexyud), Gydem ceRA3IaHo ¢ OByMA
PEKYDCUBHEIMU  YNAKOBAHHEIMU  edunuuasmu: podumenkcKans  ynawkogaWHas  eduHuLa,
ONUCLIBAKNUER AWUK Uiy Kopobky, U OJOYepHAR yNaKkoeaHHEA eouHuua, ONUCEIBarWan
fnucmepHbll pykas unu thnakon (nocnedHas & CceOK OYEpedb CBA3AHE © NPOU3BedeHHLIM

npodykmom).
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3 ¥YnakosaHHOoe nexkapomMeeHHOE cpedcmeo, npedcmaenmoujee colfold KoMOMeKm U3
HECKONLKUX BHYMPEHHUX eduUHUL PasHOZ0 MuNa, &MOMEHHbBIX 8 OO0 BHELWHHW yNaKkoery
{ranpumep, AWUK, codepmawjul mwobuxk C© KkpeMoM U Bnucmeprbll pykas ¢ mabnemkamu),
Gydem ceR3aH0 © O8YMA PEKYPCUSHBIMU YNaKoBaHHBIMU eduHuyaMu: podumenscran
ynakogaHHan eduHuua, ONUCHLIGAMWEn AWUK uny kopobky, u dee JovepHUX YNaKOBaHHbIX
eduHuybl, ONUCkLIBaNOWUE coomeemcmeeHHo mwobux u GnoucmepHell pykas (kawdas ux
dovepHux eduHUL 8 CE0K ovepeds CER3aHAa C NpouiaedeHHbIM NPOdyKmMom).

76221 Tun ynakoBadHHOW eaMHWUEl (KOHTEWHepRa)

B arom atpubyte ponsedH DbiTe YKa3aH TWN YNAKOBAHHOW eaMHWULl (KOHTeWHepal),
ONWCEIBAKWWA DUANYECKWA TWN KOHTEWHepa ONA NekapcTe B COOTEETCTEWM CO CTaHOapToM
MCO 11239 u pesyneTrpyiower TepMuHonormed. [JonsHel ObiTe YKa3aHe! CaM TEPMWH W ero
WOEHTWDUKATOD B 3TOM CNOBapEe.

Mpumepsr - Awux, ¢naxon, GnucmepHsll pykas, npedeapumenbHo IJaNoNHEeHHBID
WwnpuLy.

76222 KonW4ecTBO YyNaKoBAHHBIX e0WHKUL (KOHTEWHEepOoE)

B sTom atpubyTe OonwHo ObiTe YKA3aHO HONWYECTEO (MMM YMCNO WITYK) YNaKOBaHHLIX
eaMHWL.

Mpumedadue - Mockoneey KNace "¥Nagopasidas guHEaua” HMEeT PEKYPCHRHYD CRATL, NOAB0NR0LYI0

OMHCEIBATE KOHTERHEPE BHYTPW KOMTEHHEpa, TO NepBRA (CamMbll BHEWHWA) oxTelHep obRiaTensHo QomseH

MMETE KONM4EcTES "1 0aMaYaeT MHULKMKPOBAaHKE UENK NOCTABOK NekKapcTREHHOND cpeacTea.

6223 Matepwan

B atom arpubyTe ponsed DeiTe OnNWcad  matepuan  (Martepuansd)  yNakoBkW
NexkapcTBEHHONO CpeacTea B cOOTBETCTEMM co cTaHgaptom WCO 11239 w peaynstupyowen
TepMUHONOrMed. JonKHe DeiTh YKa3aHsl CAM TEDMKUH M &ro MOAeHTHUMWKaToR B 3TOM CNoBape.

7.6.224 ANeTepHaTHBHEIA MATepHan

B atom atpubyTe pomsed DOblTe ONMCaH ansTepHaTMBHBIA maTepwan (MaTtepuans)

YNaKoBKW NEeKapcTBeHHOro CpencTea B COOTBETCTBMM O cTakdapTtom WMCO 11239 w
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peaynNbTUpYoWed TepMmuHonorvei. JonxHel BbiTh yKa3aHb! cam TEPMUH W ero naeHTudukaTop

B 3TOM CROBape.

HPHMEHEHHB ~ Yeaaauwe ANLTELHATHBHOND MaTepMana WCNoNsLIYETCA, KOrda Ny npodapoicres
YNAKOBKM PAIPSWEHD WCNoNnEIoRaTE ANLTEPHATUEHLIE MATEPWank [HANPWMED, DaIHBEE TWNe NNacTHKa ans

SRWCTEpHOrD pyKaea).

7623 WisHTUWDOUKATODR B HOCHMTENAX OaHHBLIX

MOeHTMMUMKATOPEl B HOCMTENAX  OaHHbIX,  HanpWwMep,  WTPMX-KOOb,  MOTYT
NPAMCYTCTBOEETE HE HKaxiom YpPOBHE YNAKOBEK. |_||]l-1: HEG'EC'ID,EI,HM-DCTH I.-'E,.EI,EHTI.-'Iq]HH,EITD[_'I B
HOCMTENAX OaHHEIX J0MHeH ObITh YE334H .

Mpumeps!

1 Hdenmugurkamop 8 Hocumenax dawAsix dna mabnemku & BnucmepHodld avelwe
(mepeuyHan ynakoeka),

2 Hdewmudpuxkamop e Hocumenax danHelx dna kopobku c© deyms OnUCMEpHLIMU
PyKagamMu (8mMOopuYHan ynaKoexa).

3 Hdenmudgbukamop 6 Hocumenax danHeIx dNA ZpPyNNOEold YNaKoeKy Yembipex Kopobox
(mpemuynan ynakoaxa).

76231 Cwucrema KOQUPOBaHWA MOEHTUMMKATOPOE B HOCUTENAX JAHHbLIX

B atom EITﬂHE}'TE' Aon#Ha BeITe YrEa3aHa CUCTema KOOWpoBaHKA H,.EI;EHTH¢PHI{ETGFIGEL B
HOCHTENAX OaHHBIX, HCNONB3YA NOOXO0RWYH CUCTEMY HOBHTHEMEAL MM CHCTEM KOOWMPOBAHKA.

7.6.23.2 3HaYeHWe WOeHTUDWKATOPa B HOCHTENAX JaHHBIX

Ator ETFIHEJ'E'T AOonded cOepHaTe OoTAgenbHO=2 3IHaYeHWe, B3IATOE2 KWM3  CHMCTeMbl
KOOWpOBaHWA H,ﬂ,EHTHﬂ]HHﬂTGpDE W NPpAMEHHMOE K YNak0BaHHOMY NEeKapCTEEHHOMY CPEOCTEY.

Mpumep - Cucmema wodupoeaHus udenmudbuxamopoe & Hocumenax danHeix: GTIN;
3HaveHue udenmughurkamopa: 123459876511.

MudbopMauma o npebbiBaHMKM HA NOMKe W XPAHEHWMW YNAKOBAHHOW  edWHWUbI

{koHTEHHEpA) MOXeT BLITE ONKMCaHa © NoMoWLD kKnacca «MNpebbiadre Ha Nonke [ xpaHeHwes

{cm. HUHe nogpaagen 7.6.2.6).
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Pusmveckne xapakTepucTuiM (BeICOTA, wWupuHa, rmybuda, Bsec, dopma u 1.4.)
YNaKoBaHHOW eauMHMUbl (KOHTEWHepa) MOryT BLITh ONUCaHbl © NOMOWLK Knacca «Pusnyeckne
XApAKTEPUCTHRK: (cM. nogpazgen 7.6.2.11). MNpy HeobBXoAWMOCTH OHW MOTYT BEKNHOYATE B CebA
OfHO MNW HECKONBKO M3obpaxeHi yNakoBaHHOW eguHULL! (KOHTEHEpPA).

Npyrve xapakTepWCTUKK YNakOBaHHOW enwmHWMUbl (kKoHTelHepa) moryT DelTe ONMCaHb C
NoOMOLWBLK KNacca «dpyrie XapakTepicTHEKM» (CM. nogpasfen 7.6.2.12).

7624 WaentudueaTop cepui

7.6.2417 Wpentndgukatop BAID 1

B atom atpubyTe momeT BbiTe ykasad waeHTudukaTtop BAID 1, KOTOPBLIA HAHOCWUTCA Ha
BHELWWHIOW YNaKOBKY KOHKPETHOW CepWW NekapcTBeHHOre cpegctea (cm. nogpasznoen 6.4) B
OOHOM YNaKkOBaHHOM NEeKapcTBeHHOM cpefcTBe MoxeT ObiTb HEeCcKONbHO pa3sHbiXx Cepud W
YKa3aHwe WaeHTUMUKATOPA cepuW MoxeT TpeDoeBaTbCA He ONA BCeX TWUNOE YNaKOBAHHLIX
nekapcrTeeHHslx cpeacts. NoaToMy OTHOLWEHWE MEXROY KNACCoM «YNakoBaHHOE NeKapCTBeHHDE
cpeacteos W «oeHTudwikaTop cepuus umeeT KpatHocTe 0...°. B cny4asx, Korga ynakoepaHHoe
NekapcTEeHHOE CPeACcTBO COAepMT Donee 0OHOM NPOM3BEAEHHOID NPOOYKTE WWNK COO08PHMT
MedWUMHCKDE W3genve, B KadecTee WaeHTWdHKkaTopa BAID 1 wcnone3yeTcA TOT HOMED, 4TO
YKa3aH Ha CaMOoW BHELLHEW YyNakoBke.

76241 Wapentupwratop BAID 2

B atom atpubyTe MmomeT DbiTe ykasaH waeHTrgukatop BAID 2, KOTOpPBIA HAHOCWTCA Ha
NepPBUYHYH YNAKOBRY, HE ABNAKLLYKCA BHEWHER (cM. nogpa3snen 6.5).

7.6.2.5 Y¥nakopra (KOMNOHEHT)

Niban 4acTe YNaKoBKK YNAKOBAHHOMD NEKapCTBEHHOMD cpeacTea MoxeT DelTh onucaxa
C NOMOLEH KNacca «YNakoeka (KHOMMNOHEHT j». 3TO ONUMCAHWE MOMET OTHOCHMTLCA K KOHTEWHEDY

B UENOM MNKW K erd YacTd, HaflpumeD, K KONna4ey.
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76251 Tun KoMnoHeHTa

B atom atpubyTe nomked DbiTb yKa3zaH TUN KOMNOHEHTA, Yed martepwan nognesumrt
onucaHui. Tun gonsed DbiTe B3IAT W3 COOTEETCTEYHIWErD HOPMAaTUBHOMD cnoeapa. JomsHel
ObITb yKA3aHLI CAM TEPMWUH M €ro WOeHTUdMKATOP B 3TOM CNOBape.

Mpumeps! - Kpwiwwka dna 3awumess om demed, ¢hnakox, npobka.

76252 MaTtepwan KOMNOHEHTA

B atom atpubyTe moxeT DeiTh yHa3ad maTepuan (Martepuans!) kKomnoHeHTa. Martepwans
Oonm#Hbl ObiTe ONWCAHEI B COOTBETCTBMM cO cTaHgapTom WMCO11238 u pesynsTUpyLeR
TepmuHonorMed.  fJonwHel  DBelTe  yKa3adHel cam  TepMMH W erc  WgeHTudmkaTop B
HOHTpONMUPpYEMOM cnosape.

76253 ANsTEPHATHBHEIA MATEpHAan KOMNOHEHTS

B astom artpubyTe mMoryT ObITb YKE3aHB! anNsTEPHATMBHLIE MATEpPWMANBI KOMNOHEHTA.
MaTepuansl JomsHe! OblTe ONWMCaHsl B COOTBETCTBMM c©o  cTaddaptom WMCO11238 w
pesyneTUpywWen TepmuHonorvel. JonwHel DeITe YKA3AHE caM TEPMUH W ero MaeHTudukaTop

B KOHTDONWDYeMOM CNoBape.

MpumedaHue — Yeazauue anbTEPHATWEHOTS MATEDHANS WCNONLAYETCA, KOMOS NDH NPOWIBCACTEE
YIAKOBKKM PAIPEWEHD WCNONBICEATE ANLTEDHATHEHLIE MATEDKANLI (HANDHMER, PAIHBIE THNL PEIMHE ANA
nooDKA).

PUINNECKHE XapaKkTepuCcTHRK (BLICOTA, WWPKMHA, rMybuHa, Bec, opMa W T.4.) YNaKoBHK
(KoMnoHeHTa) MOryT DbITe ONWCaHbLl C NOMOLWLID KNacca «PU3MYecKWe XapaKTepUCTUEKL (CM.
nogpazgen 7.6.2.11). Mpu HeoBXOOMMOCTH OHW MOIYT BKNKOYATE B ceba 0QHO WNK HECKONLKO
WM300paMeHA YNaKkoBKKW (KOMNOHEHTA).

7.6.26 [pebsieade Ha Nonke [ XpaHeHue

Wudopsauma o npebsiBaHiik HA NONKE M XPaHEeHWW MOMET BbiTe ONWMCaHA C NOMOLLEHD

knacca "Mpebmeanne Ha Nonke / xpaHeHue".
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76261 Tun npebbisaHns Ha Nonke

3701 atpubyT onucelBaeT wHGOpMauMe © Tune npebbiBadua Ha NOoNKe, NPpUHUMas BO
BHUMAHWE DAINUYHLIE CUEHAPWMMK, HanpuMep, NpebbiBadMe Ha NOMNKe WCXOOHOMo YNaKoBAHHOMD
nekapcTeeHHOro cpeacrtea, npebBwiBadwe nocne npeobpa3oeadHuA, ecnd Takoeoe Owina
HeobxoduMo, nocne NEpPBOrC OTKPBITMA Ny3bipbka W T.0. 37a wHdopmaums OonxHa OwbiTe
enibpaHa M3 COOTBETCTEYHKIWEro KOHTponupyemoro cnoeapA. OonsHel DbiTe yKa3aHel cam
TEPMUH W 2r0 MOEBHTUDKUKATOP B KOHTPONUPYEMOM CnoBape.

Mpumeps: — Mocne Nepeozo OMKPLITIUNA, HE DIMKPLIGABLWeZ0CH, Nocne npeobpa3osanusn.

MNepuon npebbiBadna Ha NoNKe MoMeT DbITh YKA3AH C NOMOLWL YMCNIOBOr0 3HAYEHMUA
ONWHBLL NEpUOda BPEMEHW W Ero efdWHMy uaMepeHus. EauHuubl uamepeddn 0onmsHbl OwiTe
YK33aHbl B COOTBETCTEBMM co cTangaptom WMCO 11240 v peaynbTUPYIOWER TEpMUHONOMMEN.
DonAHE! MCNONEI0BATHCH CUMBON €0WHULEI M3MEDEHWA U WOSHTHMWKATOR 3TOrO CUMBONA.

Mpumepsl — Tpu 2003 8 38KPLIMOM COCMOARUU, 28 OHel NOCe OMKPLIMURA.

7.6.26.2 Ocobble NpeaoCTOPOMHOCTHA NPK XPAHEHWK

Ocobble NpefoCTOPOMHOCTM NPWM XPaHEHWMW, €CNW TAKOBEIE WMMETCA, MOryT BeiTs
BbIOpaHEl M3 COOTBETCTEYHILWEND HODMATHBHOMD cnosapsd. JonxHel DeiTe YKa3adbl caM TEDMMH
W ero MASHTUDHKATOP B HOPMAaTHBHOM CNOBape.

Mpumep — He xpanums npu memnepamype eeiwe 25 °C unu Huwe 2 °C, xpanumb @
opusuHansHoU ynakoexke, wnobsl He nodeepzame OeUCMEUID CEEMA.

F.B6.2.7 MeguuwHCcKos WAOenWe

NekapcTeeHHsle cpegcTea  moryT  DOsiTe  3aperdcTpupoBaHbl B COYETAHMM
CONYTCTEBYIOLWWMK W34enuaMi, MHDOopMaUWA O KOTODbIX MOXeT BbiTb ONnUMcadHa C NOMOLLbH
knacca "MeguuvHcKoe wagenue ". Takue Wagenua MoryT DhiTe pazdHbix TUNOB (CM. Nogpa3sgen
7.6.2.7.1), Hanpumep, MoOryT ObiTe OTAENLHBIMK YCTROWCTEAMKM NPUMEHEHWSA, HEOTHEMITEMbLIMK
YCTPOWCTBAMW  NPUMEHEHWA  WMK KOMOOHEHTOM  nekapcTBeHHoOro  cpeacrtea.  Ecnu

NekaptTesHHOE CpedCcTBO HGMEHHHP}"ETCH C TaKHk Higendem W OocCTHraeMeld
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PapMaKoNorM4eckvi, MMMYHONOMMYECKMA 1 MeTabonudecknA addpekT paccMaTpyuBasTCA Kak
OCHOBHOW cnoco®  MpUMEHEHWA, MeJWUWHCKOES W30enwe B 3TOM  ClNy4Yae CYMTAeTCA
EOMMOOHEHTOM NekapCTBEHHOND CpacTea.

76271 Tun nmagenus

B stom atpubyte gonwed ObiTh yKAa3aH TUN W3OSnWA, B3ATHIA M3 COOTBETCTEYHILLErD
HODMATHBHOMD CNoBapA. Jon#He! BbITh YE23dHbl CaM TepMHH KB ernd WOeHTUHEATOD B
KOHTPONMUPYEMOM CnoBape.

Mpumepsr - Yompodcmeoe nMPpUMEHEHUR (HENPpUMED, BABUHAABHLIG ANMAUKEMOD,
KanensHas nunemka), HeomMbeMNemMoe ycmpolcmeo (Hanpumep, npedesapumensHo
JANONHEeHHLID WAPULY, a3po3onbHeil  uMzanamop), wMeduyurckoe w3idenue (Hanpumep,
nodnoxka ONA KAEMoOYMHO20 NeKkapcmeenHHozo cpedcmea), dpyzoe yocmpolcmeo (Hanpumep,
Pa3NUYHEIe MOMAa3Ku).

762 7.2 Topropog HAMMEHOBAHWE MAOENAR

B atom ETPHE}I‘TE MO#ET DbiTk YE33dHO TOproece HaWMeHOBarWe MW2OeNHA. eCnd
Takosoe MMeeTcR, B hopme TekcTa.

762 7.3 HKonwdecreo Waneni

3T0T atpubyT COOepHMT KONWYECTBO M3OENWA B YNaKoBKE.

Mpumeps:

1 ¥nawoswa, codepwaw{aa nORAML CMWEpUNbLHLIX NMOMaikoe ons  ob6pabfomsu
UHBEKYUOHHOZO MOMA; KoAuYecmeo = 5,

2 ¥naxoaexa, codepwalwan noxky 5 Mn dns nexapcmaa: Konuvecmeo = 1.

F6274 Aptweyn

B atom atpubyTe moxeT ObiTe yka3zaH apTWMEYN yCTPOWCTBA, ecni TAKOBOW MMEETCH, B
TEKCTOBOW QOpME.

76275 Homep monena

B atom atpubyTte moxeT ObiTe ykasaHa MOOENs YCTPOWCTBA WNK €8 HOMEP, ecnu

TAKOBLIE MMEIOTCA, B TEKCTOBOW hopMe.
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fB6276 Matepwan wagenua

B stom atpubyte MmoxeT ObiTh ykalzad matepwan (Matepwansl) wagenuws. Matepwans
Oonm#Hbl ObiTe ONWCAaHEl B COOTBETCTBMM cO crTadgapTom WMCO11238 W peaynsTupyowed
TepmuHonorwed. [onwubl DuiTe  yKa3zaHel cam  TepMuH W ero  uWaeHTudwumkatop B
KOHTpONUpYEMOM cnosape.

FB6.27.7 ANsTEPHATABHEIA MATEpHan W3nenus

B atom arpubyte momeT ObiTh yKa3zaH anbTepHaTUMBHLIA Matepuan (martepuant)
wagenus. Matepuansl gon#Hel GbiTe ONKMCaHLI B COOTBETCTEBMKM co cTaHgaptom MCO11238 v
peayneTUpYWeR TepmuHonormed. JonxHel ObiTe YKA3aHH caM TEPMUH W ero MaeHTudukaTop

B KOHTpONWDYeMOoM CNnoBape.

|_||I:-I.-'IME‘."-IEI.H He = YeaizaMee AaNbTepHaATHBHOND MaTepyana WCNoNe3YeTCHA, KOrda npd nNpoWIBoocTacs
YRAKOBKK pailpeleHd JCNone2oRaTe aNbTEPHATUEHLIE MaTERWank [HaanMEp, DAaIHBEE TWNLI NNacThka ans
THOEH ).

F6278 [pu3dak annepreHHocTy

Mpu HeobxoOWMMOCTU B 3TOM aTpubyTe MOXeT ObITe YKA3AHO, YTO W3JENWe COOepMT
annepredel MNWM  MaTepuans, KOTOPbIE MOMYT BBI3IBATE ANNepridw. Annepredsl  WianM
MaTepuanbi, KOTOpble MOMYT BbI3LIBATL annepri, AoNHHel BbiTh ONWCaHLI B COOTBETCTBMM CO
cTaHgapTom MCO 11238 » peayneTUPYIOWER TEPMHUHOMOTHMER.

76279 T[pW3HaK CTEPHUNEHOCTH

MNpuw HeobxogumocT B 3Tom  atpubyTe moxeT ObiTe yKa3aHo, 4TO  wW3genue
NOCTABNASTCA CTEPMNBHBIM,. 3HAUYEHWE NPU3HAKAE CTEPMNBHOCTH JOMMHO ObITb B3ATO WA
COOTBETCTBYHWErD HOpMaTMBHOro cnoeaps. [domsHel OblTe YKa3aHel cam TEpMUH WU ero
WAEHTUWDUKATOD B KOHTPONMUPYEMOM CNOBape.

7.6.2.7.10 lMNMpyaHaK HeoBXoOMMOCTIA CTEDWUNW3ALMIA

MNpu HeoBXogUMOCTH B 3TOM aTpubByTe mMoxeT DbiTe YKa2aHo, YTO nNepen NpuMeHeHneMm

M3nenue OOMHKHO ObiTe CTEPUNKWICBAHD. dHaYeHWe BWOA CTEpUNU3aUWK QONKHO ObiTh B3ATO M3
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COOTEETCTBYIOWEro HopMaTheHoro cnosaps. [Jomsdsl BelTb yKa3aHsl cam TEpMUH W ero
WaeHTUPUKATOP B KOHTPONKPYEMOM CNoBape.

7.6.2.7.11 KpaTHOCTE MCNONLI0BAHKWA

B atom atpubyte MomeT ObiTb YyKa3aHa KpaTHOCTL WCNONL3OBAHWMA W3ONENWA B
COOTEETCTEMW C PErdCTPaAUMOHHBIM Aocke. 3HA4eHWe KpPaTHOCTM AC0MKHO BbiTe B3IATO M3
COOTEBETCTEYHLWEND HOopMaTueHoro cnoeaps. HonwHel OelTe YKa3aHel caMm TEpMHH W ero
WAEHTUUKATOP B KOHTPONKPYESMOM CNoBape.

npl..IM'pr! - Pazosoe uUCmoMEI0BaANUE, MHOZONDAIMH O UemonbLEI0EaHUR,

7628 HoMmeHrnaTypa 1anenui

Ona knaccu@ykauMy Maaenuin MoryT NPUMEHATECA Pa3HbIe CUCTEMBl KOOWMPOBAHUA W
HOMEeHKNaTypel. Knacc "HomenknaTypa wagenuid" obecneuvBaseT ONWCAHWE MW3Zenda B
COOTEETCTEMW C BEIBPaHHOW HOMEHKNATYDOH.

F.62817 WoeHTUDWEATOP HOMEHKNATYDI

B stom atpubyTe moweT ObiTe yKa3aH MOSHTWWKATOP HOMEHKNATYDHI, MCNONL3yH
NoAXoAALWY0 CHCTEMY MOSHTUUEALKMKY HOMEHKNATYR.

Mpumeps:

1 MnobanbHan HoMenknamyps! meduyunckux usdenud GMDN (Global Medical Device
Nomenclature), ocHosanHan Ha cmandapme HCO 15225,

2 Cucmema yHukanesHol udenmuchurayuu meduyurckux uzdenud UDI (Unique Device

Identification] Mewdynapodnozo dchopyma opzanoe pesucmpayuu meduyusckux uidenud

{International Medical Devices Regulators' Forum).
76282 HomeHKnatTypHeIW Koo
B atom atpubyTe gommeH DelTe yKa3aH K04 WNW HEWMEHOBaHWe, knaccuuumpyolyee

W3nende B JaHHOW HOMEHKNaType.
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7629 WaentnduekaTop cepyl M3genua
3TOT KNacc MOMET WCNONL30BATLCA ANA ONWCAHWA HOMEDA CEpPUM W CPOKa roaHOCTH

Hafenda, BXo0AWerd B COCTAB YNAKOBAHHOND NekapCTEEHHOIO CpeOcTea.

Mpumedadde = lpy peanyaayud ctasgapra niobon CEDWAHLIA  HOMED WIOENWA W CDOK ero
FOQHOCTA MOTYT DblTe CBA3GHL C KOHEPETHOR CEPHMER MMM HECKONLEWMK CEQHAMKE OaHHOMD YNakoBaHHOMS

NEKApCTESHHOND CReOCcTea (MCNoMNesyA doeHTHgWKaTope BAID 1) OnoHako AnA ynNpolweHdn KOHUENTyankHoro

BOCAPWATHA  MHOOPMALWOHHOW MOZEMK  OTHOWEHWE "MHOTHME-K0-MHOMAM", 0SeCcTeduBsaiiowese TAKYK  CEAL,
CTYLLYEHD,

76291 Homep cepuw

MNpu HeobxogumocTi B 3TOM aTpubyTe mMomeT DbITb YKA33H HOMEpP CEpMM WM3OENWSA,
PopMaT NpencTaBneH s — TeKCT.

7.6.292 CpoK roHocTH

MNpu HeobxogumocTy B 3Tom aTpubyTe MoxeT DbiTh YKa3aH CPOK TO4HOCTI M3AEenKA.

WMHdopmauna o NpebolBaHKWM Ha NOMNKE W XPaHEHWWM WM3OenWA MOo#eT DbiTe OnwWcaHa ¢
NoOMOLLLK Knacca «[pebsiBadue Ha nonke / xpaHedwes (CM. HWKe nogpasnen 7.6.2.6).

DuUaMiecKME XapaKTepUCTHEM (BbicoTa, WWpwHa, rmybuHa, sec, dopma v 7.4.) u3genus
MOryT BbiTe ONWCAHBI C NOMOWBK KNacca «PU3MYecKue xapakTepucTUkWy (CM. nogpaznen
7.6.2.11). MNpu HE0DX0OOWMOCTH OHKU MOTYT BEMKDYATE B ceDA OOHO MNK HECKONLKD MA0DpameHnA
M3OENUA.

Opyrve xapakTepucTUkW W3Oenus MoryT ObiTe ONMCaHbl © NOMOLWBK knacca «[pyrve
XApaKTEpPUCTHEK» (CM. Nogpaznen 7.6.2.12).

MNpowasoguTens W3OenNMA MO¥eT DObiTe YHA3aH C NOMOLWBH CTPYKTYD OaHHbiX
«MpovasoguTens/npegnpuaTie (Opradmaauna)s, ONMCaHHLIX B nogpa3gene 7.5.

7.6.2.10 TpovaeegeHHsIA NpoayeT

7.6.2.10.1 OBwee onvcadue

MNpouieefeHHbIA  NPoOYKT  WMAM NpoOyKTel, COOEpMAalMecs B YNakoBaHHOM

NekapCTeeHHOM CpelCcThe, JO0NHHB BhIT COOTBEETCTEYHILWMM obpazom onWcaHsl. 3T ONUCaHKE
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CcOCTaBNASTCA Ha NpogaykT (tTabneTky, MMOKOCTb, KPEM, COOEPMALLWACA B YNAKOBKE) B TOM
BMAE, Kak oH Bbin NPoW3BEOeH WaroToBMTENEM, ao moboro npeobpazoBaHWA, KOTOpOE MOrno
noHanoBWUTECA ONA  NPUMEHEHWA NeKapCcTEEHHOMO CpPedCcTBa WM ero  WCNonb3oBaHWA

NnauneHTOmM.

Mpuwedarue - KpatTHOCTe CBAIW MEXOY VISKDEIHHON SOHHMUER (KOHTERHEDOM) W NPOHIBETEHHEIM
NEoOYykToM ykazada kak 0.7, HECMOTPA Ha TO, 4TO KEXO0Se WAKCRAHHOE NEKARCTREHHOE CPeOCTBS ACMMEH
COOEQ®ATL MO KPadHER Mepe oOWH NPOHIBEOSHHEIA NPOQyRT. HyNepoR HWMHWA NPegen KpaTtHOCTH yHasaH
NoToKY, Y4TO KNace "YNaskosadHas egrHELa (KOHTeRHEpR)” WMEeT DEeKYPCHBMYIO CBA3L W B obleM cnydase, Korga
HMEITCA BHEWHAA W BHYTDEHHAR YNAKOBKA, BHEWHARA yNAKODKA HE HMEST NPAMOA COAIK C NPOWIBELEHHEIM
NEOOQYETOM,. A HEITDAHWHEHHLIE BEpXHWA NPEeQEn KDATHOCTH CTHOCHTCA K TéM DegkkM CNy-ans, Korna oada
NEPEHYHAR YNIAKOBKS COOENMKT HECKONEKD SOHHKL NPOHIBEJEHHBIX NPOOYKTOR, K3K 3TO HMEET MECTO, K NPKMEDY,
anA pastbs KEOMOHHMPOBAHHEY OpaneHEE KHORTRAUESNTHBOE HNK OANA HEXOTOPBIX BHEOE FODMoH03I3MELLaLIEi
TERANKHA.

7.6.2.10.2 lNpownieedeHHan gosvpoeadHan dopma

3701 atpubyT ONUCHIBAET NEKapCTEEHHYD O03IMPOBaHHYI0 hopMy, eCNK TAKOBAA UMEET
MecTo, A0 ee npeobpa3oBaHMA B NekapcTBeHHb npenapat. MNMpovieeqeHHans A03MPOBaHHAR
dopma ponxHa BbiTe yka3zadHa B COOTEETCTEMM cO  cTangaptom WMCO 11239 u ero
peaynsTUpyowerd TepmrHonormen. JonxHel BelTe yKa3aHbl caM TEPMKMH W 2r0 MaeHTUKKaTop.

MNpumeps: TabneTka, kancyna, OpaneHbIA PacTBOP, NOPOWOK OMA NPUIOTOBNEHWA

HHBEKUWORROMD DacTEOPA.

Mpumedarue - JekapCTEEHHOE CDEOCTED MOMET WMETE OBE VWAKORAMMBE BOMHNUL, OOHY O0A
NEKAQCTREEMHOA OCIMPOBAHHMoR (opMEl NOpoOWEA NS NPWICTOBNEHKMA MHLEELWOHHONS PacTBROpa, Opyryk OnA
NEKAPCTEEMHMOA O0IMPOBAMHON chopMbl PAcCTEOPWTENA OMA NPHIOTOBMNEHHA WHBEKLWOHHOrD pacTeopa. MNepen
MOUMEHEHWERM NEKAPCTEEHHOMD CPEACTEA K NayWMesTy 3TH  @0WHMUbl JoneHbsl GeiTe Npeobpasobadsl @
MHB2KLMOHHEIR pacTeop. 3TOT pacTeop npegcraendeT cobol "npuMeHAemyls QoadpoeaHHvo QopMy”, KoTopas

ABNASTCA aTPUGYToM "NEKAPCTEEHHOND NpenaparTa”.
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7.6.210.3 EgvHUuLl NpegcTasnedKa

37107 atpubyT cogep#WT “peanbHble” edWHWUBI, B KOTOPbIX OMWCAHO KONWYECTBO
npon3eefeHHoro Nnpogykra. EQUHKULL NpeacTaBnedHna MoryT BeiTh YKa3aHs B COOTBETCTEUMW CO
ctaHnapToM MCO 11239 1 ero peaynsTupylowen TepmuHonoried. [lomuiHe BeiTe yKa3aHsl cam
HOHTPONUPYEMBIA TEPMUH W ero uaeHTudukaTop.

Ona npodykToB, KONWYECTBO KOTODLIX W3aMepsAeTcda B edWMHULAX Beca Wnk obbema,
atpubyT "EgMHMUbl NpegcTaBneHMA’ yKa3blBaTb HE HAAO0, NOCKONBKY €ro 3HaqeHue To me
camoe, 4TO ¥ eOMHWL W3MEeDEeHWA KONWYecTBa (K npuMepy, Mn, Mmr unu %), [0na teepgsix
003MPOBaHHEIX hopM W OpYrdx popM, KOTOPLIE M3MEPRIOTCA WTYKAMKW, eJWHULEH W3IMEepeHUA
KONW4YecTea Jomkda OeliTe "egMHMUE”, a8 eguHKMUend NpeacTasnedHua — Ta opma, yTo
NoOOCYMTRIBAETCA.

Mpumepsl — TaBnemka, kancyna, neccaputl.

F.6.2.10.4 KonwyecTeo NpoWiBedeHHOrD NpogykTa

3707 atpubByT JQoMMeH COOEepHMAaTb KONWYMECTBO (MNWM YWCNO WTYK) NPOM3BedeHHoro
npogykra. OHo JoN#HO ObiTe NPUBEAEHO BMECTE C EQWHMUAMKU MIMEDEeHMWA, YKA3aHHLIMW B
COOTBETCTEMKM co cTaHoaptom WCO 11240 v peayneTMpywLled TepmuHonorued. [JonsHe
MCNONL30BATLCA CUMBON edWHKULUE M3IMEPEHUA U MOSHTUOKUKATOP 3TOro CUMMBONA.

Ona TeepAbiX O03WPCBAHHLIX GOPM U Apyrux OpM, KOTOpblE M3MEepSAIOTCA LUTYKAMM,
e0WHULER WAMEDEHWA KONWYECTEa AoNxHAa DbiTe "eduHuua”, 8 equMHUUer NpeacTaBNeHWA — Ta
dhopma, YTO NOOCYHTEIBASTCA.

DUINYecKHe XapakTepucTHKM (BeICOTa, wWupuHa, rnybuHa, sec, dopua W 1.4.)
NPOMEBEAEHHOND NPOoayKTa MOoryT DelTe ONMCaEHE © NOMOWBK Knacca «Puandeckue
XAPAKTEPUCTHEK» (CM. nogpasgen 7.6.2.11). MNpy HeobXO0AWMOCTI OHA MOMYT BEKNHOYATE B CeBA
OOHO MNKW HECKONEKD W3obpameHWil NPOK3BELEHHOO NPOOYKTA.

Npyrve xapakTepWCTUKW NpoWMaBedeHHOro NpodykTa MoryT BbiTe ONWCaHH C NOMOLW LD

knacca «[pyrve xapakTepyucTHEW» (CM. noapasgen 7.6.2.12).
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WHrpeguedTs NPpoW3BEdeHHONo NpoaykTa onHe! BuiTe onvcadsl © NoOMOLWLH Knacca
"Murpeawedt” (cM. nogpasgen 7.7).

76211 PHIHYECKWE XADAKTEPHCTHEN

Moy HeobXoAMMOCTU MOMyT DbITh YHa3aHbl GUIMYECKWe XapaKTEPUCTHUEM YyNakoBaHHOW
e0uMHUUbl  (KOHTEWHEpa), YNAKOBKW  (KOMNOHEHTA), NPOW3BEOSHHOrC NpoaykTa WK
MeduuuHcKoro uagenus. MoxeT ObiTe Talxe NpeqocTABNEHO HECKONLKO Mx M200pameHui.

762111 BoicoTta

B stom atpubyte moweT ObiTe yKa3aHa BLICOTA KAK YMCNOBOE 3HAYEHWE C edWHMLaMK
W3IMEDEHWA, YKA3IAHHBIMKW B COOTBETCTEMM co craHgapTtom MCO 11240 w peayneTUpyOWwe
TepMuHonorved. JomkHsl MCNONL30BATECA CHUMBON EOMHUUL MZMEPEHWMA W MISHTUKHEATOD
3TOro CMMBONA.

762112 WupuHa

B atom arpubyTe momeT DbiTh yKAa3aHa WHMPWHA KAK YMCNOBOE IHAYEHWE C eMHMLEMMW
W3AMEDEHMA, YKA3aHHLIMW B COOTBETCTEMKM co cTavgaptom WMCO 11240 w pesynetupyowen
TepMUHONoraed. JomkHsl WMCNONb30BATECA CHMBON edWHWULl MAMEDEHWA W WASHTU(DKUKATOD
3TOrO CUMBONA.

7.6.211.3 nybuna

B atom atpubdyTe moxeT ObiTh yHa3laHa rnybuHa KaKk YKMCNoBoe IHaYeHWe C eguHULaMK
WaMepeHua, YKazaHHbIMKW B COOTBETCTEMKM cO cTadgaptom WMCO 11240 w peayneTUpyHLWed
TepMmuHonorsed. JomkHsl MCNONL30BATECA CHUMBON EOMHUUL UZMEPEHWMA W WISHTUKEKATOP
3TOro CUMBONA.

762114 Bec

B atom artpubyte mMomeT ObiTe yKa3aH BEC KAk YWCNOBOE 3HAMEHWE C© efuHULaMW
WIMEDEHWA, YKA3AHHBIMKW B COOTBETCTEMM cO cTaHgapTom WMCO 11240 w peayneTUpyOWeR
TepMUHONoraed. [JomkHsl MCNONL30BATECA CHUMBON edWHUUB W3MEepPEHWMA W MISHTUKHKaTOp

ITOrD cuMmeona.
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7.6.2.11.5 HomuHanbHbId obbam

B atom atpuiyTe MomeT DbiTh yHa3aH HOMWHANbEHLIA 0OLEM KAaK YWCNOBOE 3HAYEHWE C
S0WHWLAMKM  WM3MEDEHWA, YK33aHHBIMW B COOTBETCTEBMM co cTaHgaptom WCO 11240 w
pesynsTUpYoWen TepMmuHonorver. [JomxHbl MCnons3oBaTeCcs CMMBON EOWHWUBI M3MEDEHWUA W
waeHTUMUKATOP 3TOMC CUMBONA.

7.6.2.11.6 BHeWHWA orMameTp

B stom atpubyTe momeT DubiTe yKa3aH BHELUHWA OMAMETD KAK YMCNOBOE 3H3YEHWE C
EOWHWLAMKM W3IMEDEHWA, YHA33HHBIMW B COOTBETCTBMM co cTaHgaptom WMCO 11240 w
peaynbTUpYIOWend TepMUHonorver. JonkHel MCNoNe30BaTECA CMMBON edWHWUBI M3MEeDEeHUA W
WAEHTUDUEATOD 3TOMD CMMBONA.

762117 Topma

B atom atpubyTe moxeT DuiTe yka3zaHa dopma. 3HaudeHwe dopMel GON#HO DbITe BIATO
W3 cooTeeTCTByOWere cnosapAa TepMuHeB. [Jon#Hbl ObiTb yKa3aHbl caMm TEPMMH W ero
waeHTuduEaTop.

7.6.211.8 Uger

B atom aTtpubyTe momeT DbITh yHa3ad UBeT. 3HadveHwe UBeTa J0M#HO ObiTe B3ATO M3
COOTBETCTBYHWOLWErD cnoBaps TepmuHoB. [onwsbl DblTe  yKazadsl cam TEPMMH W Eero
WAEHTUDUEATOP.

762119 Hagne4artka

Npu HeobxogumocTy B 3Tom aTpubyTe MoxeT DbITe YKa3aH TEKCT HaanevaTku.

7.6.211.10 WzoBpaxeHue

MNpu HeobxoOuMocTH 2TOT  aTpubyT MOMET cogepwaTte wuw3obpamxeHwe. Popmar
npunoxeHHoro oTobpakexsua gonweH BbiTe cneundyMpoBaH NPy peanyaauny cTadjapra.

7.6.2.12 [Opyrve xapakTepucTHEMd

MNpu HeoDXOOMMOCTM MOMYT DbiTe YKA3AHE ApYyrMe XapakTepMCTMEW  YNAKOBAHHOW

eauMHUUbl  (KOHTERHepa), YNakoBKW  (KHOMNOHEHTA), NPOW3BEOSHHOIC NPoaykTa MnM
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MEOWMUMHCKOMD M3denws. 3TO NONE3HO ANA  yKa3aHns HeobbluHblX OeTaned, SABHO He

OTpaMeHHbIX B Apyrux atpubyTax.

7.6.212.1 CucTema KOOQWPOBAHWA OPYIMX XapaKTepucTHK

B atom artpubyTe ponsHa OsITe yKazaHa CUCTEMA KOOWPOBAHWA XapaKTEpWCTHE,
MCNONL3YA NOOXOOALLYD CUCTEMY MAEHTHRUKALMK CHCTEM KOOMPOBAHWUA.

7.6.2.12.2 3Ha4eHwe gpyrol xapakTepucTHrm

37107 artpwbyT OomweH cogep#aTe OTAENbHOE  3HAYeHWEe, B3ATOE M3 CUCTEMBI
KOAMpOBAHWA xapakTepucTuk. JonwHe ObITe yKazaHbl CaMm KOHTPONWMPYEMbIA TEPMWH W ero

HAEHTUDUEATOP.

7.7 UHrpegueHT, cyBCTAHUMA W AKTMBHOCThL

7.7.1 OBwee onucaHne

B atom nogpasfene onMcaHbl MHIPEOUEeHTEl NEKAPCTBEHHOMO CPEOCTBA C NOMOLILK MX
NpegcTaBneHWd KaKk KOMNOHEHTOR NPOM3BE4EHHbBIX NPOOYKTOE W NEeKapCTEEHHBIX NPenapaToe.
OnucaHwe ocHOBaHa Ha cradgaptax MCO 11238, WCO 11239, WMCO 11240 u wmx

PEIYNETUPYIOWER TEPMUHONOTMK.
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class BeiCOKOYPOBHEBOE ONHCAHWE MHMDE OHEHTOR W CyHc TaHLWA /
Mpowses neHH:E R CyfcTaHuMA
Mpoayer
Hesrpe aseHT AKTHEHOCTh
KoHTponupyesaa

TN xa poTEE HHLA EVBE TRHLMA
npenapar FPepepeHTHanR
BETHEHOCTR

PucyHok 15 - BeiCcOKOypOBHEBOE ONWCAHWME pazfgena WHrpeguexTta, cybocTasuum W
AKTUBHOCTHK

Knacc «MHrpegueHTs W BCCOUMMPOBAHHBIE € HMUM  Knacce  «CyBoTaHumsas,
w«KoHTponupyeman cybBoTaHumas , « AKTMBHOCTEY M « PehepeHTHaAA aKTMBHOCTE? MCNONL2YHTCA
4Ans  gansHedwero onucadua  knaccoe  «[powaBefedHHLd NpogykTs W «flekapcTBEHHLIA
npenaparts.

Npu HeobxogumocTy gna Nwbol cybcTaHLMK UNW KOHTPONKPpyeMor cyBcTadumMy fonxHa
ObITe  yKazaHa aKTMBHOCTL B COOTBETCTEBMM C©  wHOpMauwed, codep#alledicAa B
permcTpaumoHHom pocee. B ceow ouvepege WHGOpmauMa ob AKTHUBHOCTH MOMET ObiTh
OONOAHEHA ONWCAHWEM pedepeHTHOW aKTWBHOCTW. ONATb-Taku 3T0 JOMMHO OenaTeCcA NpW
HeoDXoOMMOCTM W B COOTBETCTBMWM C WHOpMAUMeW, COOEpHawWedcs 8 perucTpauvoHHOM
nocee.

Byay4yn yxazaHa, pedepeHTHAA aKTHBHOCTE MOMET OTHOCHTECA MNK K CYDCTaHUMK, WNK K

KOHTpONMpyemon cyboTaHuymu,
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7.7.2 [eranbHoe onucaHwe wWHipopmauwu obd wHrpeguenTe, cyBecTaHuymm w

dKTMBHOCTH

class OeTanNkiod ONKCEMKEE KHTPESHEHTOD W CyCom uuun/

Mposimn 0esi- B HEOayET| CybcmaHume

Gy B TRk

\ o1 "I'I‘"
|
{." I a.

N @nanis
M rpe QT AETHONOL T
|G HUrDEAHEHTEE QaNEHa
Bl Mie sl P LASHTa GkiTh CEAJIHE Nla D afiasil QETHSHOD TH (KOl UEETEagan) [0.:1]
DB TaHYHA, NWEo ke e TS OO TH (P00 T L e
f0MTRONWEYaWERA Moo To pmiapedds O 1]
g CylcTaMyHA] CTpada [0..7]
|
noe
I ¥.
|:..1'-.'|‘,-'

T2 ka poTod vkl B NPERApaT
KosTpomadpye sas o ydoTa Huss

TRENML Kol TP GPHD s WX Y50 TELed [Q,.9]
HouMTponspyaviaA cyEoTasign A
Npesios casEAgenynaneeoote |B_T]

[

FadaperTHas SHTABHOL T

Ot @ 30s @ ep-asi Nd0A @ aTasake m

MEOTa WA EHEA Pl o pas oA 30 T8naos T fi., 1]
PoEapsTrild EORTEONKR D PasnA O fioTamwds k]
PadapruTsed ¢ yBoTamigna [O,.1]

Crpaua P epeiTsHoR JKTHEHOCTH [O0-"]

PucyHok 16 - JeTancHoe onucaHwe pazgena wHrpeauedTa, cyDoTaHuMK M aKTUBHOCTH

f.7.21 WHrpegwedt

MNpu HeobxogumocTd & 3Tom  atpubyTe mMomeT ObiTe yKalada wHdopmauwsa o
PaKTUMECKWMX WHIpegWeHTax npov3BedeHHOro NpPOOYKTa wWNKW NekapcTEEHHOMD nNpenapara.
MHdopmauma 0 KOHKPETHOM WHIpEAWeHTe AomwHa ObITe NpegcTaBneHa OOHKM 3KIEMNNAPOoM
knacca «MHrpenueHTs.

f.7.21.1 Ponb wHrpeaveHTa

B atom atpubyTe gonmHa ObiTh YKa3aHa poNnb MHIPEAWEHTA KAk Y4acTh NpOM3BEAeHHOrD
NpogykTa WM NekapcTBEHHOrD Npenapata, BubpadHas U3 cOOTBETCTBYHLLErD HOPMATHBHOID

cnosaps. Jon#Hel BblTe YKa3aHb! CAM KOHTPONWMPYEMEIA TEPMKUH W M0 WAEHTUPUKATOP.
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Mpumepsl — Akmuenan cybcmanyus, adbL8aHm, HANOAHUMEeNs.

Mpumedanue - B mogend TpebyeTcA, 4Tobk Kamdulit MHrpedmeHT Sein onvcad NSo kak cyBoTaduma,

NWED KAK KoHTPONUpYeMas cyBcTauuUma.

f.7.22 CybcrtaHuWa

CyboTaHuma MoxeT DelTe YKa3aHa ANA MHIPeMeHTa C ONpegeneHHoNn ponbH.

CybocTaHuuwa gonxHa BelTs onucada B cooTBeTCTEMM co cTadgaptom MCO 11238 v ero
peayneTUpYoWerd TepmrHonormen. JonxHel DelTe yKa3aHbl caM TEPMKMH W ero MaeHTHgUKaTop.

Mpumepsl — Yenosevyeckuld UHCYAUH, aMOKCULUNIUAE mpuzudpam.

7.7.23 HKontponupyeman cybcTaHuma

KoHTponupyemas cyBocTaHuma MomeT BeiTe yKa3aHa ONA MHIPeOWMeHTa ¢ onpeaeneHHoR
pOMBH.

72317 KonTponupyemas cybocTaduMa

KonTponupyemas cybocTaHuma aomkHa ObiTe ONWMCAHA B COOTEETCTEMM CO CTAHOADTOM
MCO 11238 u ero peaynsTupywen TepmuHonorneid. JomuHs! BeiTe ykasaHbl cam TEDMUH M

ero MOeHTHHKATOP.

Mpumepsl

1 Konwmponupyemas cyBcmanyusa 2pynnel 1. CUMEMUKOH.

2 Kowmponupyeman cyBcmanuus zpynnesl 2: Kpucmannuyeckuld pexkoMSuHanmusIi
YenoeeYecKull UHCYNUH — npouseodumens A.

3 Konmponupyeman cybcmanuyusa epynnel 3: eoda dna unberyul USP.

7.7.2.32 [pynna koHTponupyembx cybBoTaHumMin

3TOT aTpubyYT COgep®MT TPYNNY, K KOTOPOH NPHHAONEXMT KOHTRONKMPYEMan cyBCTaHUMA.
Fpynna [omkHel ObiTe YKAa3aHa B COOTBETCTEBMM CO  cradgaptom WCO 11238 u ero
pe3ynsTUpyoWweal TepmruHonorme. Jon#Hel BelTe yka3aHel cam TEPMMH W ero ngeHTUgMEaTop.

Mpumepsr — [pynna koHmponupyembix cyBcmawnyud 1, zpynna KoHMPoORUpyeMbix

cybcmanyun 2.
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7.7.23.3 [pusdak koHpruoeHUHMaNsHOCTH

37107 atpubyT MOMET COOep#aTs KATEeropu KOHMWOEHUWANLHOCTM WHOpMauWK o
KOHTpONUWpyemo#W cyBocTaHuvM B ONWCaHWK WHrpedueHTa. KaTteropwa OonsHa ObiTe B3ATA W3
COOTBETCTBYHOLWEND HopMaTueHoro cnoeaps. [JomsHbl OblTe yKa3aHs caMm TEPMUH WM Eero
waeHTUMUKATOD B 3TOM CnoBape.

Mpumepsl — KongudenyuansHan, 6e3 ozpanuyeH .

7.7.24 AKTMBHOCTL

AKTMBHOCTE CYDCTAHUMKW MNKW KOHTpONKWpyemol cybBocTaHumK gonxHa ObiTe yrazaHa Kak
KONMYecTBO  cybCTaHUMK/KOHTpONMpyeMol  cyBCTaHuMK, NpWMcyTCTBYKLWEee B OaHHOM
NpoM3EEAEHHOM NPOOYKTE WNKW NexkapcTeeHHoMm npenapate. [omxHsl DbITE yKka3aHsl 3Ha4eHue
YHUCNKUTENA W Ero e0MHWL WaMepeHWA, a8 TAKHE 3IHAYEHWA 3IHaAMEeHaTens W ero eguHKL,
W3MEpEHUA.

AKTMBHOCTE MOMeT DbITe onucadHa OByMA cnocobamu. akTWBHOCTE (NpeacTaBneHwe) W

SKTHEBHOCTE (KOHUSHTDALKA).

Meumeyarwe = Echv HAO00 yKalaTe asTHEHCCTE NEKAPCTREEHHOMND NpEnapata, Nogeepriuenocs
NpeclpaloEaHue  [HAaNpUMEep, BOCCTAHOBMEHWED), TO O0MEHa OlTeE YEAIAHa aETHEHOCTE, MONYYeHHaA B
DEIYNETATE NPEODPAIOBEAHKMA B TOMHOM COOTEETCTEWH © HHQOPMALMER M3 PETHCTRALKMOHHOND QOCkE.

772417 [QuanazoH akTHBHOCTH (NpeacTaBneHue)

B stom artpubyte poned ObiTe yKa3aH [AWaNa30H ASKTHMBHOCTHW  (HAa OCHOBE
npeacraeneHwa). OH  onpefenseTcA KAk KONWMMECTBO WNW AManasoH  KonwyecTea

cyBCTaHUMW/KOHTPONKMPpYeMOW CyBCTaHUMKM B eQMHMUE ee NpedcTaBneHWa unu 8 obbeme

{MECCE} OTOAENBHOMD NeKapiTESHHIMD NpenapaTta WKW NPpoWseefeHHOIo NpoayKTa.
Mpumeps:
1 20 ma/mabnemka.
2 10 ma/5 mn.

3 Om 3,7 &5 mn do 3,7 &/5 s
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Korga egwHMubl npencraeneHus Heobxogumsl ONA ONMC3HWA aKTMBHOCTW, TO OHW
nom#Hbl BEITe yKAa3aHsl B cOOTBETCTEMKM co cTaHpaptom WMCO 11239 v ero peaynetupyowen
TEDMUHOoNOrMed. MNpM YE33aHHMH edWHHL NpedCTasneqrka COOTE2TCTEYHIWEND NporieedeHRor
NpogykTa WnW NeKapcTEEHHONO Npenapata AoMmkHbl DT YKa3aHbl KOHTPOMUPYEMbIA TEDMUH W
ero wgeHTudhukatop. [AnA npow3eegeHdHoro npogykra aTa wHipopmauyws onucada bonee
geransHo B nogpazgene 7.6.2.10.3, gns nekapcTeeHHOro npenapata — B nogpazgdene
T8212

[na aKTMBHOCTW, BLIPEMEHHOW B CTAHOAPTHEI 84MHMLAEX, 3TW eauHMLbl JOM#HE DhiTs
YE33aHel © NOMOWBH CHUMBONE 2dWHWMUBL U3MepeHHA K I"I,EIEHTHI’.TJHI{EITG[JE 3TOro CuMiBOona B
cooTeeTcTerKn co cTaHgapTom MCO 11240 v ero pesynsTHpyHLWed TEPMUHONOMMEN.

7.7.242 [QuanazoH akTWBHOCTH {KOHUEBHTRAUWA )

B atom atpubyte poneH DbiTe yKazaH OWANA30H aKTUBHOCTH (KoHUeHTpauuu). Ol
ONpefenaeTca KaKk KONWYEeCTBO WNW OWMANa3oH KoNuYecTea cybCTaHUMW/KOHTpONMpyeMoW
cybcTanumu B eguHKuLe obbema (Mny Maccs).

Mpumepsi

1 2 maimn.

2 Om 1,55 a/mn do 1,857 a2/mn.

MpuumedaHmus

1 Stor atpudyT TpebyeTcA ToNbKS B TOM CNyYae, KOMO3a B 3HAMEHATENA  3dHadeHwa  aTpuibyTe
CAKTHBHOCTE [(NPe3IeHTAUWA) YEA3aHa HeCcTaAHJapTHas egkHdua obeeda (Wnd smacce). [Npusep. gPanaicod
AKTHRHOCTH (Npe3eHTaLKWA) = 25 MrS MM JUanaiod aKTUBHOCTH (KOHUEHTPAaLMK) = 5 Mrisin.

2 [OnA Teepablx QOAMPOBaHHLK OpM OWMANAZ0H AKTHBHOCTH (KOHUEHTPaUWK) OBnldHD  MOSHTHYEH
OHaNaIcHy SKTHBHOCTH (NPE3ISHTaLMK). B Takom chy4as He Hago yeaseisate ofa atpubyTa: AoCTaTouss yEa3aTE

ToOMEKD ATPpUEYT «AKTHEHOCTE (NpejgHTayuwd)s. [NpeacTasnedde aToH WHDOPMaUWMKE ondcadsl B HACTOALLIEM

nogpaigens.

Korga eguvHuusl npegcTasneHus HeobxoauMel ONA ONWCAHWA AKTWBHOCTH, TO OHM

O0M#HBl BEITE YKa3aHe B COOTBETCTEBMM CO cTaHgapTom WMCO 11239 w ero peayneTupyoLLen
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TepMuHonorued. MNpu yEasaHwu eguHWY NpefcTaBneHnd COOTBETCTBYHILLErD NPOW3BE0EeHHOro
NpogykTa Wunu NexkapcTBeHHOro npenapara OoMmKkHbl BbiTh YEa3aHbl KOHTPONWMPYEMBIA TEDMKHH W
erc wgedHtudukatop. ONA NpoMaBeneHHOro npogykta ata vHgopmauua onucaHa Gonee
detansHo B nogpaznene 7.6.2.10.3, ona nekapcTeeHHoro npenaparta — B noapasjens or
TBZ21.2

Ona aKkTWBHOCTH, BLIPAMEHHOW B CTAHAADTHEIX 8OMHMUAX, 3TH eduMHUUbI JOM¥HE DhiTe
YK33aHbl C NOMOLLBI CUMBONA efWHWUbLI M3MepeHWs W WeHTUQUEaATOpa 3TOro CUMEBEONAa B
cooTeeTcTelKM co cTadgapTom MCO 11240 v ero peaynsTvpyLWeR TEPMUHONOMMER.

7.7.24.3 Mecro namepeHMa

Mpu perucTpauvu HEKOTOPBIX NEeKapCTBeHHBIX CpedcTB akTMBHOCTL W3MeprAeTcA B
onpefeneHHoM mecTe (Hanpumep, B HEKOTODbIX WHIANATOpax aKTWBHOCTE WHrpegweHTa
W3IMEPAETCH Ha OnNpejeneHHoOM PaccTOAHWK OT TOWKM pacneinedwa). MNpu HeobxoOWMOCTU
MECTD M3AMEDEHMA MOXET DbiTh yKazaHo B nadHom atpubyTe B TekcToeow dopMe.

7.7244 Cripana

B atom arpubyte moweT ObiTe YKa3aHa CTpaHa WNK  CTpaHbel, ONS  KOTOPbIX
OEeACTBUTENBHLl 3HAYEHWA [OWana3oHOB AKTMBHOCTWM (NpeAcTaBNeHWA W KOHUSHTpauuW) MW
COOTBETCTEYHOLWEE MECTO MaMepeHws. Kon cTpadb esibupaeTtca uz Tabnuusl aeyxDyKBEHHBIX
KOO0B, ONpedeneHHslx B cTasgapte MCO 3166-1.

Ecnu mecTto vamepeHWA yKa3aHo, TO NPW HeoDXOOQWMMOCTW MOXET OLITe YKa3ada ogHa
MM HECKONLKD CTPAH.

7.7.25 PedepeHTHAR aKTHEHOCTE

PediepeHTHaA akTUBHOGTE UCNONBL3YETCA ANA JONONHUTENBHOMD ONWUCAHWA aKTUBHOCTH.

PedepeHTHas akTMBHOCTL BblpaXaeTcsd B TepMWHAaX akTWBHOCTH pediepeHTHOM
CYyBCTaHUMKM MNKY pedepeHTHOW KOHTRONMUPYEMORA CyDCTaHUMK, WNK 1 TOR, K ApYrod.

Mpumep — KapGoxnam numusa uMeem pedepenmHuy akmusHocme 12,2 MMONE MUMUA.
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7.7.251 PedepedTHan cybcTadyma

Ecnu pgonxda 6BoiTe ykazada pedpepedTHans cybBcTaHuua, WHopmauvs © KOTOpOW
npedcTaeneHa B perdcTpaunoHHOM O0CkEe, TO €& ONWCaHWe OOMKHO CNefoBaTs CTadHpapTy
MCO 11238 w ero pesynsTvpyowed TepmuHonorii. [JomsHel BuiTs yKa3aHsl caM TEDMUH W ero
WaeHTUUEATOR.

7.7.252 PedepedTHan KOHTpoNMpyemas cyboTaHuMa

Ecnu gon#Ha BbiTe yka3daHa pedepeHTHan KoHTponupyemas cybcTaHuus, uHdopmauuns
O KOTOPOW NpefctaeneHa B pervcTpayvoHHOM O0CsE, TO 28 ONWMCaHWe OOMMHO CnefoBats
cTaHpapty MCO 11238 1 ero peaynsTHPRYOLWEA TepMuHonorii. JonsHe ObiTe yKa3aHe! cam
TEPMUH W 2ro naeHTUpUKaTop.

7.7253 [QuanazoH pedepeHTHOW aKTUBHOCTH

B atom atpubyTe gonwex DbiTe yKa3zad OManazoH pediepeHTHOR akTHBHOCTH. JonsHb
ObITb  YHA33HEI 2HAYEHWE YUCNUTENA W ero elWHWL MW3IMEDEeHWA, a8 TalHe 3HaAYeHuA
AHAMEHATENA U 8ro 8QMHWL MAMEDEHMA B CODOTBETCTBMW C nogpasaenom 7.7 2.4 2.

f.7.254 MecTto namepeHus pedepeHTHOW aKTUBHOCTH

MNpu HeobxoaMMoOCTW B 3TOoM aTpubyTe momeT ObiTb YKazaHo MecTo WaMepeHus
pedepeHTHOW AKTUBHOCTHM B COOTBETCTBMW C ONWCadHves, npueBsieHHbIM B Nogpaszjene
7.7.2.4.3.

7.7.255 CrpaHa pedepeHTHOW AaKTUBHOCTK

Ecnu TpebyercAa ykasaTe CTpaHy pedhepeHTHOW aKTWBHOCTW, TO 3T0 JonkHe BeiTe
COENaHO B COOTBETCTEMKM C ONWMCAHWEM, NPpUBedeHHeIM B nogpaznene 7.7.2.4.4, wcnoneaya

OBYxDYKBEHHBIW KOO CTPaHbI, onpeaeneHHesId B cTanaapte MCO 3166-1.
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7.8 NlekapcTBeHHLIA Npenapar 1 MegUUUHCKOE naaenuve
7.8.1 OBuwee onucaHne

HacTtoawwid nogpaznen  ONWCLIBEET  NEKApCTEEHHOE  CPeacTBe B TepMWHAX
KAYECTBEHHOIO W KOMWYECTEEHHOTO COCTABA W NEeKapCTEeHHOW [03MPOBAHHOW hOopMbl,
pa3peleHHol ANA NPUMEHEHWA B COOTBETCTEMW C MHhOpPMaUMed M3 PEMMCTRALMOHHOTD J0CkE.
Mpu  HanM4YWK  TaKMX XapakTepWCTHE NeKapcTBeHHOE CPEeACcTBO  pPacCMaTpWBAETCH  Kak
« NeKAPCTBEHHBIW NpenapaTts.

B HEKOTOpLIX Chy4Yasx MeguUWHCKDE W3O0enwWe MomeT BbiTh HEOTLEMNEMOW YaCThio
NeKapcTBEHHOTO CPEeAcTEa, Hanpusmep, ofecnevnsaTe npumeHedwe nekapcTtea. Torga
WHOPMAUWMA O NEeKapcTEeHHOM nNpenapaTe OONONHAETCA WH@OpPMaUWed O MeOWUMHCKOM

H3OeNvy Kak KOMNOHEHTa 3TOMO Npenaparta.

class Briconoyposne 500 aNACAHAE NG BCTAEHAONS NPENAPaTE W A10CMAN MEOMUMHC KO HI XD S I /)
Hurpeane st Hapakmeprs kR Opyrue
NEHARC TIOHHO AL T A G THER
npenapa T
NMekapcoennoe Mexapcmoerr@ MeanunHcEDS HOME HENA TR
CpeACTED MEE mEEaT HaaCnueE HIGERER
PuamwecHne
Habep Myms owe g v LR TR P AE TR
HEEHTHIDHEATOp OO
PHPID

PucyHok 17 = BeICOKOYPOBHEBOE ONWCAHWE pa3nena NEeKapcTBEeHHOro Npenapara u

MedWUMHCEOND Wagenu9a
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Knacc «llexkapcTteenHoe cpefcTeo» CBA3aH ¢ Knaccom aflexapcTBedHHbId npenaparts,
ONUCEIBAIWKWA NekapcTBEHHOS CPEeaCcTBO B TEPMUHAX KAYeCTBEHHOMD W KONWYEeCTBEHHOMD
COCTABA W NEeKapCTBEHHOW OO03WPOBAHHOW QOpPMbl, paspeweHHod OnAa NpUMeHeHWA B
COOTBETCTEMW C WHpOpMALMWER W3 perucTpaunoHHoro gocee. Takum obpasom, wHdopmauma o
NyTH NPUMEHEHWA OTHOCUTCA K ONWCAHMID NPUMEHEHWA NerapcTBEHHOID Npenapara.

Knacc «llekapCTeeHHLIA Npenapats CBA3AH C©  KN3cCoM  «XApakTepUCTHEA
NekapcTeeHHOro  npenapatarx, No3BONAKLWAM  ONWUCATE  PasnWYHbIE  XapaKkTepuCTHEW
NekapcTEEHHOMO Npenapara, HanpuMmep, Ha4ano ero AencTeua.

Knacc «lexkapcTBeHHbId npenapaTts MoweT BeiTe CBA3AH © knaccom «MeguumHcKoe
vagendes, ONWCLIBAKWMM  WHQOPMAEUWKD  ©  HEOTbEMNEMOM  MEOWUMHCKOM  M3ASNuM,
obecneuynBatollem NpUMEHEHKE NEKADCTEA W, CNefoBaTENLHO, UMEIDLLMM TUN «HEOThEMNEeMOoe
wagenues», B CYLWHOCTH, Takoe W3genue HABNASTCA «WHIPEOWEeHTOM» NEeKapCTEEHHOrD
npenaparta. Magenue MoxeT UMeTs pag (DU3MYECKUX XBPaKTEPHCTHE M OAPYIMe XapakTepucTHEN.

NekapcTeeHHLIW NpenapaT MoMeT DuiTe ONWcaH B TEPMWHAX COOEPHMALLMXCA B HEM
wHrpeaueHTos. Bonee netansHoe onucaHue WHopMauny ob MHrpedMeHTax cM. B nogpasgens
7.7,

C nexapcTeeHHbIM npenapaTtomM ceszad Habop waenTudukaTopos PhPID, onucanHsix B

cTaHoapTe MCO 11616.
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7.8.2 detancHoe
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Pucynok 18 -

MEOWMUMHCKOND M30erMA

7.8.2.1

NekapcTeedHBA NpenaparT

HetansHog onWcadWe pasfgena  nNekapcTBeHHOrO npenapata w

lNekapCTESHHEIA npenapat fgonsedH ObITe ONMCaH B TEPMMHAX ero KAaJvecTEEHHOMD W

KONWYECTEEHHOMD COCTAEA W NEKAPCTEEHHOW O03WPOBAHHOW l:'_tlll:'_'l[Jl!‘.‘ll:ul, FIEIHF}ELIJEHHCIH ane

NpMMEHEHWA (NDUMEHAEMON O03WPOBAHHOW MOpMLI) B COOTEBETCTEMKM C WHQOpMaUMed W3

PErMCTPALMOHHOMD JOChEe.

78211

MNpumMeHReMan 003MpoBaHHaA hopma

B atom atpwbyte ponwHa BbiTh onNWcaHa NpUMEHAEMan [03WpoBaHHas opma B

COOTEBETCTEMM C WHMOpMaUWeH W3 PerucTpauMoHHOrD aocke. JTod (QOopMOKM CHWTA&TCA Ta,
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KOTOpas nony4eHa B pe3ynsTaTe BCexX BOCCTAHOBNEHWA, eCnNi TakoBble HeobXoaMmbl.
MNpumeHaemas gosvposadHas dopma nonsHa BbiTs yKa3ada 8 COOTEBETCTBMM CO CTaHAapTOoM
MCO 11239 u peaynbTupyiowed TepmuHonornei. JonsHel BuiTe yKa3aHel caM TEPMMH K ero

naeHTUUEATOR.

Mpumepsl — TaGnemexa, kKancyna, opaneHsIl PacmMeop, UHLEKUUOHHLIL PacmEop.
NMpumeyaHwns

1 EcnW neped NpUMEHEHHEM NPOWMIBEGEHHAA DOIMPOBAHHAA (OopMa DoNHHE GwWTe npeoGpasopaqa, To

NpHMEHABManR O03MPOBAHHAA NeKapcTEeHHaA dopma GyageT oTNAYaTECA OT NPOMABEOEHHOR O0IMDoBAHHON

hopmelL
2 Ecn¥ npoWisefeHHsid - O0IMposamHbie - GopMani OBy} NPOMIBEIeHHLX NPOOYKTOR ABMNAKTCA

wMOPOLIOK AMA WHBEeKLWWOHHOTD pacTBOpar W aDacTROpWTENs ONA  WHBRKUMOHHOMD pAcTBODa®, To NOChe
npecbpazcerannA MM CyOeT coOTEeTCTECEATE NPUMEHAEMAR J0IMDOEaHHAA fopMa "MHBEELMOHHEIN pacTaop”.

78212 EpyvHALE npeicTasneHus

KadecTBEHHEIA TepMmuH "edWHWUA nNpegcTasneqHra” onuvceieaeT Nubo  OWCKPETHYH
e0WMHKUUY, MWCNONB3yeMyHr OANA ONWMCAHWA aKTMBHOCTW NeKapcTBeHHOrC npenaparta, nwmbo
KOMUUeCcTEO, eclnid Ka4vecTBeHHAA eOMHMUE WAMepeHWA He MOoMeT OwlTe vcnoneszoepada. OdHa
npegcTaBneaeTcA B BUOE TEPMWUHA M WAEHTUMWKaATCpa TEPMUHA B COOTBETCTBUM CO CTAHOapTOM
MCO 11239 1 peaynNbTHPYOLWER TEPMHUHONOMMER.

Nna nekapcTeeHHLIX NpenapaToB, YbA aKTUBHOCTE W3MEpAeTCA B eQWHULAX Beca WNW
obbema, "eguHuued npeactaeneqHnsa” moxeT ObiTe YKa3aHa Kak NoTpebuTenscKUA KOHTERHEp
{ynaxkoBka camoro HW#Hero ypoeHA). [nA Teepdblx A03WPOBAHHLIX opM W Opyrux opm, YeA
SKTUBHOCTE ONWCLIBASTCA HA OCHOBE KONWYeCTBa eduWHWU NpegcTaBnNeHWA W KoTopble
MAMEDRIOTCA WTYKAMKM, BOWMHMLEWR W3MEpPEeHWA Konu4YecTBa fonxHa beits "1 eguHumua”, a
eflHWUer NpedcTaenedHlWa — Ta gpopma, YTo NoOcCYWTRIBAETCH, YKa3aHHaA B BUOEe TepMHMHA W
WOEHTUMOUEATOPA TEPMKWHA B COOTEBETCTEMM CO cTaHaapTom WCO 11239 1 peayneTUpYHOWer
TEDMHUHONOTAEA.

Mpumeps!
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1 Mpu opucaHuy aKmMUeHOCMU.; mabnemya, cnped unu aIpoionsHan doza “codepwum
100 mukpozpamas Ha dosy” (edunuya npedcmaanenun = do3a).

2 [Mpu onucanuu Koauywecmea: Ny3siper unuy gnakon “codepsxum 100 mn & nyisipbre”
{edunuya npedcmaanerun = Nyiblpek).

7.8.21.3 KonWyecTeO NeKapcTBeHHOTO Npenapara

37107 aTpubyT OQON#eH coOepwaTs HONWYECTBO (MMW YKMCNO efWHML) NeKkapCcTBEHHOMD
npenaparta. KonuyecTeo JoM#HO ObiTe YEa3aHO KAK 3HAYeHWe C e0WHWUaMKA W3MEpeHUR,
KOTOpbIE OoNKHe BeITe NpeacTaBnedHbl © NOMOLWBH CUMBONA edWHWUB! W3MEepEeHWA W
waeHTWMKEATOpA 3TOMOD CMMEONA B COOTBETCTEBMM co cTadgaptom MCO 11240 u ero
pe3ynNeTUPYIOWER TEPMUHONOMHER.

[na Teepdblx QO3WPOBAHHLIX opM KU OpYIWMX POpM, W3MepAEMBLIX WTYKaMW, edWHUUEen
W3MEpEHWA KONWYECTBa AomkHa BuiTe ™1 eguHKua”, a equHvUen npeacTaenedus — 1a qopma,
STO NOOCYUTEIBASTCH.

7.8.22 TlyTe BBEOSHKWA

MNyTe BBEgSHWA npeacTasnaeT coboW NOHATME, WCNONb3yeMoe ONA ONMCaHWA MyTH
BBEEHWA NeKapCcTBEHHOID Npenaparta B TeNo WNK KOHTaKTa C Tenom.

MyTe BBeOeHWA Oon#eH ObiTh yKAa3aH, WCNONbL3YA TEPMMHB W WOEHTWUdWKaATOpbLI
TEPMWHOB, onpegenexHeie g cTannapte MCO 11239 1 ero pesynsTupyoweld TEPMUHONOMMM.

Mpumeps! = MepopanbHbil, MOGKOMHEIL, 2A83HO0.

7823 XapakTepUcTUKW NeKapcTBEHHOMO npenapara

3TOT KNAcc MOMET WCNONbL3OBaATLCA ONA  ONWCAHWA Pa3NWYHBIX  XapakTepUcTUE
nekapcTeeHHOro Npenapara, HanpuMep, Hadana ero JelcTeKuA.

7.8231 Cwucrema KOQWPOBaHWA XapakTepucTWE NekapcTEEHHOro Npenaparta

B stom artpubyte pomHa ObiTe yea3aHa CWMCTEME HKOOWMDOBAHWA XapaxkTepMcTHK
nekapcTeeHHOre npenapaTta, WMCNoNb3ys NOoOXOOALWLYK CUCTEMY WOBHTHUMWKALMK CHCTEemM

KOOWpOBaHKA.

106

FOCT rocTtPuCO 11615-2014 Crpatuua: 115/206

M4 GostExpert.ru


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

rocTt P MCO 11615-2014

7.8.232 3HaueHWe B CUCTEME KOOWPOBAHWA XaPaKTEPUCTHUK NEKaPCTBEHHOMD
npenaparta

37101 atpwbyT OOoMMeH COOepWaTe OTAEeNsHoEe 3HaYeHWe, B2ATOE M3 CUCTEMb
HOAWPOBAHWA XapaxTepWucTUK nekapcTeeHHoro npenapata. JomsHel ObiTh yHa3adsl cam
HKOHTPONUPYEMBIA TEPMUH W ero uaeHTudukaTop.

Mpumepsi

1 Cucmema KwoQUpPOBAHUA XAaPaAKMEPUCMUN, MUNk!l HEYana OJeOcmeusd; 3IHAYeHUE
XApaAKMEepUCMUKY: HeMedneHHoe delicmaues.

2 Cucmema KOQUpOBAHLA Xapanmepucmu: Knaccugurayun ceodcme
PEEUCMPUPYEMbIX MENEdPDCMEEHHbLIX {:peﬂcmﬂ; JH@YEHUE XapaKimepuCmuKL. youneHHan
mepanun.

3 Cucmema KodupoBaHURA xapakmepucmuK: wnaccughurayun ceolicma
PEZUCMPUPYEMBIX NeKapcmeeHHbIX Cpedcma; 3HaveHue xapawkmepucmuwu: Guonozuveckud
npodyxm.

7824 MeguuwHCKoe Hagenue (NeKapcTBEHHBIA Npenapart)

Mpu onucaHuu nNekapcTBEHHLIX NpenapaTtos B ChNy4aAx, KOrda CcOOTEETCTRYOWEee
NEeKapCTBEHHOE CPEeacTBO  KOMOMHWDYETCA € MeOWUWMHCKMM  W3genwesm W JOoCTHraembli
PAPMAKONOTAYECKMA, MMMYHOMOTHYSCKMA W MeTabonuveckii 3pekT paccMaTpuBaeTCA Kak
OCHOBHOW Cnocof NpvMeHeHWRA, 3TO M3NENKe A0M#HO DbiTh TAKKE ONWCAHO, MCNONL3YA KNacckl
"MeanyuHckoe  W3genue”, "PU3MyeckMe  XapakTepucTura” w "Odpyrde  xapakTepucTHrn.
OeTantHble ceefeHMA 0D ATUX KNAcCAX NpMBEOEeHL B Nogpazfgenax 7.6.2.7, 76281 7.6.2.12
cooTeeTcTEEeHHC. B Tex npenapartax, roe 3To MMeeT MecTo (HanpWmep, B Crnyyae KOMHOW
NOONOXKW), MEeQUUWMHCKOE W3Jenue B CYWHOCTW ABNAETCH «HHIPEOWMEeHTOM» NeKapCTBEHHOM
npenapata. OHO ONWCbIBAETCA 34eCb, NOTOMY 4TO HAa Hero ©Oy4eT ykazaHa CoelNka B

waedTupukaTopax PhPID nekapcTeeHHoro npenaparta (cM. nogpasgen 7.8.2.5).
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7.825 Habop waentudmrkatopoe PhPID

3T0T Knacc [OM#EeH ONWCHIBATh PENEBAHTHLIE WMAEHTWOMKATOPLI, ONpedeNeHHbIs B
cTaHpnapte MCO 11616, Ox npegycmaTpvBaeT OQHOTHMNHBIE NPeacTaBneHua MHQOopPMaUnK o
nexkapcTBEHHLIX Npenapartax, Beknwuas cybcradHumu [ KoHTponupyemsie cybocTadumu, wx
(pedpepeHTHYO) BKTMEHOCTL, NPWMEHAEMYH) A03MPOBAHHYH (opMy, 8 NpU HeoDXoOWMOCTH —

HedTeeMNemMmoe MedlUuHMHCKDE Hagenve.

7.9 Dapmakonorv4yeckMe cBOWCTEA

7.9.1 OBwMe NnonoXeHUA

EU,U,EP}KEHHE HacToRAWeErno nogpa3fena B8 0OCHOBHOM OTHOCMTCA K ONMCaHWeED
ﬂ]EpMEKﬂJ’IDTHHECKHx CEBOWCTE NeKapCTEEHHOMD Cpedcrea. Takve CBOWCTEA O0MEHGB ObiTh

YE233aHbl ANA Kax0oro nekapcTeeHHore cpencraa.

Mpumedadue — HOpMATHMBHEE O0KYMEMTE! B OAHHOR WDMCOWMELMK MOMYT YTOUHATE TpeBomanwa,
OTHOCALLMECA K PEANWIALMK CTAHOADTA B 4acTW ONWCAHWA DapMakonoriyeckiil CoRcTe, HanpuMep, TpebosaTte,

YToBkE 3Ta WHDOPMAaL KA NPeOCcTARNANACE TONEKD MO AaNE0CY.
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class ELIEQIDHF‘EEHEEDE OMACAHME RHIROOEE UHH o l:hnpmuu.n-:r HYOOEHE CEOMCTHaX /)

NiexapcToennos
CPTOOTEE

2 pME RO NI DG I Baanmonenc T Baanmoaenc oy e mi
o BORC TEE areHT

Te pame ETMuEC KRR MoSounas MNpoTHECNoK2I3HAR
PO B HEN OEAc RS

Crogedwina

FIOR IR L

Cneyudwna gpyro
A

Pucynok 19 - BoicokoypoBHeBoe onucadve WHopMauuy o apMakonormYeckns
CBOWCTBAX

NekapcTeeHHoe cpencTeds obnajaeT paAoM (apMakonorM4eckdx CBOWCTB, BKMK4AA
NoKasaHWA, NPOTUBONOKAa3aHWA, NoBoYHOe JeRCTENE M B3aMMOdEHCTEME.

Kak noxaaaHud, Tak U NpOTHUBONOKAZaHWA MOrYT BbITh OX3pakTepuaoBaHe!l MHPOPMaLUKMed
O KOHKPEeTHOW NONyNAUWK, K  KOTOPOW NPUMEHWMC  KOHEDPSTHOE  NOKa3aHwe W

NPOTUBONOKA3AHWE, a Takwe wHdopmauwed o apyrod cneywdike TepanuW, Hanpumep, o
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COBMECTHOM WCNONb30BAHWM OAHHOMD NEKapCTEEHHOD CPefcTBa W APYIMX NexapcTEeHHbIX
cpencra.
WHbopMaLWa O B3aMMOLeACTEMK COOSPMHT CBEOEHWA O B3AWMOAENCTEYIOWEN areHTe,

YE33dHHbI2 B OTO4SNbHOM KNacce.

Mpusedarue - KOMUENTYaNeHo knacce "TapMakonori4eckde CBOHRCTEa" RBEMABTCA DOOWHTEMBCHHM
EMACCOM, KOTODRIF NOKAZEH HA BRCOKDYDOBHERDH JWAarpaMme OnNA NPOcTOTh BAIYANMIEWME, HO KOTODRBA Cam no
cebe HE COOBDEMT HAKIKCoR WHDOopMaUMK # NoaTOMY HE OTPameH B SeTankHOR OMarpamMme, so0enupyiowen

HHPOpMALMIo Ha YpoBHE aTpWUiyToe (CWM. Nogpaigen 7.9.2).
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Pucynok 20 = [eTansHoe onucadue nH@opmMaury o apMakonorMHeckiy CBoRCTEaX

[.9.2.1

TepanesTHYECKHE NOKAZAHWA

ATOT KNACC [ON#EeH WCNONBIOBATLCA ANA  ONWMCAHWA NOKAZAHWH K NPMMEHEHKK

NekapcTeeHAOre cpelcTea B

PeErMCTPaUWOHHEDM A0CES.
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COOTBETCTEMA

-

UHpopMaluen,

cofepHawedca B
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MpumedaHre - HoOpMATHBHEE OOKYMEMTEI B JAHHOR WDHCOWELUME MOTYT YTOUHATE TpeboBanwa,
OTHOCALLMECH K PEANWMIALKWK CTAHOAPTAa B 4acTH ONHCAMKA TEPanesTHHeckd:y NoKaIaHWi, Hanpumep, TpebonaTte,
YToBkE 3Ta MHDHOPMaL KA NPeQCcTARNANACE TOMEKD Mo AaNpocy.

7.9.2.1.1  TekcT nokaszaH4dd

37107 aTpubyT O0MHMEH COOep#aTt TEeKCT TepaneBTHMYecKWX NOKA3aHWA, B3IATLIW W3
PEMCTDAUWOHHDOMD O0CHE.

fpumep - [fleweHue IKIOKPUHHOL HEJOCMAaMOYHOCMU nNodwenydoyHoU Meneisb,
8bI3GAHHOU KUCMOIHEIM UBPO3OM UNU JpYaUMU NPUYLHIMU.

7.9.21.2 TMNokazaHua e hopme "3aboneeanme/cumntom/npoleaypa”

B atom arpubyTe ponwHo DeiTe yxaszado sabDoneBaHwe, CUMNTOM WOW Npouenypa,
ABNAKILWMKECA NOKA3aHKeM Ons neveHns. MHopMauns 0omkHa ObiTe BAATA M3 NOGXOOALLEro
HODMaTHUBHOMD pE¢I4E'DEHTHCIrG Cnosaps W NpK 3ToM JOMeHA COOTEETCTBOBATh NOKAISHWUAM,
ONWMCEHHBIM B PErMCTPAUMOHHOM Aocke. [JOoMmkHel DbITe YKA3aHB! KOHTPONMDYEMBIA TEPMUH W
ero MoeHTMdUKaTop.

Mpumeps:

1 MNevernue NnepeuYHOU 2UNeRMeH3uL.

2 OBnezvyeHue Mopchnol SomesHu.

3 Meped skcmpenHold xupypauyeckold onepauued.

7.9.21.3 Crartyc aabonesaHus

3tor ETFIHEJ.YT MOoeT CodepwaTe CTaTyC 3aB0oneBaHUA MMM CHMNTOMA, ABNAKLWErocH
nokaszadvesM AanAa neusedds. OdH gonxed BeiTb B3AT W3 NOAXOORWEND HOPMAaTHBHOMD
ﬂEﬂ]EpEHTHGFﬂ crnosapA W nNpd 3ToM SJOMMHeH COOTBETCTEOBATH HH[I]DFIIHELLHH. OMNWCAHHOW B
PErMCTPAUMOHHOM  aocke. [omwHel OblTe  yKa3aHel KOHTPONWPYEMEBIA TEPMMH W ero
naeHTUUEATOR.

Mpumepsi

1 Mevernue cbocmpeHun XPoHUYecKo20 3a60188aHUA MEYEHLU.

2 Konmpons pethpakmepHol sunepranbUUeMLULL.

112
FOCT rocTtPuCO 11615-2014 Crpatuua: 121/206

M4 GostExpert.ru


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

rocT P MCO 11615-2014

3 MeyeHue Memacmaiupyowezo paka MonovYHol xenessl.

7.9.214 ConytcTeywowee saboneeanune

Ecnu CONyTCTBYHOLWE:S aaboneeaHne I:CDGTCIHHHE] OMACAHD KaK 4acTk NOK3IaHWE B
COOTEETCTEBHM C I-'EH'[I]GF]MEL[HEﬂ, !.l'HElEEIHHDﬂ B PErMCTPAUHOHHOM O0CBEE, TO OHO MOMET BbITh
YKa3aHO B JaHHoM aTtpubyTe, MCNonbays COOTBETCTBYHOLWA HOPMATWUBHbIA pedepeHTHLIA
cnosaps. Jon#He BbiTh YKA3aHLI KOHTRONKMDYEMBIA TEDMHH M Mo MOEHTUMKHKATOD.

Mpumepsi

1 Mevenue 3K30KPpUHHOU HedocmMamoyYyHoOCMU nodwenydoyHOU Meneibl, ebl3gaHHol
KUCmO3Hbin hubBposom.

2 fMeverue MTHeEEMOUUCMHOO MTHeaMoHULU npu BHY.,

79215 TepanesTU4eckos gelcTBMe

B asTom ETFI‘I-"I'E!}"TE Mo#eT DblTe YE23aHD TepanseeTHyMeCcED:s gedcTeMe, UENs WMNW
CTpaTerd, AocCTUraemMele N OTHOWEHWHED K NOKS3aHWAR. 3Ta HHI'_'p{IlI]I'I.I'IELI,HFI OoimsHa ObiTk BaATA
W2 NOgX0o0AWers HoOpMaTHBHOND CNoBapAa 8 COOTBETCTEBMK C CooepHaHWeM pelfMCTpauuOHROMD
nocee. [Jon#Hbl BbiTh YKA38HbI KOHTPONMPYEMbBIA TEPMMH W M0 WOEHTWMKATOD.

Mpumepsi

1) Mpoghunakmuka acnupayuu xenydoyHo20 codepRUMO20.

2) fuaznocmuka aunonumyumapuimMa.

3) MannuamueHan MepanuA HeepPanzuu MPoUHUYHOZ0 HEPEA.

4} O6GnezvyeHue CUMIMOMOE CeHHoU Nuxopadku.

5) Konmpons  meveHUa  MepMUHansHOU  cmaduu  XPOHUNEeCKOU noYeyHou
HedocmanmoYyHocmu.

6) MaccusHam UMMyHU3aYUR Npomus GelweHcmaa.

NMpumedanne - ONUCaHKe TEPANEBTHYECKOND OEACTBHA ABNABTCA YACTLK ONWCAHWA NoxalaHui. OHo

YEAILIBART THN OMKOAEMOTG pPEsyNsTaTa Tepandd NpUusMeHETeNsH0 K deneiony YCNoBWKD, 8 TO BpeME Kak

NOEAZAKMA ABNAKTCA NONHOTEKCTOBK ONUCAMKMENM NPERMYLLECTE NPHMEHSHWA NEKADCTEA K USNSB0E NonynALHKA

N HanH4 |k LeN2Bore YCnosuAa.
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79216 Cpox/gnuTensHoCTs
3707 aTpubyT MOMET COgepaTbk CPOK MNK ANWTENBHOCTL MEYEHWA, BCNKW OHW YKa3aHbl
KAK 4acTk MOKA3aHWMK B COOTBETCTEMM C DEMMCTRALWMOHHEIM O0Cke.

Mpumep = Mpogunanmuka apmepuansHozo mpomB03a V¥ MAYUBHMOE C UILEMUYBCKUM

UHCyMemMoM (nocne cedemMozo One 1 do § MecHyea

7.9.22 TIpoTHBONOKa3aHWA

3TOT KNacc OoM#eH WCNoNb3oBaTeCH ANA ONWCAHWA NPOTUBONOKA3aHWA K NPUMEHEHWIO
NekapcTeeHHOND cCpecTea B COOTEBETCTEMIA [ HH{tIDIJM-ElI.LHEﬁ. CGﬂEpH{EU.LEﬁCﬂ g

perCTPaUMOHADM O0CES.

MNMpumedarkwe — HOpMATHBHEE OOKYMEHTEI B JAHHOR WDHCOWMHUMKE MOTYT YTOUHATE TpeBopauwa,
OTHOCALLMECA K PEAMMIALMIA CTAHOADTA B YACTW ONUMCaHMA NEOTUBONOKSIaHWE, Hanprsep, TpeGonaTs, YTolke aTa
WHPOPMAaUMA NPeACTABNANACE TONLED NO AANPOCY.

792217 TekcT NpoTHBONOKA3AHMA
3ToT  arpubyT  pgomsed  codepHaTtk  TeKCT  NPOTHBONOKA3aHWA, B3ATHIK M3
PEMMCTPAUMOHHOMD A0CHE.

ﬂpum&p - npﬂml.lﬂﬂﬂﬂﬁﬂ.!ﬂﬂﬂ npu CepbeIAbLIX WMWY IHaYUWMenbHBeIX TOoYeYHbLIX

HApyWeHUAX.

7.9.222 [lpotveonokazaHuAa B hopme "aabonesadue/cumnrom/npouenypa”

B atom artpubyTe gonwHo DeiTe yxaszawo 3aboneBadwe, cUMNTOM WKW Npouenypa,
ABMNAKLWMECA NPOTUBONOKA3aHWeM ANA neYeHuA. WMHdopWaudAa JonsHa ©ObiTe B3IATA W3
NoOX0OAALEr0 HOPMATHEHOMD pedepeHTHOro Cnoeapa W NpW 3ToM J0MXHA COOTBETCTBOBATh
NPOTUEOMNOKA3aHWAM, ONUCAHHBIM B perdcTpaunoHHoM focse. [omsHel BbiTe  yHa3aHbl

KOHTPONUPYEMBIA TEDMUH W €0 MOeHTUdKMKaTOP.
Mpumeps!
1 MpomueonoKa3aHo Npu A3BEHHbIX PAaCCMPoUcmMeax MenydoyHo-KULWeYHO20 Mpakma.

2 [lMpomueonokaiaHo Npu HedasHeM UnU OCmpoM 28nanmume.
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7.9223 Craryc 3abonesadusa

37107 atpubyT MoxeT cogepxaTe cTaTyc 2aboneBaHus WNWM CUMNTOMA, ABMAKILWErocH
NPOTUEONOKa3aHWEM ONA NeYeHKWA. OH gonseH GbITh BIAT W3 NoOOXOOALLEND HODMATHBHOMD
pedepeHTHOrC cNoBapA W NpW 3TOM JONXEH COOTBETCTEOBATL WMHOpMauWMM, ONUMCaHHOW B
pervcTpauMoHHom  gocbe. [onwHel DelTk  yK83aHbl  HOHTPOMWMPYEMBIA TEpMUH W ero
WaeHTUDUKATOPD.

Mpumepsi

1 MpomueonokaiaHo Opu HEAaEHEM LU OCMPOM 2ENaMmume.

2 [lMpomusonokazano npu pegpakmepHol cepdevyHol HedocmamoyHoCmu.

7.9.224 Conyrcteywowes 3aboneeaqne

Ecnu conyTcTeylowee 3aboneesadie (COCTOAHWE) ONWCAHO KaK YacTb NPOTHBONOKA3AHWA
B COOTBETCTEBWKM C HHq}DpHELLHEIT'I_. FHEBEHHGIFI B pefMCTpaUWOHHOM OOCBEe, TO OHO MOMXET BbiTe
YK233HO B OaHHOM aTpubyTe, MCNoNb3yA COOTEETCTEYHILLMA HOPMATWBHLIA pedepeHTHsIR
cnogapes. JoN#He ObITh YKa3aHsI KOHTRONUMDYEMBIA TEDMKWH M &ro MOeHTHdKHKATop.

Mpumepst

1 MpomusonoKaiaHo NpU MUuokapduansHod HedocmamovyHocny, 8LIZBARHHON ME20YHBIM
cepdyem.

2 MpomusonoKa3aHo NpuU DIMEKE NEZKUX, BbI3BAHHOM MUMPansHbIM CIMEHOI0M.

7.9.2.3 TMNobBouyHoe oedcTeMe

3T0T  Knacc OOM#EH  MCNONL30BaTLCA AN yka3zadHua noboudoro  OedcTeus
NekapcTeeHHONe cpecTea, ONMCAHHOMID B PEMMCTPauMOHHOM NOCHE.

MpvsedarHue — HOPMATHURHEE O0KYMEMTE B OAHHON KODUCOMKUMK MOTYT YTOUHATE TpefoBaHia,
OTHOCALUMECA | PEanKIauKy CTaHZapTa B Y4acTH onMcakka noboudons OeRcTeMA, HanphMep, TpeGoraTe, YTobkE
aTa WHhopMaLHMA NpeAcTABNANACE TONLKD NO 3aNPocy.

7.9.23.1 Tekct noBoMHOMO ASHCTEWA
370T  arpubyT OoMKeH coOdepwaTe TekcT NoBouHOro  AeMCTEMA,  BaATHIA - M3

peEMMCTPaUWOHHOMD J0CHE.
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Mpumep — Tokcuro3 NeveHu, 8 pedKkux CAYYaAaX CO CMEPMEensHBLIM ucxodoM.

7.9.23.2 TMNobouyHoe gedcTere B hopMe "CUMNTOM/COCTORHKE/ deRCTBHE"

B atom EIT[_'IHﬁ!,-'T'E‘ OOMHHE  ObITh YeEa3dHbl CHUMNTOM, COCTORHME WINH OEHACTBUE,
ABNAKLWKWECA HEXENaTensHbiM NobouHsIM aencTerem. Mudopmauwa gomkHa BTk B3ATa W3
NoOXOOALErD HOPMATHEHOMD pEﬂ]EpEHTHGFﬂ Cnoeaps W NpW atoM J0MsHE COOTBETCTEOBATL
NoGoYHOMY O8ACTEWHD, OMNWCAHHOMY B DPErMCTPaUMOHHOM gocke. [JonwHel ObiTh yKazaHbl
KOHTDONUPYEMBIA TEDMUH W 2ro MoeHTUdKKaTop.

Mpumepbi

1 Towxcukos neveHu.

2 MonumopdchbHas 3pumena.

3 lMonoeHar Gone.

4 unepyansyUemMLUs.

79233 Knaccuprkauua cUMNTOMA/COCTOAHNA/ QEHCTBUA

37107 atpubyT MOXET cojep®artt KNaccuMEaUMI0 CUMNTOMA/COCTOAHWA/OSWCTBMA,
BIATYHD M3 COOTBETCTEBYHILLETD HOPMATHEHOMO Cnoeaps. [ on#HEI DbITh YEa3aHbB
KOHTPOMMPYEMBIA TEDMUH W €r0 MOEHTHUMOMUKATOP.

Mpumeps:

1 Paccmpolcmeo menydoyHo-KUWeYHo20 mpakma (npu noboynom delicmeuu =
UIBAIGNEHUE HenydKa.

2 Paccmpolcmeo KOxU U nodxomuol myanu (mpu nobovynom delicmeuwu = kpanueHuya).

3 Paccmpolcmeo HepaHOU cucmeMsl (npu noGovyHoM dellcmauu = MUZpeds).

79234 YacTorta nposeneHAA

B STOM atpubyte MOMET ObITh yKasaHa 4acToTa NPOABNEHHA
CHMHTDMEF’CGCT&HHHHJ’HEHETE'II.-'IFI, BaATad W2 COOTEETCTBYHILWEND HOPMaTHBHOMD CRoBapA.

Oon#Hel GbiTe YKA3aHE KOHTRONWMDYEMbIA TEPMKMH U £M0 MOEHTUMWKATOD.

Mpumeps! — Pedro, oueHs pedio, Mmenee 1%.
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7.9.24 Crneunudmka nonynsauum

3T0T KNAacc WCNONs3YeTcA ANA yKa3aHWA MNOoNynAUWMK, K KOTOPOW OTHOCWTCHA JaHHOe
NoKalaHWe WNKW NpoTHBONOKA3aHWe K NPMMEeHeHWIo NeKapcTBeHHOro cpeicTBa. YKaladwe
NonynauKuK OoMKHO COOTBETCTBOBATE MHPOpPMaLKMK U3 PErMCTPALMOHHOIO O0CHE.

79241 BoaspacTHaa rpynna

B atom atpubyTe momeT ObITe YKA3aHa BO3PACTHARA rpynna cneyudr4HoR NonynauyMm, K
KOTOPOW OTHOCHTCA JaHHOE NoKadadve WNu NpoTUBONOKadaHwe NpUMeHEHWH NexkapcTBeHHoro
cpeactea. BoapactHana rpynna gon#Ha ObiTb B3ATA W3 COOTBETCTBYHILUEW KOHTPONWpyemMod
TEPMUHONOIMKM W OOMMHA COOTBETCTEOBATE WHQODMAUMK W3 PerncTpauWMoHHOro Oocke.
Oon#Ho BLITE YKA2aHL! KOHTPONUPYEMLIA TEPMUH W ero naeHTWprKaTop.

Mpumeps:

1 MpomusonokazaHo dNA NONUALIX NaUUeHMoe ¢ duabemon.

2 Mpomusonoxkazaqo dna demed nodpocmMKOB0Z0 B03PACMA.

79242 [QuanazoHd sozpacta

B atom atpubyTe MoxeT DbITe YKA3aH AWana3od BO3pacTa cneuwdyHOR NonynAuWK, K
HGTU[JDI;‘I OTHOCHUTCH OaHHOE NnokKaiaHwe A NpoTHEONOE33aHWE K npyusMeHeHWK
NekapCTeeHAONe CpedcTea.

Mpumeps:

1 Adna nevenus kawnm y demed cmapwe 12 mecAues u Mmanaduwre 4 nem.

2 Bapocneie cmaplue 35 nem ¢ nepeuyHOl eunepnunudesmued.

Mpumevadue — ONA ogHOMD MOKAZAHAA WK NPOTHEONOKAIAHMA MOWET DbiTh YEA33H WO BOIRACT. MK

OWanaitd BO3IpacTa, Ho HE obs OOHOBDSRASHHD.
79243 TIlon
310t aTpubyT QONKeH CoOQep#aTe Ko Nona cneuuduyHoR NoNyNALMK B COOTBETCTEMK

HHEI][JPI'-'IEL[HEH M3 DErMCTpPaUunoOHHOID O0CBE. Kog nona aonsex BhIT YE33aH B COOTBETCTBHMH

co cTanpgapTom MCO/M3K 5218.

Mpumep - Qna neveHuns MyMYUH C PAKOM MPOCIMAambl.
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79244 Paca

B stom atpwbyTe momeT DbiTe ykazaHa paca cneuudu<HOW Nonynauud, K KOTOpOW
OTHOCHUTCA JaHHCE NOKa3aHWue WNKW NpoTHBONOKa3aHWe NpHMMEeHaHWA NekapCcTeeHHCIo CpefcTaea.
Paca ponsHa ObiTe B3ATA W3 COOTBETCTBYHLLEN KOHTROMWPYEMOW TEPMWHONOMMK W O0MEHA
COOTBETCTEOBATE WMHMOpDMaUMKM W2  perucTpauMoHHoro aocke. [on#Hel DbiTe  ya3awbl
KOHTPOMUPYEMBIA TEDMUH W €r0 MOEHTUOKUKATOPD.

Mpumep - Npomusonokazano dnA apo-Hapubckux NayUeHmoes.

79245 Cneundura COCTORHWA 300P0OEBLA

B artom ELTDHEJ'}I'TE MOryT BLITh paznnyvHble XapakTepHCTHEKM COCTOAHWA 300p0OBLRA
cneynUYHOW NONYNALMKM, K KOTOPOWA OTHOCWTCA O3HHOE NOoKasaHve WKW NpoTUBONoKaszaHwe
NEAMEHEHWA NeKapCTEEHHOND CpedCcTBa. 31K XaParKTepUCTHEM  J0MsHBI EbiTe B3ATHl W3
CDGTBETCTB‘}I'IDI.LI,EFI KDHTPDHHPFEMGH pediepedHTHOM TEPMHAHONOMK W JONMEHBl COOTEBETCTBOBATE
MHDOPMAaLMIKA M3 PEMMCTPaUMOHHOMO Jocke. [lonwHel DelTh YKa3aHbl KOHTPONMPYEMEIA TEPMMH W
ero MoeHTHdUKaTop.

Mpumepsl

1 Obwee cocmosHUe numMadua; Hedoedawue, deghuyum SUMaMUHOE, UW3BBIMOYHEID BEC,
deghuyum eeca.

2 EcmecmeenHbie cobbIMUA; MeHONayia, BepeMeHHocs, NaKmayus.

3 Buoxumus/zeMamonozun; HUsIKUl yposeds CD4, suneprkanuemusn.

4 Ofwee cocmMoAHUe. UCMOWeHUe, UMMyHOOegbuLum.

7.9.25 Cneundwka apyrod TepaniM

aTta HHﬂ]GpMELlHDHHElH CTPYETYPa No3agonAeT onvcaTe MpUMeHeHWe nNekapiTeeHRors
CpeadcTea Ha oHe ApYrol Tepankk Hak YacTe NOKAIaHWA WNOW NpoTUBONOKa3aHWW. 37O

ONMUCAHKE OONAKHO COOTBETCTROBATE WHMOPMALMK K3 PEMMCTRAUWOHHOMD A0CkEE.
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7.89.251 Tun cedAzn c Tepanvein

B atom HT[JHE}I'TE OOnHEeH BbiTh YE33aH TN CBH3IW MeXdy Noka3aHWAMK nubo
NPOTUEONOKSIAHWAMK K NpPHMMeHEHWHY NekaplTeeHHOr: Cpelctea ¢ EI'I'ELI,HI'.T.}HHDFI ,D,I]'_-."I'Gﬁ
TERan«i. Tvn ceAzmM Aon#HeH BLiTh B3AT K3 -CUDTBETCTE}I'IDI.LI,EI:'E HDHTpDJ‘IprEMDH TEPMHHONOMMH
W 0on#eH COOTEETCTEORATE HH[pGl]MElIJ,HI-"I W3 pErMCTpaUHMoHHONo JoChe. ,[IDJ'IH{HI:I BLITh YEd3dHbI
KOHTPONUPYEMBIA TEPMUH W €0 MOeHTUdKKaTOPD.

Mpumepsi

1 Hcnonbiosame Kak dononHUMensHy mepanuwm k Gema-GnokamopamM Npu NeveHuu.. ..

2 (MpomusOnNONEIEH0 MOCTE MEPANUL....

3 Mowazano KaW NpENapgam amopoll AUHUL ApU feveHuu cmepoudamu ...

4 [Mokazawo neped nevenuem npenapamamu zpynnisl DMARD.

79252 [llekapcTeo

10T aTpuByT QOoMeH COAEepWaTe CCbINKy Ha nekapcTeo B opMe  aKTWBHOW
E}"EGTEHL]HI.-‘I, NekapCTeEeHHDE CpencTed M rpynmy NekapCTBeHHBIX CpencTe,
paccMaTpUeaemMoe KEaK YACTh KOHERETHOMD NoE33gaHWA HnM NEOTHBEONOKAIaHKWA.
MoeHTupMKaUMA NeKkapcTea OoM#Ha ObiTe B3ATE M3 COOTEBETCTEYHILWEW KOHTPONMpYEMOR
D-E{I]EFJEHTHGFI TELPMHUHONOMNMKW W O0N#¥Ha COOTBETCTBOEATE I.-'IH{IJ'D-FJMEHHH M3 PEMMCTpaUMoHHCIO
nocee. JomsHbl BbiTh yKa3aHb!l KOHTPONUPYEMBIR TEPMKMH WM 870 WIEHTUUKEATOP.

Mpumepsl

1 Mpogunakmuka apmepuansHeix mpombos e KomBuHaUuu © auyemuncanuyumnosod
Kucmomaotl.

2 lNMeyenue duabema emoposo muna 6 KoMBuHaUuU ¢ cynsgonunypeell.

3 Meped nevenHuem npenapamamu spynnst DMARD.

4 npﬂmUBﬂﬂﬂHﬂ‘Jﬂ'Hﬂ e npa&mer:maymu.:em NpuUMEHEHLULU SMKUAUDYROLWUY d28HTIOE.
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7926 B2avmogedcTeve C OPYrMMH NEKAPCTBEHHLIM cpeicTeamu W apyrue opmel
B3aMMOOEMCTBUA

3TOT KNAacc 4ONKeH MCNONLIOBATLCA ONA ONMCAHWA NEeKapCTEEHHOMD B3aUMOOSACTEHA 1
Opyrux bopM B3aUMOOEWCTEBWA B COOTBETCTBMM C MHpOpDMaUWEN U3 PETUCTRAUWOHHOMD 00CkE.

7.9.261 Onucadwe B3avMo0eACTEUS

370T aTpubByT QOMMeH COAepMATL TEKCT ONMCAHWA BIAUMOJERCTEMA B COOTBETCTEMW C
WHhOpMaUMen N3 perucTpauMoHHONo JOCLE.

Mpumep — Bnuanue tghenumoura Ha eapihapun mowem Obims pasHesiM, NnoamomMy neped
UX COBMBCMHBIM MApUMEHEHUEM domwHo OkiMbe onpedeneHo npompoMOUHOBOE BpPEMA.
Onpedenenue ypoeHel e cw/eopomye Kpoeu ocobenHo nonesdo, ecnu npednonazaemch
B0IMOMHOE JTEKGDCMEEHHOE 83dUM odedcmeue.

79262 Twun B3auMoOedCTEMS

B atom arpubyte pomked ObiTe  yEA3aH TN B3aWMOOEWCTBMA, B3IATHIA U3
COOTBETCTBYHOWENS HOPMaTHBHOMD pedepeHTHONo CNoBapA.

Mpumeps! — MekapcmeeqHHoe giaumodeldcmene, e3aumModeldcmMaUe MEKEQCIMEa C MULWed,
BAUAHUE MeKapomeaa Ha pe3ynbLImambl ﬂ&ﬁﬂpﬂmﬂpﬂhﬂ' aHanuIoag.

79263 3ddext s3avmoasicTena

B atom atpudyte gonked BObiTe ykasad aduexT B3aWMMOOENCTBMA, BIATHIA W3
COOTEBETCTBYHOWErs HOPMaTHBHOMD pedepeHTHOro CNoBapA.

Mpumeps: — Monuwenue yposHA Jpy2020 MEKAPCMEa 6 CLIBOQOMKE KPOBU, YMeHbIUeHUE
abfcopbyuu OCHOBHOZO NMEKAPCIMEa 8 Menydke

79264 MacTorta BCTpeYaeMOCTH B3AMMOOSHCTEMA

B stom atpubyTe gomwHa DelTe yalaHa 4acToTa BCTpPEYAEMOCTM B3aMMOOEWCTBMA,
MENONE3YA COOTEETCTEYHOWMWA HOPMaTHUEHLIA pedepeHTHEIW CNoBapbL.

Mpumepsr - Biaumodedcmseue omcymcmeyem, 3aumodeldcmsue meopemuyecky

BOIMOMHO, B3auModelcmeue Habnwdanoch.
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79265 HKoHTponbk BIAWMOOBACTEMA

B atom atpubyTe gomkeH BbiTh yKalaH KOHTPONbL B3aWMOOeWCTBMA B COOTBETCTBUM C
WHOpPMaUWeR W3 pericTpauloHHore gocee.  [pW 3TOM  JONMEH WCNONB30BATLCA
COOTEETCTBYOWMA HOPMATUEHBIW pedepeHTHLIW CNoBaps.

Mpumepsl — Mepe! npedocmMopoMHOCMIU NPU COBMECIMHOM MPUMEBHEBHUL, YMEHBLUISHUE
do3bi BMOPO20 NPenapama, COBMECMHOE NPUMEHEHUE HE peKoMEHdyemcH.

7927 B3avumogedcTByOWKMKE arexT

ATOT KNacc OoMHed MCNonbaocsaTecA ANA ONUCAHWA KOHEDEeTHOrD NekapcTea, MM Mnu
HEEIGPET-D[_'IHDFG dHanWad, ABNAKLWEroCH ETODEIM BSEHMG,EI,EHETB}'H’.‘IIJ.!HM AreHToM. OnUcaHue
OOM#HO COOTBETCTBOBATL MHDOPMALWMKM M3 PErMCTPaLWOHHOMD J0Che.

F927.17 CHACTEMA KOOWPOBAHWA BIAMMOOENCTEYOWMWY areHTOoR

B ATOM EITDH'E'}'TE Aon&Ha BbITh Yra3aHa CHMCTemMa KOoOKMposaHKnA BTOPBIX
B3AMMOOEHCTBYIOWMY areHToB, WCNOMNb3yA NOOXOAAUWYKD CUCTEMY WASHTUUEAUMKW CUMCTEM
KOOWDOBaHWA.

Mpumeps:

1 Cucmema  KoduposaHuRs  e33uModelcmey oL Lx BEEHMOB. AHamoMUuYeCcKan
mepanesmuYecKkan U XuMuYeckas knaccudhukayuwonyan cucmema (ATX knaccughunwayun) BO3.

2 Cucmema kodupoeanus ezaumodedcmeyrowux azesmos: SubsiD (MCO 11238).

3 Cucmema koduposaHuR alaumodedcmayiujux azeAsmoa: MedDRA.

79272 HKopezauMmodeACcTBYOILWLEND aredTa

ator ETEIHE}I’T Aonded CcOdepHaTe OoThgeneHO=2 3IHaYeHWs, B3ATOE W3 CUMCTemMbl
KOAMPOBAHWA B3AMMOOSWCTEYHLLMX areHToB. [JonxHel ObiTe YKA3aHB! KOHTPONWDYEMBIA TEDPMMH
W ero waeHTHdgUxaTop.

Mpunmepbi

1 Cucmema  woJUpPOBEAHUA  E3aUuMOOelCIIEyVHOLLLIX A2EHIMDE. AHamMOoOMUYECKAR

mepanesmMuYeckan U xumuvyeckans wnaccudhurvayuonnas cucmenma (ATX knaccugurayun) BO3;

kod sezaumodedcmeayrowjezo agenma; JO2AB npouizsodubie uMudaizona.
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2 Cucmewma KodupoBaHUN gzaumodeldcmeyouux A2EHIMOE; SubsiD; wod
gzaumodelcmeyroujezo azenma: 123-ABC-XYZ ¢penumoun (6azoebii).

3 Cucmema koduposaHUR gzaumodeldcmayoujux A2eHIMOa’ SubsiD; wod
g3aumodelcmeyroujezo azenma: 333-XYZ-KLM zpelngpymosasiil cok.

4 Cucmema wodupoeaHus  azaumodeldcmeyrouux B2EHMOE:; MedDRA;  wxod

gzaumodeldcmeyrowjezo azenma: 10005455 — vopmuszon e Kposu.

8 MaeHTUULUMpYOLWKHe XapaKTepUCTUKM Mccnegyembix

NeKapCcTEEHHbLIX CpegCcTB

8.1 OBwMKe NoNoOXKEeHHWA

B HacTtoswem pasgene onucadHa uwHdopmauwa o6 wccnenyemblx NexapcTEEeHHBIX
cpencreax (ML), koTOopble He 33apericTpUpOBadHbl W ABNAKTCA NpeoMeToM WCNBTaHWA B
OOHOM WMW HECKONBKWX KMNMHWYECKWX UCcnenoBaHWAx. Ero nonoxedHws NpUMEeHUMbl TakHe K
38pericTPMpPOBaHHBIM NeKapcTEeHHbIM CPeACcTBaM, KOTOPLIE ABNANTCA NPEAMETOM UCMNBITaHK
B KMNUHMYECKOM WCCNEedoBaHMK, HO MCNoNbaywTca nubo dacywTca (B NekapcTBeHHOW dopme
WNK YNakoBKe) MHEIM cnocoBomM, HEeXenW aapervcTpyupoeadHHas dopma, NWEo WCNoNbLIYITCH
ONA He3apericToUPOBaHHEIX NOKA3aHWA.

Tepmud  "HMccocnegyemoe nNekapcTeeHHOE CpeOCTBO" OTHOCMTCA K NeKapCTBeHHOMY
Cpeacrey, WCNbITLIBAEMOMY B KNWHUYECKOM WCCNeNoBaHWK, BKNIDYAA UCNLITYEMOE NeKapcTeo
(NexkapcTea), ece Npenaparthl, WCNONL3yeMble ONA CPpABHEHWA, W Bee nnauebo, onucaHHele B

NEpoToORONE ENAHWHMeCEOra MCCNedOBaH A,
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8.2 MNependHbie naeHTHPHKaATOPLI
8.2.1 OBwmMe NoNoXeHHWA

Ona cooTEeTCTEMA TpeDoBaHWAM, YKa3aHHbIM B nogpasgene 4.1, QonxHel BeiTe YKa3aHsl
chnegylowwe YeTeipe WoeHTUMWKaTOpa:

a) IMPID — noeHTudgukaTop Mccneqyemoro NekapcTBeHHOro cpeacTea,

b} IPCID — naeHTWMKaTOR YNaKoBKW WCCNegyemMoro NekapcTBeHHoro cpeacTea;

c) IBAID 1 — yHAKaneHe WOSHTWRWEATOR CepUK  WCCNedyeMoro NekapcTBeHHOro
CpeAcTBa, HAHECEHHLIA Ha ero BHELWHIOW yNakoBKY,

d} IBAID 2 — yHWKaNbHeW WABHTUMWEATOD CEpUM  WCCNeayemMoro NekapcTBeHHOro
CpeqcTea, HAHECEHHLIAM Ha ero NepBUYHYID YNAKoBKY, HE ABNAKLWYKICA BHELWHER YNaKOBKOW.

Kpome Toro, MCnonb3yetcs CBA3b C WAeHTWpUEaATOpaMy NekapcTBEHHBIX Npenapartos
(PhPID), onucaHHaa B cTtaHgapte IS0 11616, B To BpeMa kak WHGQODMAUWA, CBA3AHHAA C
waeHTUpUrkaTopamu PhPID, oguHakosa y 3apermcTpUpOBaHHOND NeKapcTBeHHONo cpelcTBa W
vCcnegyemoro nekapcTBeHHOND cpegcrea, MHDOpMAaLMA, npegocrasnaemasn
YNONHOMOYEHHOMY OpraHy, v JoNCNHUTENLHBIE XAPaKTEPWUCTHEN MOryT OTNHUYATLEA.

B pykoBoACTBe NC NpUMEHEHWID cTaHgapTa MoryT GeITe NpuBedeHbl AONONHWTENbHBIE

feTani NpUMEHeHWA 3THX naeHTHduKaTopoR.
8.3 WoenTugpukaTop MCccnegyeMoro nekapecteedHHoro cpeactea (IMPID)
8.3.1 OBwMe NoNoXEeHHUA

Kamxpgomy wccnegyemomy nekapcTBeHHOMY CcpedcTey JonkeH ObiTe  NpWcBoed
YHUKansHsW - uaedtudgmkatop  IMPID B pgononHednue K nwbomy  cywecTeylowemy
PErMCTPAUMOHHOMY HOMEPY, NPUCBOSHHOMY YNOMHOMOYEHHLIM OPraHdoM  WNK  CNOHCOPOM

KNHHWUMECKOrD MCCNedoBaHWA. 3TOT WASHTHUQMKATOD NpedHasHaYed aAna uenel y4eta W ans
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NoBbllWeHWs Be30nNacHOCTH NAUMEHTA, NOCKONLKY C Ero NOMOLWBH MOMHO OOHO3IH3YHO
WaeHTuhULMpoBaTE MCCNedyeMele NekapcTeeHHbIE CPECTBa BO BCEM MUpE.

CTpykTypa woedTuduearopa IMPID ponsHa cnepoeaTe obwemy wabnoHy cermeHToR
OaHHblXx 00 wccnegyemoms nNekapcTBEHHOM CPEOCTBE, B KOTOPOM Ha#ObIW  3an0nHEeHHbIA
CEMMEHT O0M#eH ONpefenaTs cneyudiu4HbIA KOMNOHEHT wWaeHTudwukatopa. 3707 wabnox
COOEpKMT:

a) KOOWPOBAHHLIW CEerMeHT cTpaHsl (AByxDyKBEHHLIR KOO CTpaHsl B COOTEETCTBMM CO
craHgapTom MCO 3166-1);

b} KOAMPOBAHHLIW CEMMEHT CNOHCOPA (MWASHTHRHUKATOD OPradH1u3aumnin);

C) KOAWPOBAHHLIW CErMEeHT NekapcTBEeHHOrO CPeacTea; B 2aBMCUMOCTH OT MECTHLIX
TpebosaHuid hopMUpYETCA MNKU CNOHCOPOM, MAK YNONHOMOYEHHBIM OpraHoM.

Niobbie M3MEHBHWA ZHAYMEHWA 3TUX KOOWMPOBAHHBIX CErMEHTOB O0M#HbI NPUBOOWTE K

npyceadeadyio Hoesoro naeHTugrkaTopa IMPID.

8.3.2 KogupoBaHHbIe CermMedThl naeHTUgKaTopa IMPID

KogupoBaHHbie cerMmedTel wiedTudueaTopa IMPID  ponsHel opMUApOBATECA MO
OMWCaHHBIM HAAE NpaBlinam.

8.3.21 KoOWpoBaHHbIA CEMMEHT CTPaHL!

KogwpoBaHHBIA CerMeHT CTpadbl JOMKEeH cOO0epXaTe Kog CTpadbl TOW TEDPUTOPMWM, rae
YNONHOMOYEHHOMY OpraHy nogdaHo 3afeneHWe Ha nonyyveHWe pa3spelleHWA Ha NpoBsleHWe
HNWMHKYecKoro wecnegoeaqua. Kog ctpadsl Bolbupaetca 13 Tabnuubl geyxOyKBEHHLIX KOOOS,
onpedeneHHsx B crangapte MCO 3166. Ecnu pa3spelleHda Ha NPoBEdEHWE KNWHWYeCKoro
WCCNedoBaHWA BbifaHbl HECKONbKWMMK CTpaHaMmW, TO KOObl BCEX 3TWX CTpaH OON#HE BbiTe

YE33aHbl B JaHHOM CeMMeHTe.
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B8.3.22 HKooWpoBaHHbIA CEMMEHT CnoHcopa (MaeHTUWKATOR Opradnaagum)

3T0T  CcerMeHT OOMMEH COAepwaTt YHMKAaNbHLIW - waeHTudpukaTop  cnodcopa
wccnegyemorc  NexkapcTBeHHOro  cpefcTea (MOeHTHdMKaTop  opradvzaguud). 3T0T
WASHTUMUKATOD MOMHO B3ATE W3 MEXOYHaApOOHOW CHUCTEMbl YHUKANbHOW WAeHTWUKAUWM
BNagensues PericTPauuoHHON0 yOoCcTOBEDEHUA (OPraHu3aumid), ecnu TaKoBaA MMEaTCA.

8.3.23 KodWpOoBaHHEIA CEMMEHT NEKAPCTEEHHOID CpeacTea

3707 KOOWMPOBAHHLIM CEMMEHT OOMMEeH COASp#aTb YHWKANsHbIK  uOeHTUdMkaTop,
npuCBavEaEMbIl  WCCNEOQYEMOMY TNEKAPCTEBEHHOMY cpedcTey. O 3Tum  woeHTudwMkKaTopoM
ponmxeH DuiTe CBAZAH cNegyrwmui Habop aTpubyToB MCCNedyemoro NeKkapcTEEHHOMD CpeacTea,
HOTOPOMY OH NPUCBOEH:

a) cybocTaHumK  (aKTUBHbIE )KOHTpONWpyeMsle cybcTadumw  (HanNpuMmep, axkTWBHa#,
ANLHIBAHT),

b) MegyWuMHCKME W3O0enuA B CNydae, ecnv Wccnejyemoe nexkapcTBeHHCe CcpefcTeo
HOMEWHWPYETCA © TakMM M3OENWeEM M OCTUraemuii (hapMaKonorMYeckui, UMMYHONOMMYECKHIA
W meTabonuueckui adupexT paccMaTpUBAETCA KAK OCHOBHOW cCnocoD NpWUMEeHEeHWRA, Takoe
MedULWHCKOS U3Jenve CYWTRETCA KOMNOHEHTOM MCCnedyeMoro NekapcTBeHHONo cpencTea;

C) TepaneBTUYEeCKWE NOKA3aHWA, U3y4YaemMble B KNUHUYECKOM MCCNeqoBaHuK.

Niobbie M3MEHEHWA JHAYEHWI 3TUX ATPMDBYTOR, YYUTLIBAEMBIE B NPOLECCE PerucTpalmu
YNONHOMOYEHHEIM  OpraHoM, OOM#HBI NPUBOOWTE K MPUCBAWBAHWIDO HOBOMD YHWKANBHOMD
waeutTudukaTopa IMPID.

BrinonHedwe a3Toro NPasMna MOoXeT NPpUBOaUTE K MAMEHEHWKD waeHTudukaTopa IMPID,
dawe ecnu cylecTeywlKe KpUoWYeckve WOSHTUDKWKATOPEl He W3MEeHAKTCA. HacToAwwA
cTaHoapT He TpebyeT, 4Tobbl TakMe wWpuaMYeckHe WMOeHTWDWKATOPH! MEHANWCH BMECTE C
waeHTudukaTopom IMPID. Kaxpgasa cTpaHa MOMEeT NpUMOepMWBATLCA CNOMMBLUEACA NPAKTHKM

NPACEOEHWA DErMCTPaUWOHHBIX HOMEDOB.
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8.4 MgeHTdUKATOP YNAaKOBAHHOrO WCCNeAyemMoro nNeKapcTBEeHHOro cpeacTea

(IPCID)

8.4.1 OBwme NnonNoXeHUA

Kasgomy ynakoBaHHOMY WCCNegyemMomMy NekapcTBeHHOMY CpencTey Jomsed ObiTb
NPHMCBOEH YHUKaNbHBIA MaeHTHdukaTop IPCID.

Crpyktypa woeHntucukatTopa IPCID pgonsHa cnegoeate obwemy wabnoHy cermeHTos
OaHHelX 00 yYNakoBaHHOM WCCMedyeMOM MeKapCTEEHHOM CpPeacTES, B HOTOPOM Kamasbld
3aN0NHEHHBIA CErMEHT A0NMEeH ONpeaenaTs cneundMuHbIA KOMNOHEHT WaeHTugKUkaTopa. 310T
wabnoH coaepEnT.

a) naeHTUgKUKaTOD WocnegyeMoro nekapcTeeddoro cpegetea IMPID,

b} KoQMpOBAHHLIM  CErMeHT ONWCaHWA  YNaxoBEM, KOTODLIA  330aeT  YHWKANLHLIA
WOASHTUPUEATOD KaXOA0MY THUNY YNAKOBKM.

Niobbie MAMEHEHWA 3HAYEHWA 3THX KOOWPOBAHHLIX CEMMEHTOB OOMMHbI NPMBOOMTE K
NpHMCBAVMBAHWKD HOBOMO MaeHTudMkaTopa IPCID.

KogvpoeaHHeid  cermedt ugentudmwkatopa IPCID gonsed dopmupoBaTeca  No

OMUCAHHBIM HHAE NpaBANaM.

8.4.2 KogMpoBaHHLIN CErMeHT ONUCAHWA YNaKoBKK

370T KOOWMPOBEHHEIAW CErMeHT OOM¥EeH COASpMaTbk YHUKANLHBIR WOeHTUdMKaTOD,
NPMCEaUBaeMbld KOHKPETHOMY TUNY YNAKOBKW WCCNefyemoro NekapcTBeHHoro cpegctea. C
3TMM MOeHTHdKUKaTopom nonmxeH DeITe cBA3aH cnegyowMi Habop aTpubyTos:

- EB0MHWUA YNAKOBEW (KOHTEHHEpD WNKM KOHTEAHEepHR) — TWN, KONWYeCTBO (e0WHMU B

YNaKoBKE ), MATEPKHANEl M aNETEPHATUEHLIE MATEDKUaNbI;

- KOMMNOHEHT MNW KOMNOHEHTLl YNAKOBKW — THN, MaTepuans W ansTepHaTUBHbie
MaTepMansi;
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- NPOM3BEOEHHBLIW NPOOYKT (NpPOAyKTel) — NpoWM3BedeHHas Oo3avpoBadHas dopma,
eAUHULLl NPeACcTaBNeHNA, KONKUYECTEO (BOWMHKL NPOOYKTA B YNaKOBKE).

Niobble MAMEHEHWA IHAYEHUA 3THX ATPUMEYTOB, YYMTEIBAEMEIE B NPOUBCCE PErMcTpalMu
YNOMNHOMOYEHHBIM  OPradom, OOMEHEl NPUBOAWMTL K NPUMCEBAMBAHWID HOBOMD YHUKANLHOMO
WaeHTUDMKATOpA YNaKoBaHHOIC NexkapcTeeHHoro cpegotea IPCID.

BelinonHeHWe 3TOro Npaguna MOoXeT NPUBOAMTE K M3MeHeHWH waexnTudukatopa IPCID,
Oake ecnu CcylecTeyloliMe 0pUOMYEckMe WOSHTUMHEATOPsl He WaMeHAawTcA. Hacroawmd
cTaHgapt He TpebyeT, 4TobDbl Takve KpUOUYeckMe WOEHTW(WKATOPLI MEHANWCE BMECTe ©
waenTudukaTopom IPCID. Kaxpas cTpaHa MOMeT NpUaep#WBaTLCA CNOMMBLUEACHA NPAKTHKM

NpHUCE0EHWA DErMCTRpaUMOHHBIX HOMEDOB.

8.5 WoeHTrdnkaTop cepun UCccnNegyemoro nekapcTeedHoro cpegcetea (IBAID_1)

Kampgomy woccnegyemomy NeKkapcTEBEHHOMY cpedcTey JomkeH ObiTe  NpucBoeH
waeHTHdukaTop IBAID 1. 3T1oT maeHTudmkaTop on#eH DoiTe 0Opa3oBaH M3 HOMepa CepuM,
NPUCBOEHHOMD NPOM3BOAWTENEM MMM CNOHCOPOM, CPOKA MOOHOCTH U uaeHTudukaTopa IPCID. B
waenTudukaTop IBAID 1 ponweH BbiTe BKNKMEH TOT HOMED CEpMW, KOTOPBIM YKa3aH Ha
BHELIHEH YNaKOBKE KOHKDETHOW CEDUK MCCNedyeMOoro NekapcTBeHHOro CpencTea.

WMoexsTudmkatop IBAID 1 ponwed wmeTs obwui Habop aTpubyToB, OTHOCALWIMXCA K
vccnegyeMomy nekapcTeeHHomy cpegcetey. Ecnu sce 3T atpubyTel MMEKOT 3HAYEHWA, TO MX

COMETaHMe OnpelenseT chneyudiuyYHoe NOHATWE, OTNWYaeMoe C NOMOWEH WieHTHUKaTopa

IBAID 1:
- waeHTudgukatop IPCID;
- HOMED CepUH (YEa3aHHBIA Ha BHELWHEW YNaKoBKe ),
- Cpok rogHocTu (MecawTog) B dpopmarte OaTtsl, COOTEETCTBYHILWEM cTaHgapty WMCO
B601.
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8.6 MpenTudukaTop cepun nccnegyemoro nekapcTeedHoro cpegctea (IBAID_2)

Kaxgomy woccnegyemomy nNekapcTBeHHOMY CcpencTey JomnxeH DoeiTe  NpWcBOEH
waenTudukaTop IBAID 2. 37or wgeHTudmkaTop gomkeH DoiTe obpa3oBad M3 HOMEpa CepMM,
NPHCEOBHHOMD NPOM2ABOAWTENEM MMK CNOHCOPOM, CPOKA MOOHOCTH 1 waeHTudukaTopa IPCID. B
waeHTHudukaTop IBAID 2 ponkeH DhbiTe BKNKOYMEH TOT HOMER CEPMM, KOTOPBIA YKazaH Ha
NepBUYHON YNaKoBKe KOHKDETHOW CEPUKM NEeKapCcTBEHHOND cpeacTea, He ABNAWEeWCH BHeILHEA
YNAKOBKOW.

Moentudmkatop IBAID 2 ponweH wmeTe 0DWKMA Habop aTpubyToB, OTHOCALUMXCHA K
YNaKkoBaAHHOMY WCCNeayemMomMy NexkapcTBeHHOMY cpencTey. Ecnu Bce 3TM aTpubyTel MMERT
JHAYEHWA, TO WX cOoMeTaHuwe onpegendeT cneunduyHoe NoHATHE, OTNWYasMoe C NOMOLLLID
waeHTu@ukaTopa IBAID _2:

- wWaeHTHdMKkaTop IPCID:

- HOMED Cepul (YKA3aHHLIA HA MNEepBMMHON YNAKOBKE, HEe HABNAKLWEWCA BHEWHEW
YNAKOBKOK),

- CpOK rogHocTh (Mecauwrog) B dropmMaTte OaTel, COOTBETCTBYHOWEM cTaHgapTy WCO

8601.

9 Mndpopmauun ob Mccnegyemom NeKapcTEEHHOM cpeacTBe

Mpvsaedyadue — B chegyiowmx noapaigends NpMooquTcA ToNsKD Ta MHDOpMALMA, KOTOPaA painKyHa

¥ MConedyenor) NekapcTRERHOre CpeneTea W 3aperdCTpHpOBaMHO MO NeapCcTREHHOro CpenoTaa.

9.1 OBz0p uHpopmauymn ob ccnegyemMom NEKapCTEEHHOM CpPeCcTEE

Ona onucaHwa xapakTepucTHE WCChnedyemoro NekapCcTBeHHOrD CpefcTsa, WMEHLLero
waedTupukaTop IMPID, B gononHeHWe K MOEHTHEHEATOPAM, ONKCaHHBIM B Nodpasnenax 8.5 w1
8.6, DONAHBLl UCNONE30BATECHA OCHOBHLIE NOHATUA, MO4EeNkb KOTOPLIX NPeACcTaBNeHa Ha PUCYHKE

271 M ONUCAHA HUHKE B TEKCTE.
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class OSor ONHCAMME HOCIEOYE MDD KD PETOCHHOM CPOGCTED /
Hapmernonanme
B P KO O e G R gl fapitndd Bopcwn
T AEKAPCTHEHHOMD
CPEGETEE
15
1
Mt & ne gpe o
e ka poTEe HHEHA - MNpouanagse s
PR HC TEEHADE i i
npenapaT | cpEgCTRA P
- Pt o] (Oprasmaadang
0.4
2
¥makonaHHoe Faspewonwe na
M C Iy Mo Np-DHE O T
NEKIPC TS HE O HNAHAYECROTD
CpEacToo HCC e 00n3HAN

PucyHok 21 — Obwan mogene HHpopMauuK 06 nccnegyemMon NekapcTBEHHOM CpeacTee
9.1.1 Uccneayemoe nekapcTeeHHOE CpeAcCTEO

B stom pazpene onwucad woeHtTudmkatop IMPID emecte © vrdpopmauven, YHHUKANLHO
WOeHTUPUUMPYIOWER W XapakTepuayiowel uccnelyemoe nekapcTBeHHOe cpelcTeo. 3Ta
WHdOpPMAUWA OONKHA COOTBETCTBOBATL

COOepHaHWKD padpelleHydd  Ha nNpoesgsHKWe

KNUHWHECKOro WCCNefoBaHWA, BbIOaHHOMD YNONHOMOYEHHBLIM OpraHom.
9.1.2 HaunmeHoBaHWe HCCNeaYeMOoro NeKapcTeeHHoro cpeacTea

B aTom pazgeneg onuMcadd HanMmeHoBaHWe Wocnelyemoro nekapCTBeHHOra CpelcTed,
KOTOpOE O0aHO eMy CNOHCOPOM, a Takke paztueHre 3TorNg HAMMEHOBEHWA Ha DA3NWUYHBIE HACTH.
ME‘H{,TJ.I' CofepsaHyeM 0aHHOMo paifena v 3KBHBanNeHTHOND paijena onMcaHsa HakMeHoBaHHA
38perMCTpUpPOBAHHONO NeKkapCTBEHHOMD CPEelCTBa eCTe HEeKOTOpbIE PaZnHYMA, KROTOpbIE HUHEe

ByayT onucaHel Bonee AeTansHO.
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9.1.3 Bepcua

B sTomMm pazfnene onWMcaHa B2pCHOHHOCTE OCHOBHBIX H,U,EHTI"I{.FIMKEITCFPGB, OTHOCHLWWXCH K
Hccnegyemony nekapcTeeHHOMY CpencTey, a Takse CEONCTE, ACCOUMHMPOBAHHBIY  C
HCocnegyemMblM NekapCTeeHHbIM CDEACTEOM, M JOKYMEHTALWA.

GU,&EP}KEHHE 3TOro pazjena WOeHTHYHO CoepdaHWr aHanordeors pazfena gnsa

JdPerMCTpPMpOBAHHOND NekapCTBEHHOND CpeicTea.

9.1.4 PazpeweHne Ha NnpoBegeHWe KNMHUYECKOro MCCNefoBaHKA

3TtoT pazfnen CoOoepHu|T HHd]DpMELIHI-D O pazpeweHWd Ha npoBejeHWe ENMHHWYECKOro
HCCneoBaHWA, BbiQaHHOM  YNONHOMOMYMEHHBIM - OpradoM W NO3BONAKWAM  CNOoHCODY
HHUUWWpOBaTE MposedeHKe ENWHAMeCROnD WoCnefoBaHMA Ha TeppuTopuKd  HpPHUCOMEUWA

YOONHOMOYWEHHOIO Oprana.

9.1.5 NponzeoguTenc/npegnpuaTHe

B atom pazfefe YeEa3adHbl XapakTepWUCTHEM NMPpOW3BOACTEBEHHOMD NpoUecca W OpYyrvx
CONYTCTEYHILWWX NpoUeCCOE M WX NUUEH3IWpOoBaHWE YNONHOMOYEeHHEIM OpraHoi, BelOarULKmM
NpoOU3BOONTENH  KMIK npednpuATHED pa3pelleHne Hd npou3e04cTed HMConedyemoro
NekapCTeeHHOre CpeicTéa W BbINOMNHEHWE COMNYTCTEVHILKMX emy NpoUuecCoB Ha TeppWTODKHHA
HOPHCOMELHE YNONHOMOYEHHOMND opraHa.

EUﬂEp}I{HHHE 3Toro pasfjena WOeHTHUMHO COodepHsaHWE aHanorm4Horo paziena ans
JdPerMCTpUpOBAHHOIO NeKapCcTEeHHOMT Cpe4cTea, TolbKEO COOTBETCTEYHIWEA HH{pﬂ-pMﬂLlHH

ABNAETCA HeODAZATENBHOW.

9.1.6 ¥nakosaHHOe WCCNegyemMoe nekapcTBeHHOe CPencTeo

3707 pazgen onuceigaeT wHdopmauwio ob ynNakoBke W KOHTeWHepe (KOHTeWHepax), B
KOTOpLIE NOMELWESHD UCCNeayemMoe NeKapcTBeHHOe CpedcTBO, 8 TakHe O NbbIX MeuUHWHCKAX
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HIOenNWAxX, EKOTOpbEe NOCTaBAAKTCA 4ANA NpoBedeHWA KNWHWYECKOo WCCNejoBaHWA @ EKak
HeOTeemMneman 4YacTe WCCNedyeMoro NekapciBEHHOM cpelCcTea WKW B KOMNNEKTES C HMM. B
HeM Tarkse yEaaaHa HHCDGFI'MELI,HH ob HHIpedWeHTax NporUaededHHONn NpodyeTa.

E-G,U,ED}I!{EHHE 3Toro pasfdena WOeHTHUMHO CodepHaHME aHanorv4Hors pazjena ans
JdperMcCTpUpOBaHHOND NeKapCcTEeHHOIO CpefcTea, TOoMNbBKO COoOTBETCTEYHIWEA HH{pGpMﬂLI,HH

ABnAeTcA HeobAaTensLHON.
9.1.7 NekapcTBeHHbIW NpenapaT

3707 paszgen cogepxuT whdopmauws 00 Wconegyemom NekapcTBeHHOM CPEedcTee B
W3yyaeMmoW 003MpOBaHHOW dpopme, NpefHa3HavYeHHoW ONA NpUema nauveHToM W YKa3aHHoW B
NPOTOKONE KNWHWYECKOrD WocnegoBaHKA. OH Takwe COOepMMT CChINKY HA COOTBETCTEYHILLMA
Habop (Habopw) npeHTudukatopos PhPID v uxrpeguenTsl. OH Takse cogep#uT MHDOpMaUKMD
O MEQWMUMHCKOM Wagenui, ecrnd OHO ABMNASTCA HEOTBEEMNEMOW YacTeHr NeKapCTEEHHOMD

CpedcTea (Hanpumep, NOONOXKKA MNKM CeTKa ONA KNeTOMHOMD NeKkapcTBEeHHOrO CpeacTea).
9.1.8 ®apmakonorn4yeckwe cBOWMCTEA

JTaTt pazoen ONUCEIBaET MHopMaguio 0 apMaKonorMyecknx CBOWCTEAX
HCocnedyemoros nNekapCTeeHHOMO CpedCcTea, BEMHOMEHHBIX B MPOTOKON KNWAWYMEeCKOro
WocnegoBaHWA WU B ﬁpDLIJIDl]}" WCccnenoBaTens.

C-G,EI,EFF}KEHHE 3TOro pazjgena WOeHTHUYHO CoepsaHWeD ahanorvdHord pazfgena ans

3dpPerWCTPUPOBAHHOMND NekapCTBEeHHOND CpeCcTea.

Mpumadadue — HOpMATHMREHEE A0KYMEMTEI B OAHHOR WDHCOWMELMKE MOTYT YTOUHATE Tpebopanwa,

OTHOCALWMECA K pEandiauwi CTandapTa B 4acTH d]EpMEr:CIHDFH‘-IECHHI CBORCTR, HanpumMep, TI}EEGEQTb, YTOGE 3Ta

WHEOPMaELKMA NPeacTARNANSCE TONLKD N0 3anpocy.
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9.2 Mccnepyemoe nekapcTBeHHOE CPEnCTBO

B atom pazgene onucad woeHTAdukatop IMPID BmecTe ¢ vHQOpPMALMEN, YHHKANBHO
WOBHTUMUMPYIOWER WM XApakTEPW3yLWER WCCNeoyemoe nNekapcTeeHHoe CcpedcTeo. 37a
whopMaUva  OOMN#HA COOTBETCTEOBATE COOEPMEHWI paspelleHWds Ha nNpoBefeHue
KNWHWYECKOMD MCCNeoBaHUA, BBIJAHHOMD YNONHOMOYEHHEIM DpraHom.

Obwan cTpykTypa wHopMauwu Ta  #e, YTO  MCNONb3yeTcA  ANS  OnWcadHua
3apericTpMpoOBaHHONO NekapcTBEHHOro CpeldcTea, ToNbko © gobaeBnedHdeM HeCcKoNbKWX

aTpubyToB.
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9.2.1 OeranbHoe onucadHwe wHhopmauynn o©ob wccnegyemom nNeKapcTBEHHOM

cpencree

Class DaTartaiod ONHC3HHe WLNaSyensord Nokdpo TNEHEs0ro ©p00Tha /

Lloicy s WT D8 THO TOALADH HONS GO

e seac

Moeu e HkaTop AnKyRoHTa

R0l DR 0 R B R R
Twn oeFslsEra

CTpaHa | Eilid 1.7
Clpama
TEPEATERA R O PHe GHELAR [T.1)]
Ak
Bapoua
Oara popc HE
MOGEHT A TOR DEpCiad 10.1]

Hii b MO Sl Mol L0 S TG T Kl B TR MO D P QL TR

Hog 0. 13
Hagaanopasine [0..1]
Hae T aknamos T [0.1] M e Oy i THY K3 0T B SO0 O P8 A0TR
YACTh BHERGHE AN reprags [0..4]
HacTh Janasa [2..1]

YL TE HALENHA §0..1)

HacTe KOHTRAHEES O YNasknme [0..1)] 1
YaC T Hadaduti=dn [0..1]

HACTE Hawhi-i07 0 Hadbdabdonanna [0..97

Hao T NaT@EToRIHHONT KAl osHee [T 1)

HIOc T TORrOBanD Beim e WiH s ke WO W npaenn e 0]
HacTe itapeaycatw-ao kol S0 mMOnnaH 0@ Sopeis [0..1)]

YaoTe dyogeyred [0, 1]

Hac T wene i norpnEgue [0 1)

HogTHRMeaTap PFID

Koy npoayeTa ¥ enoissapa [0.1]

Kiog APCayeTa ¥ yRonHOMCYEHHGTD aprada [9..1]

K ot o I coial iadon 0 L@ @ Tl WA 00 B P oial Wimi A deopeia 001
MNidpaspac TEHER COWMME Ha HaeHTigvigarog MPIO 0.7

MpESiaE Nogaa T peteeo o e e Tea [0..1]

[

BN S i AR B I R T
TS CTOGHOTD © f3 0000

FHasunbr B3 INans bl raropa
Ko o Hifissda Top

PucyHor 22 — [letansHoe onWcaHve pasfgena MoccnNeyemoro NexapcTBeHHoro CpencTea

9.2.1.1 Wcocnenyemos NeKapCcTBEHHOE CpeqcTeO

3TOT KNAcc onuceigaeT uHdopMmaunio ob MocneayemMom NexkapcTeeHHOM CpeacTes, ANA
KOTOPOro OT YNONHOMOYMEHHOID Oprada NofyyYeHo paspelleHne Ha NpoBefeHUE KNWHWYECKOrD
Wcocnenosadna. OH MMEET ONUCAHHLIE HIKE aTPHDYTEL

8.2.1.1.1 Woentudgukartop IMPID

37107 aTtpulyT CcoOepMMT TEKCTOBOE NpefcTaBneHWse wieHTuuKaTopa uccnegyemoro

NekapCTeeHHOro cpedcraa. OH obA3aTensHD A0N#eH DbiTe YEa3aH.
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92112 HKombBuHwpoBaHHas NexapcTBEHHAA Oo3avpoBaHHan dopma

MNpu HeobBxoouMoCcTH KOMBWHWPOBaHHAA NeKapcTBEHHAA N03MPOBaHHAA (opmMa JonKHa
OBITE YKa38HA B COOTBETCTEMK C ONWUCAHKWEM, NpUBSA&SHHLIM B Nogpazgens 7.2.2.1.2.

8.211.3 [lepekpecTHan cceinka Ha uaedTudnkaTop MPID

Ecnu zaperncTpupoBadHHoe NekapcTBeHHOe CPeaCcTBO ABNASTCA NPeaMeToM MCNBITaHMA
B KNWHWYECKOM WCCNEdOBAHWM, HO WcnoneayeTca nubo dacyetcsa (B NekapcTeeHHoW dopme
WNW yNakoBke) MHBIM cnocobom, Hewenw sapervcTpupoeadHan chopma, nubo vcnonsayertca
ONA HE33aperdcTPUpPOBaHHBEIX NOKa3aHWA, TO OHO JonMHO ObiTe ONUCaAHO KAk Wccnegyesose
NekapcTeeHHOe CpeqcTeo B COOTEBETCTBMW C COASPHaHWEM HACTOALLEND pasgena.

37107 artpubyT MOMEeT cogep#aTb NepeKpecTHYH CCbiNky Ha waeHTudukatop MPID
38perucCTPMpPOBaHHONO NekapcTBEHHON0 CPeacTBa, NpedHasHavYeHHy0 ANA CNpaBoYHsLIX Uenen.

Ecnu woentudukatop IMPID npencragnseT HOBLIA TEpPaANeBTHYECKMA pDEXHM, TO B
HEKOTOPLIX CNy4anx MomeT ObiTh HECKONbKO NEepeKpecTHBIX CCbINOK Ha WoeHTudukaTopwl
MPID.

9.2.1.1.4 Koo npoaykra y cnoHcopa

B atom aTpubyTe momeT BuiTb yKasaH ko npoaykTa (MOeHTWPUEATOP), NPUCBOEHHLIA
WCCnegyeMomMy nNekapcTeeHHOMY cpeicTey cnodHcopom. Dopmart nNpejcTaBnedHua — TeloT.
Oonwed BeiTe ykazan nubo kog NpodykTa, NPUCBOEHHLIA cnoHcopom, NuBo ko4 nNpoaykTa.
NPHCECEHHBIA YNONHOMOYEHHBIM OpraHomM.

9.2.1.1.5 Koo npogykra y ynonNHOMOYEeHHOro oprada

B atom aTpubyTe moxeT ObiTe yKa3aH KO4 NPOOYKTa (MAEHTMUKATOP), NPUCBOEHHEIR
WoccnegyeMomy  NeKapoTBeHHOMY  CPeacTBY  YNOMHOMOMEeHHbIM  Opradom.  @opmart
npegcraeneHns — TekcT. [onwed OwbiTe ykaszad nubo ator kog, nuwbo kon npogykTa,

NPHCEOBHHBIN CIOHCOPOM (CM. Bhille).
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8.2.11.6 Tlpuadak negnaTpu4eckoro Nnexapcrea

Ecnu wccnenyemoe nexapcTBeHHOE CPecTBO UMEET cneuwansHy AeTckyo dopmyny,
TO 3TO MOMeT ObiTe YK33aHO B OaHHOM aTpubyTe, MCnoNbayd TepMWH W3 COOTBETCTBYHLWEro
HopmMaTtueHoro cnosaps. JomwHsl DeiTe yka3aHbl caM TEPMMH M ero WoeHTHdWKaTop B 3TOM
cnoeape.

fpumep - CneyuankHas neduampuveckan thopmyna.

5212 Bepcua

BepcHOHHOCTE MOMET MNPUMEHATECH B COOTBETCTEMM ONWCAHWEM, NPUBEOEHHEIM B
nogpasznene 7.2.2.2.

8.2.1.3 JokyMeHT perucTpauloHHoro gocee

K 4ncny QOKYMEHTOB PETMCTPAUMOHHOND A0CHE MOMYT OTHOCHTLCA, K NpuMepy, Bpowwopa
WcocnegoBaTens, nNpoTOKoN KNHHHYECKOrD WCccnefoBaHus [l niban opyras
pernameHTHpoBaHHan uHpopMaLUa (NPUMEHAMAEA K 3aperncTpUpoBaHHLIM NEKapCTBEHHbIM
cpeacrteam). 3THM OOKYMEHTHI O0N#HL DBITE ONWCEHE B COOTEBETCTEBMM C COOEDMAHWEM
nogpazoena 7.2.2.3.

H9.2.1.4 KnaccupurkauWa Woccnefyemors NekapcTBEHHOro cpecTea

Wccnegyemoe nNekapcTeeHHoe cpefcTeo MoMeT OwiTh BHMAKYEHD B pasnUqHbe
KNaccUdMKaATOPR, KaK MECTHLIE, TaK U MexyHapogHeie. B 3Tom pazgens moxeT DTk yHa3aHsl
OOHa WNK HeCKONLKD TakWx KnaccupueEauvid B COOTBETCTBMW C COAep#aHWwemM nojpasgena
7.2.24.

9.2.1.5 HanmeHoBaHWe UCCnefyemMore NeKapcTBEHHOID CcpeacTea

89.2.1.5.1 HaumeHoBaHWe

B atom aTpubyTe gonwHo BelTe NpeacTagneHo 8 hopMe TEKCTA NOMHOE W 33BEpLISHHOE
HAaMMEHOBAHWE WCCNEyeMOoro NekapcTeeHHorno CcpencTea, NPUCBOBHHOMY &My cnodHcopom. B

aTnYMe OT aHaANoOrMYHOrS ETDHE}I'TEI 33PErMCTPHMPOBAHHOIO NeKapCcTBRHHOMND CPedcTea, AaHHLIA
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atpubyT He obAzaTeneHd ONA WccNefyemore NekapcTBEHHOMS CPeacTea, HO Kakoe-TO 3Ha4veHwe
nom#Ho BbiTe NpuceoeHo NUBo emy, NMBO oNUCaHHOMY HUXe aTprDyTy Koda npogykTa.

9.2.1.5.2 HKog

Ha HauaneHoW craguw pa3pafoTky wvccnefyemoe NexkapCcTBEHHOE CpPefcTBo MOMeT
WOEHTUMUUMPOBATLECA HE HAWMEHOBaHWEM, a HedopMansHeiM kogom. Mpu HeobxooumocTu
TAKOW K04 Oon#eH BeiTe YKa3aH B NAHHOM aTpubyTe.

Mpumep — ALBG93.

ATpuBYyTel  ApyrKx  4acTed HaWMEeHOBAHWA OOMMHEl  COAepxaTe  WHMOoPMAaUMo,
ONWCAHHYH paHee B noapasgene 7.2.2.5.

8.2.1.6 CrpaHal/asbik

CTpaHa 1 A3biK J0N#HEl ObITe YKA2aHs! B COOTBETCTEMM C ONMCAHMEM, NPUBEAEHHEIM B

nogpasznene 7.2.2.6.

9.3 PazpeweHne Ha NpoBeeHHE KNUHWYECKOro HCCNeaoBaHWA

F"ESFJELIJEHHE Ha npoeeleHye ENAHWY2CKOra MCCnedoBsaHWA Bl O032TCH
COOTEETCTEBYHOWMM  YNONHOMONEHHBIM  ODraHOM. E cooTBeTCTEME C 3JAKOHOJATENLCTEOM W
O0YIMMKW KDpUWOWNSCEMMK  HOpMaMK Takoe pa3pelledde O0nsHO BbiTh nony4vyeHo 00 Havana

H3YYeHWA HCCNedyemoro NekapCcTBEHHOIND CpeicTed B KNMHWMECKOM MCCNedoBaHKIA.
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9.3.1 QeranbHoe onucaHve WHOpMauwu o© paspeledHdH Ha npoBefeHWe

ENMMHU4YeCHOro nccneqogaHnA

class IMPID - geransHoe onvcarde MRdOpMALEE 0 PAIPEWEHAR H3 NPOBESEHRE KMANMYECKOND WG S Neg0BaHHn /)

Crnoncop
(Oprannzag s

Pajpewenwe Ha nposs gewae
HAHHMYE CROMD WE O aoaaHAN
Wocnegye woe Ynonmowoee nHan
MEED PO TEE HHDE 3 ﬂ:”’ pRaroURHAR CpraHMILMR
W, MGG e, H s
FRedETER 1.°|. Homep nporozcns 1 Wighuskisg e
v CanpAsuan 0ATH 3aRSpEEHEA
r PEMdc TRALWO L HOMeg
v Crpana f1.7]
!I:I N 1
MecTHon paipowoHHe HA NPOODS GOHME KAMHWYECEGTD MGG e LOUE HIH Mpeaocrasnerse omara no GelonacHocTA
FHERS P THE HHOTD O PR ge Tea
+  MecTHan nara paspeuERas
M ECTHAN oM O seER A3TE 2 EEDUEHAR - Dara Bnokspasainm QaEARR
MM ECTHES koA wooregosdnuR « Oata ptcwara
MECTHESH PEMHCTPENMONMET HOMEP KNMHASSGEGM W00 onEnwn - Harw npegoctaansmmn [1..°]
TepiHTopHR - KMemgynapogsan pata posgenss paaborey
Yo rare npandas 1eenasan DENC
Pucynok 23 — [letansHoe ondcadde pasgena wHgopMaduy o pazpelledHdl  Ha

npoBedeHWe KNMHUYECKOID MCCNeqoBaHn A
9.3.1.1 PaspeweHne Ha NpoBeleHne KNMHUYECKOre HCCnefoBaHuA
Nna uccnenyemoro NekapcTBEHHOMD CPEACTEA JOMKHO BhiTh NONYYEHD paspelleHue Ha
NpoBefeHrs KNMHUMECKOID MCCNEN0BAHWA, COAeMKalee CNeqynwyo MHdopMaumMio.
9.3.1.1.1 PerncTpauMoHHsIW HoMep
B arom atpubyte ponweH ObiTe ya3aH pEervcTPaUMOHHBIA HOMED KIMHWYECKOrD

HocnedoBaHWA, I'IDHEEUEHHHI-_'F YNONMHOMOMEHHBIM SPraHomM. "I:'EIFJMET npe4craBneHnsa — TEKCT.
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8.3.1.1.2 KogwococnenoosaHws

B atom atpudyTe gonxeH DblTh yKa3aH KOO KOHKPETHOrD MCCNEdOoBaHWsA, NPWCBOEHHLIW
KMWHWUYECKOMY MCCNeoBaHWKD YNONHOMOYEHHEIM opraHoM. @opmMaTt npedcTaBNEeHWA — TeKCT.

8.3.1.1.3 Crpana

B stom atpubyTe gonxHa ObiTb yka3aHa cTpaHa, B KOTOPOW BbIJAHO pa3pelleHWe Ha
NpoOBEeOeHHE KNWHWYMECKOrD WCCNeqoBaHWMA, WCMNonNsaya O08yxOykeeHHbe WNW TpexbykBeHH:e
KOObl, NPUBEAEHHLIE B cTaHaapTe 150 3166-1.

8.3.1.1.4 Homep npotokona

B atom atpubyTe goneH DeiTh YKA3aH HOMEP, NPUCEOEHHLIA NPOTOKONY KNMHUYECKOro
WococnefopaHua. Qopmar NpencTasneHus — TEKCT.

8.3.11.5 [ata pazpeweHnna

B atom arpwbyte aonkHa ObITe YKazaHa Q[daTta pa3spelleHWA Ha NpoBedeHWe
HNMHWHECKOrD MCCNeOoBaHWA, BLIJAHHOMO YNONHOMOYEHHBIM OpraHoM. 3Ta gata gon#Ha OuiTh
YKa3aHa Cc TOMHOCTBI A0 OHA (rod, mecsy, AeHb) B COOTBETCTBMW C (hopMaTOoM, ONUCAHHLIM B
cTaHoapTe MCO B601.

9.3.1.1.6 Owmupaeman 0ata aBepLlIeHHs

B atom atpubyTe gomsHa ObiTe yKa3aHa O#MO3EMan OATa 3aBepLUeHWs KNMHWYECKOro
MCCnegoBaHua B COOTEETCTENKM C NPOTOKONOM KMHMHWYECKOMD MCCNefoBaHWsA, COrMacoBaHHbIM C
YNONHOMOYEHHBIM ODraHom. 37a gaTta 0on#Ha ObiTe yKa2aHa ¢ TOMHOCTEH) A0 OHA (rod, Mecsd,
[eHL) B COOTBETCTEBMK C (DOPMaTOM, ONWMCaHHLIM B cTaHnapte MCO 8801.

9.3.1.2 MecTHOe paspelleHre Ha NpoBedeHHEe KNUHWYECKOrD WCCNenosaHua

MNpu HeobXOOMMOCTH MOXeT DbiTe YKA3aHAa MecTHan WMHQOPMAaUWA O paspelweHnd Ha
npoBefeHWe KNUHWYEeCKOro WCCNenoBaHny, BblQaHHOM YNONMHOMO4YEHHBIM OpraHoM (Hanpumep,

TEDPUTOPHANBHBIM OPTraHOM B CTPaHE).
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83121 MecTHeIK percTpauMoHHEIN HOMED KNUHWYECKOID MCCNenosaHWa

B atom arpwbyte ponsed ObITE yHa3ad MeECTHLIA  pPerMcTpauWMoOHHLIA - HOoMEp
KMWHWUYECKOro  MCCNedoBaHWA, NPUCBOEHHEIR  YNONMHOMOYeHHBIM  opradoMm. ®@opmar
npeicTaBneHns — TeKCT.

8.3.1.22 HKogwococnenoosaHWA

B atom arpudyTe ponweH DbiTe yKaiaH MeCTHBIW KOO KOHKDPETHOrD WCCNedoBaHWa B
rpynne uccnefoBaHui, NPUCBOSHHLIM YNONHOMOYEHHBIM opradom. PopmMaT npeacTasneHus —
TEKCT.

9.3.1.23 Tepputopua

B atom atpubyte gonkHa DbiTe yKa3laHa TEpPPUTOPMA, HA KOTOPOW BbIQAHO paspelueHue
Ha NPOBEOEHME KIMHWYECKOD MCCNeqoBaHuA, MCNoNL3yA 0ByXDyKBEHHEIE MNK TpexXDYKBEHHLIE
KOOkl NPHMBEOEHHEIE B cTaHaapTe 1SO 3166-1.

Mpumep — Ona cmpanel «Kanwada» mowem Obime ykazan kod meppumopuu Nposuruyuy
Kaefex.

9.3.1.2.4 MecTHaa naTta paspeweH s

B atom atpubyte gonsHa ObiTe yKazaHa MeCTHanA OAaTa pa3pellsHWsA Ha NpoBedeHWe
KNMHWUYECKOTD MCCNeoBaHnA, BEIQAHHOIO YNONHOMOYEHHEIM OpraHomM. 37a 0ata gon#Ha beiTe
YK33aHa ¢ TOMHOCTEH OO0 OHA (rod, Mecayd, JeHb) B COOTBETCTBMM C (opMaToM, ONMCAHHLIM B
cTaHoapTe WMCO BG01.

9.3.1.2.5 O#xvpaeman MecTHAA JATA 3aBEpLUEHWAR

B atom atpubyTe gomkHa DbiTe yKa3aHa OMWOAEMan [ATa 3aBepLUEHWA KNWHWYeCKoro
WCCNedoBaHWA B COOTBETCTEBMM C NPOTOKONOM KNWHWYECKOND UCCNeN0oBaHWE, COrMacoBaHHLIM C
YNONHOMOYEHHEIM OpraHom. 3Ta gaTta gon#Ha ObiTe YKa2aHa © TOMHOCTEH A0 OHA (rod, Mmecs,

[EHL) B COOTBETCTBMKM C (DOPMATOM, ONUCaHHLIM B cTangapTe MCO 8801,
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89.3.1.3 MNpepocTaeneHwe ot4eTa No HGe30NacHOCT NEKApPCTEEHHOIO CpeacTea

Otyer no ©Ge3sonacHocTw nekapcTeedHoro  cpegctea  (OBNC) npegoctaenser
wHdopMauWie no Ge3onacHOCTA NeKapCcTBEHHOro CpedcTea, NONYYEHHYH No peaynsTaram
aHanu2 Bcex TeKylMX KNUHUYeCKUX uccnedoBaHui U Apyrvx UCccnefoBaHuy, KOTOpLIE CNOHCopP
NpPOBOOMT WK 3aBEpLUKN B TEYEHWE HOHKPETHOrD OTYeTHOro Neproaa.

Mpumedanue - HOpMaTHMBHEE JOKYMEHTE B OAaHHOW KDHCOMELRW MOTYT YTOYHATE TpebobaHwa,
OTHOCAWMEeCA ¥ npepocTapnedie OBNC, wanpumep, TpebopaTe, 4Tobel 3T7a wHdopMalks NpegcTaEnanack

TOMBKD MO 3aNpocy.

9.3.1.3.1 YactoTa npegoctaenedua OBNC

Yactota npepoctaenedus OBNC  momeT 2a0aBaTeCA 33KOHOOATENLCTEOM MMM
YNONHOMOYEHHBIM  OpPraHoM, BbiJaoWwWMm  paspelleHde  Ha NPoBEAEHWE  KNUHWYECKoro
WCCNefoBaHWA Ha [OAaHHOW TeppuTopMu. 3ITOT aTpubyT O0NMeH yKasbleaTe WHTepean
NOBTOPEHWA K3k YWCNOBOE 3HAYEeHWE C edUHWUEN W3MepeHWa BpeMeHd. EQWHMUEI MaMepeHusa
Oom#Hbl ObiTe yKAa3adHsl B COOTBETCTEMM co cTaHgaptom WMCO 11240 w pezynetupyiowei
TepMuHonorued. JomkHel WCNONB30BATLCA CMMBON edWHMUB WU3MEpPEeEHWA W WaeHTWHKaTOPR
aTOMD CMMBeONA.

Mpumep — Yacmoma npedocmasnesus OBMC zadaemcs vak exezodHan.

9.3.1.32 [OaTel npegoctasneqHua

3707 aTtpubyT OOMMEH cOQepwaTe daTel npefocTaesnenua OBMNC emecte ¢ 3a0aHHON
4acToTol npegocTaeneHkA. [atel gom#Hbl ObiTe YKa3aHLl C TOMHOCTEIS 00 OHA (rog, mecsu,
[EHb) B COOTBETCTBMKM C (DOPMATOM, ONWCAHHEIM B cTaHaapTe MCO 8601.

89.3.1.3.3 MewxayHapoaHas 0aTta poxgeHnsa pa3paboTrm

MemxayHapoaHas narta poxieHusa paspabotin (MOPP) McnonssyeTca gna onpeneneHus
Hauana oTY4eTHOMo {ewerogHoro) nepwoga OBNC. B kadectee MOOP ponsHa BeiTe yraszada
faTta Nepeoroc pa3pelleHWA Ha NpoBefeHWe KNWHWMECKOND WCCNefoBaHwA, egWHas AnA Boex

cTpad. Havanowm nepwoga npenoctaeneHus OBNC aenawTca mecAay w gata MOOP. Oata
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pom#Ha BbiTh yKa3aHa ¢ TOYHOCTLIO A0 AHA (rod, Mecdu, AeHb) UMW C TOYHOCTLH 00 MecAua
(rog, mecay) B cooTeeTCTEMKM ¢ HOPMATOM, ONKMCAHHBIM B cTadaapTe MCO BE01.

8.3.1.3.4 [arta orc4erta

Ecnu wccneoyemsie NexkapcTBEHHLIE CpeACcTBa  ABNAKTCA cyDbLEeKTaMW  pa3HbIx
KMWHWYECKWX UCCNegoBaHWKA, pa3pelleHa Ha NpoBedeHWe KOTOPbIX BbldaHbl B pasHOE BpeMs,
HO NpY 3TOM COOAEpXAT OOHY W TY Xe aKTUBHYK cyBCTaHuvK WNKM KOMOWHAUMID aKTHEHBIX
cybcTaHuywi, TO YNONHOMOYEHHLIM Oprad  JaHHOA  TEPPUTOPMW  MOXET WM3MEHWTL W
rapMoHM3WpOBaTL YacToTy W gatel npeactasnedwsa OBMNC, Hanpumep, WHWUMWPOBATH
npegcraeneHve obwero oT4eTa No 3TUM NEeKapcTBeHHBIM CPeaCTBAM W YCTAHOBWTL HOBYHD
nary oTcdeTa Nepuofoe npegocTaenedHus. [aTta gonsHa ObiTe yHa3aHa € TOMHOCTLHY 00 OHA
{rog, Mecad, AeHs) unY © TOYHOCTLD A0 MecAua (rod, Mecau) B cooTBeTCTEMU C hopmaTtom,
ONWCAaHHBIM B cTaHnapre MCO B601.

9.3.1.35 [HaTta DNOKMPOBaHWA OaHHLIX

Nata GnokMpoBaHMA OaHHLIX 03HaYaeT JaTy NpPeKpaweHua NPUemMa HOBBIX JaHHLIX 4NA
eknoqeHua 8 OBNC. OaTa gon#Ha OuTe yKAa3aHa ¢ TOMHOCTE 40 OHA (rod, Mecal, AeHb) unu
€ TOMHOCTBHY 40 MecAua (rog, Mecsl) B COOTBETCTEMM C (POPMATOM, ONWCAHHLIM B CTaHOapTe
MCO 8601,

89.3.1.4 CnoHcop

HetancHaa wWHgoOpMmauWa o CnoHcope, NONYyYWBLUKWM pa3pelweHWe Ha npoBedeHWe
KMNWHWYECKOMD UCCNefoBaHWA Ha OaHHOW TeppuTOpUM PUCOMKUMY, JOMHKHE MMETb CTDYKTYPY,
ONMCAHHYK B nogpasnene 7.4 gna knacca "Opraduvaauuns”.

9.3.1.5 ¥NOoNHOMOMEHHLIK Oprad

NetansHaa wHpopmauus ob yNONHOMOMEHHOM OpPraHe, BbIQABLUEM DA3PELIEHWE Ha
npoeefeHWe KNWHWYECKOro UCCNeNoBaHMe 0aHHOMo NekapcTBEHHOMND CpeacTea, OoMKHA MMeTk

CTPYKTYPY, ONWCaHHYH B nogpasgene 7.4 ana knacca "Opradvaauma’,
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9.4 MNpowasoauTens/npeanpuaTve

MHbopMauma © npoM3BogMTens/MpeanpuATHM  OOMEHA COOTBETCTBOBAaTE TOW, YTO
yKa3aaHa AnA 3apervcTpMpoBaHHOro NekapcTBEHHOro cpeacTea B nogpasgene 7.5, OGpatute
BHWMaHWe, 4TO  3Ta  WHOpPMauUWA ABNAeTCA  Heobs3aTeneHOW QMR MCCNegyemoro
NEeKapPCTEEHHONO CpPedcTBa WM AonkHa OblTe yKAa3aHa B COOTBETCTEMM C HOPMAaTHMEHBIMW

TpeboBaHNAMK, OEACTEYHILIMMKA Ha KOHKDETHOW TEPPHUTODUKA KDUCOMKLWMA.

9.5 ¥YnakoBaHHoe Hoccnegyemoe NekapcTeeHHOe CpeCcTBO

Wudbopmauma o6 yNakoBaHHOM WCCNeayemoM NeKapcTEEHHOM CpencTBe QOMMHa
COOTBETCTEOBATL TOW, YTO yKasaHa ONA 3aperdcTpUpOoBAHHOND NEeKapcTBEeHHOro CpeacTea B

nogpaznene 7.6. ODpatuTe BHAMAHKWE, 4TO 3Ta MHQOPMALMA ABNAETCA Heoba3aTenwHOW ana

HCocnegyemors nekapCTeeHHOND CpedoTaa.

9.6 NlekapcTBeHHLIW Npenapar

HacToawwWi nogpazgen onUckiBaeT UCCNeayeMoe NekapcTBeHHOE CPeACcTBO B TEPMUHAX
KAYECTBEHHOIMO W KONWYMECTBEHHOTO COCTABA W NEeKapCTEEHHOW O03MPOBAHHOW hopMbl,
BKMHMEHHBIX B NPOTOKON KNWMHWYECKOrD voccneqoBadHua. [pu Hanuumv TakMx XapakTepucTuk
WcocrneqyemMoe NekapcTBeHHOE CPeacTeO PACCMATPHMBARTCA KAK «NEKapCTBEHHLIA Npenapats.

B HeKOTOpbIX CNy4asx MefWUWHCKOE W3enwWe MoxeT ObiTh HEOTLEMNEMOW YacTbh
WCCcneqyemMoro NexapcTBEHHONO CpencTea, Hanpumep, obecneyneaTth NPUMEHEHUE NEKaPCTBA.
Torga wHOpMauWs o NeKapcTEEHHOM npenapaTe  OonNonHAeTCA  WMHpopmauued o

MEOWUMHCKOM W2OENHMK KaK KOMNOHERTA 3TOMO npenaparta.
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9.6.1 JetancHoe onucaHue WHdoOpmauMH © nNekapcTeeHHoM  npenapare

{vccnenyemoro nekapcTBEHHOro cpeacTea)

class IMPID - G0 TEMbHO0 DHCIHAD AielhoPamisie & NOEMHAPaTE HOLNESE RO J10 40 [0 TRRsIOND £ 0% T /.J

Oeaponaa W Oy S 0eH s P THE 0 e TR W R R
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Pucynok 24 - [eransHoe onvcadue pasgena WHQOpMauMK o NEeKapCTBEHHOM

npenaparte (KCcnegyemoro NekapcTBeHHoro cpeacTea)

aTa vHQOopMauWa B OCHOBHOM Ta e, 4TO onucadHa B nogpaznene 7.8, Otnvyna
ONUCaHBl HUHE.

9.6.1.1 Ho3avpoeka K NYyTe BBEOEHWA

89.6.1.1.1 OBwee onkcadue

B atom paspene onwcaHa wHOpMauuAa O O03WPOBKE WCCNEdyemOorc NekapcTBeHHOro
cpencTea, NPUMEeHAEMOW B KNWHWYECKOM WCCNedOoBaHWW, rde 3To NeKapcTBeHHOe cpedcTeo

ABnAeTCcA nNpejMeTomM  M3aydeHwA. BoA  WHGopMaUWA O J03WDYeMbIX  KONWYECTBax W
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ONATENEHOCTA NEYeHUA AasTCA B KOHTEKCTE NYTH BBEOEHWA, ONWCAHHOM B COOTBETCTBYHILLEM
atpubyTe. Ecnk aAnS NpUMEHEHWMA WCCNeayeMoro NekapcTBEeHHOro CpencTBa B KIMHWYECKOM
WCCNeA0BaHUKY MCNONLIYETCA HEeCKONbKD NYyTeW BBeOdeHWA, TO ONA KAXAoro W3 HHX JonHeH
ObITb CO30aH OTASNLHBLIA 3K3EMNNAP AaHHOMo Knacca.

89.6.11.2 [lyTe BBEOEHKA

B ztom atpubyTe nonxed OwiTe yKazad NyTe BBEOSHWA, WCNONL3YA TEPMWHBL W
WOEHTUDHKATOPLI TEPMUHOB, onpegeneHHeie B cTadgapTte MCO 11239 u ero peayneTUpyHLWER
TEPMUHONOTAK.

Mpumepsl — MepopaneHbil, MOGKOKHLIL, 2naszHol.

9.6.1.1.3 [lepean go3a AnA Yenoeexka

B atom atpubyTe moweT ObiTe yKa3aHa nepeas 0o03a (Q03MPOBAHHOE KONWYECTEO),
npMMeHAeman ana noaed, 8 opMe YUCNoOBOrD 3HAYEHWA C eAWHWUaMK WaMepeHra. EAWHMLG
W3MEpEHMA [0oM#Hbl ObLITE yKa3adsl B COOTBETCTBMM cO  cTaddaptom WCO 11240
pe3yneTUPYIOWed TepMuHonorved. JomsHbl MCnoNs30BaTECA CUMBON €0WHWUEL M3AMEDEHWA W
WABHTUPUKATOD 3TOMS CMMBONA.

9.6.1.1.4 MaxkcumansHaaA pazoBan no3a

B atom atpubyTe moweT ObITe yKA3aHA MAKCMMAaNbHAaA DA30Ban 0033 (MaKCHMAansHoe
pa3ioBoe O03WPOBAHHOE KOMWMECTEOD), KOTOPas MOMET NPUMEHATLCA B COOTEBETCTBUW C
NPOTOKONOM  KNWHWYECKOrD WCCNejoBaHWA, B (POpMe YWCNOBOTO 3HaYeHWA . edWHWUAMU
vamepeHun. EguHuuEl M3MepeHua O0oN#HEl DeiTe YKA3aHe! B COOTEBETCTEBWM CO CTAHOADTOM
MCO 11240 w pesyneTUpyowed TepMuHonoried. JonxHel UCNONE20BATECA CUMMBON 0UHMLE
H3MEDEHWA W WABHTHDKUEATOD 3TOMD CHMBONA.

9.6.1.1.5 MakcumansHasa cyTouHaA ao3a

B stom atpubyTe moxeT BbiTh YKa33Ha MaKCUMANLHAA CYTOMHAA 4033 (MaKCMManbHoe
CyTOMHOE OO03WPOBaHHOE KONMYECTBO), KOTOPAA MOMET NPUMEeHATLCA B COOTBETCTBMW C

NPOTOKONOM  KNUHWYECKOro WCCNefoBadHuA, B OPMEe YWCNOBOro 3HAYeHWA C edWHUUaMK

144
FOCT rocTtPuCO 11615-2014 CrpaHuua: 153/206

M4 GostExpert.ru


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

rocT P MCO 11615-2014

vamepeHua. EQWHMUB U3MepeHWAa JoM#Hbl BbiTh yKA3aHbl B COOTBETCTBMM CO CTaHOApTOM
MCO 11240 v peayneTupyoweid TepumuHonormel. JonwHsl MCNoNs30BaTLCA CUMBON eaUHULLL
WaMmepeHua W MAeHTUM@UKATOD 3TOMD CUMBONA.

89.6.1.1.6 MakcumaneHas 0o3a 3a Nepuod NeYeHusA

B atom atpubyTe moweT ObITe yHa3aHa mMakcuMMansHas 0033 338 Nepwod NeyveHWs
{MaKcMmaneHoe CyMMapHOe O03WpOBaHHOE KONWYEeCcTBO, NpUMEeHeHHOe 3a Nnepuog nedvyeHus,
YKa3aHHbIA B aTpubyTe 9.6 1.1.7), KOTOpas MOMET NPUMEHATLCA B COOTEETCTEWM C NPOTOKONOM
KMWHWYECKOrD KWcoconefoBadHwA, B dhopme YUCNOBOre 3HaYeHWA € eJuHWLEMW M3MEepPeHUA.
EQMHMUB M3MEPEHUA O0N#HE DTk YKa3aHbl B COOTBETCTEMKM CO cTaHgapTtom WMCO 11240 u
pe3yneTUpYIoWen TepMmuHonorved. [JomxHbl UCnons30BaTeCA CUMBOMN EOWHWLUBI M3MEDEHWUA W
WAEHTUDUESTOD 3TOM0 CMMBONA.

9.6.1.1.7 MaxkcumaneHasa ONUTENEHOCTE NEYeHKA

B stom atpubyre momeT ObiTe yHA2aHa MAKCMManNsHAA ANWTENBHOCTE MNEeYeHUA
vccnegyeMeiM NekapcTBeHHbIM CpPefCcTBOM B COOTBETCTBMM C NPOTOKONOM KNWUHWYECKOro
wccnegopadua. dopma NpeacTaBneHa - YUCNOBOE 3HAMEHWME C SOWHMUAMKM M3MEepeHWUA.
EQvHMUBI M3MEPEHMA O0MKHLl DbiTe YKa3aHbl B COOTBETCTBMM co cTaHgaptom MCO 11240 u
pe3ynbTUpYIOWeR TepMuHonormed. [JomkHel MCnons30BaTeCcA CMMBON EOWHMUB! M3MEDEHWUS W

WaAeHTUWPUKATOD 3TOMC CMMBONA.
9.7 MurpeauenT

WudbopmMauma ob nHrpeguedTe gomxHa BelTe Ta e, 4To onvcada B nogpa3agene 7.7 ans

38perucCTPMpPOBAHHOND NekapcTEeHHOro CpeacTea.
9.8 DapmakonorvyeckMe cEoORCTBA

HHIEI]IDDI-‘IELI,HFI 0 q}HﬂMHHGHﬂFHHEﬂHHK CBOWCTRAX O0M#Ha BbiTe Ta We, WTo oNMcCaHa B

nojpazijene 7.9 on=a J4PerMCTPUPOBaHHOID NexkapcTEEHHOMD CpedcTea. D‘EF}EITHTE BHMMEHKWE,
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4TO ANA WCchegyemoro nexapcTBeHHoro cpefctea WHgopMauus © NPOTUBONOKA3aHWAX W
noboYHOM AeACTBMM ABNASTCA HeobAzaTensHoW, HO wudopmauus o apMakonoriYecknx

CBOWCTBAX OCTaeTCA OBA3ATENbHON.
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MonHaa MHOopMauUMOHHAA MOog4enNb BEPXHEro YpoBHA O

JaperncTpMpoBaHHbIX NekapcTBeHHbBIX CpegCcTEax
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Pucynok A1 —  Tloneas  dHOpMaUMOoHHAR  MOJENkE  BepXHero  YpoBHA O
JApErMCTpUpOBAHHBIX NEKAPCTEEHHBIY CRDeNCcTBAY
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NMpunoxeHune B

(cnpaBouHoe)

MonHasa nogpobHas WHOPMAUWMOHHAA MOdeNnb O 3aperucTPUpPOBaHHbIX

nekapCTBeHHbLIX CpeacTreax

Pucynok B.1 — MNonHan

NekapCTeeHHbIX CpeacTeax
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MpunoxeHue C
(cnpaBouHoe)
MonHaa wHgropMaULMOHHAA MOOgenb BepXHEro ypoeHA ob nccneayembix

nekapCcrTBeHHbLIX CpegCcTBaXx
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Pucynok C.1 = MonHaa MHGOPMAUMOHHAEA MO4ENs BEPXHEro ypoBHA OB uccnenyemex

NekapCTeeHHBIX CpeaAcTEaxX
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NMpunoxenune D

(cnpaBovHoR)

NonHas nogpobHas nHopMayuMoOHHaA Moaenk 06 MccnegyeMbix

nekapCrtEeHHbIX Cpeacreax

------

Pucydok D1 — [lonsas noapobsas MH@OPMAUWMOHHaA Mogene 0D Woccnejyemex

NekapcTeeHHbIX CpeacTeax
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MpunoxeHune E

(cnpaBo4Hoe)

Paboyui npumep B TabnuyHon chopme

Tatbnvua E.1 — lNpumep vHQOpMaUMK O NeKApCTEBEHHOM CpeacTee INFLUENZAVAC® B

COOTEBETCTEWW C 3aPEelMCTRPUDOBaHHBIM ONHUC3HWEM NPHMMEHEHKWA

Mpumedadue — MpUBEIEHHEIR HKE NPUMED HEe ABNASTCA NOMHBLIM NPEOCTABNEHMEN KHDODMELHIA,

Tpebye Mol HACTORAWWM CTAHOADTOM, NOCKOMNBEY ONA HEKOTOPLIE ANEMEHTOR OaHHbE HeohXoOWMO YEAILEATE M

TERMHH, W 80 WISHTUGWMEATCD, 3 B NPUMERE NPUBOOATCA TONBKE YENoBeKo-YWTASMEIE TEDMWHL, Tak EaK @

HACTOALLEE BOEMA COOTERETCTRYIOWME KOHTROMHDYEMEIR CNOBaDH WAEHTUMEATOPOE HEO0CTYTIHEI.

neuapcmeuune cpenacTao

MoeHTudguaTop MPID

EU-45678-999999

MNpraHaK QoNoNHWTENBHOMD
MOHWTOPDKMHIE

NekapcTeeHHOE CpaOCcTEO ABNASTCA C}fﬁbEHTDM
AonNoNHWTENLHOM MOHWTORKMHNE {MEI;]HH[}CIEIEIHG JHaKomMm
YepHoro TDE":,.'TD.I'II:HHHE::I

KomBWHWMpOBAHHAA NeKapCcTEEHHAaR
fo3avpoBaHHan dopma

CYCNeH3ua M 3MyNbCHa ANA MHBEEKUWOHHOA 3MYyNbCHIY

CneywansHee Mepsl He yKa3aHsl
Bepcua

Hata eepcun 2011-06-03
WMoeHTHdMKaToOp BEPCHK 1.0

OoKyMeHT perucTpauMoHHOro
nAoche

Twn QoKyMEHTa

CeogHanA xapakTepucTUka npogykTa (SmPC)

MoedTrudpuKaTop QOKyMEHTA

11

HokymeHT

(cCcblNKa Ha QOKYMEHT CBOOHOW XapakTepuCcTUEN B
topmarte PDF)

Cpok BEOOA NOKYMEHTA B JEWUCTEWE

2011-06-03

rocTt
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Mpodonxerue mabnuus E.7

HauMeHOoBaHHWe NeKapcTEEHHOrO

cpeacTea

HavwmeHoBaHWe INFLUENZAVAC BaKUWMHA NPOTHME NAHOEMWYECKOrD
rpnna (H1N1) (MHaKTHBUPOBaHHAA, PACLLENNEeHHAA,
a0bHBaHTHAA), CYCNEH3WA W 3MyNLCHA ANA
MHBEKUWOHHOW CYCNeH3nu

“YacTe naTeHTOBaAHHOMD INFLUENZAVAC

HaMMeEHOBaHMWA

YacTe Hay4HOIo HaMMEHOBaHKA Bakuwka npotue nasgemudeckoro rpanna (H1MN1)
[MHAKTMBUDOBAHHAN, PACLUENMNEHHAN, 8O bLHIBAHTHAR)

“YacTe NnekapcTBEHHON CycneHans U aMynbCcya ANA WHBEKUWMOHHOWA CYCNeH3InK

003UpoBaHHOW hopMbl

Crpana / A3bIK

CTpada EU

A3klK AHIMHUHCKARA

Knaccuipukayua nekapcTeeHHOro

cpencTea
KnaccudgurkaTop AHaToMUYecKan TepaneaTUYEcKasd ¥ XMMUYecKan
kKnaccudukauMoHHan cuctema (ATX knaccudkagyma )
BO3
3HaueHWe U3 KnaccudukaTopa JO7BBOZ2
PervcTpauynmoHHoe yaocToBepeHHWe
PerucTpayvoHHBIA HoMep EU/H/OB452001
Crpana EU
HIpWaMYeckd cTaTyc oTnycka PeuenTypHeli OTNYCK
CraTyc pericTpal AKTHBHARA
Harta ctatyca perucTpauqu 2071-01-01
Mepuon gedcTeMA C 2011-01-01 no 2015-12-31
Bnageneu perncrpauMoHHoro
yaocToBepeHUA
MoeHTHd@MKaTOD BNagensUa 45768
pPerncTpauMoHHOro yAoCTOBEpeHUA
HavmeHoBaHWe BnafenbLUA Dapma A
perncTpauWoHHOro yaocToOBEpeHua
Afpec Bnagensua Street, Number 5, Paris, FR
percTpauloHHOro yAoCToOBEpeHWa
MNpradak KoHpKUOeHUWANBHOCTH He ykaaan
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KoHTakTHOE NHLUO

DaMMNKA, UMA, OTHSCTBO

MIGUEL FREANCE

TenekoMMyHHUESUWMOHHEIN agpec

+33-1-000-000; miguel.france{@companyA.com

Ponk

YNonHoMOoYeHHsIA No apMakoHag3opy

Y¥YnonHoMmo4veHHbLIW oprad

MOeHTHDHMKaTOR YyNONHOMOYEHHOTO
opraHa

iy

HaumeHoBaHWe YyNONHOMOYMEHHOMD
opraHa

Perynatop A

AQpec ynonHoMOYEHHOTO OpraHa

Rue de la loi, 1040 Brussels, Belgium

KoHTakTHOE NHULUO

DIMMNKA, UMA, OTHSCTBO

MICHELLE XYZ

TenekoMMyHHUESUWMOHHEIN agpec

+32-1-2000- XXX, michelle xyz@regulatorA.gov

Ponk AOMUHWUCTpATOP
MNpraHak KoHDKUOEHUWANEHOCTHK He ykasaH
Mpoueaypa perncTpauMm

MoeHTUgMEATOD MNKW HOMED 123 XY 7
npouegypel

Tun npoueaypw LleHTpanwaoceaHHas
Hata npouenypsl 2010-01-05
3afBneHWe O perucTpaunM unu

M3IMEHEHWW perucTpauum

MoeHTH@MEATOD MMM HOMED EMA-00001

AdABNEHKWA

Twn zaaenedKs

3aABneHue O NepBUMHON DErMcTpaumu

Jarta zansneHus

2009-12-11

MoeHTHOKWKATOD CBAIAHHOMD
OOKyMEHTA

FelweHre 0 pericTpaumia Mel234s

CraTyc perncTpauvmn

CTpada BE
Hata euinycka (Npekpawerna) 2011-01-20
HIpHaWJyeckid CcTaTyc oTNycka Ha 123-456-789

TEDPUTOPMM
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Crartyc pervcTpauumn

CTpaHa FR

[ata euinycka (NpekpaLlleHna) 2011-03-01
HIpMOMYecki CTATyC OTNYCKA Ha 009-009-999
TEPPUTOPKIA

Cratyc pervcrTpaumm

CTpada LIk

[data euinycka (NpekpalleHna) 2011-01-01
HipuaMYeckud CTATyc OTNYCKa Ha B66-066-666
TEPPUTOPMIA

MponssoguTens/npeanpuATHe

MoedTudpmKkaTop NpoM3soanTens 11111
HaumeHoBaHWE NPOMIBOAWTENA Tuapma kK

AQpec NnpoMaBoguTens

Street, Number 11, London, UK

MNpraHak KoHDKUOEHUWANEHOCTHK

He ykasaH

KoHTakTHO® AMLUO

DaMUNUA, UMA, OTYECTBO

A#oH Abe

TenekoMMyHHUEaUWMOHHBIN aapec

+44-207-XKXX-X XXX john ABCT@companyk.com

Ponk

YNONHOMOYEHHEIA NO BEINYCKY CEPUA

MpouasoacTEEHHAA onepauua

Tun onepadim

Brinyck cepun

Homep nuUgH3aKKm Ha 5454TZF
dhapmayeBTUYECKY QEATENLHOCTL

Cpok gelcTema 2009-04-15
MNpraHak KoHpKWOEHUWANBHOCTH He ykasaH
¥nonHoMmo4veHHLIW opraH (no

NUUEHIMPOBAHWIO NPOW3BOACTRA)
WMoedTudMKaTop ynonHoMoYeHHoro AEBEE

opraHa

HaumeHoBaHWe yNoNHOMOYEHHOID
opraHa

Perynatop b

Afpec ynonHoMOoYeHHOro opraxHa

ABC Strada 67, Rome, IT

KOHTaKTHOE NHLUO

DPaMHUNUA, UMA, OTHYECTYBO

Fobepto IMH

TenekoMMyHUEAUWMOHHLIA aapec

+39-1-999-999; Roberto.lmn{@ regulatorB.gov.it

Ponk

AOMWHWUCTRATOP
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Y¥YnakosaHHoOe NeKapcTeEeHHOE

CpeacTBO
MoexdTudukaTop PCID ELU-45678-999999-001
OnucaHve ynakoexm INFLUENZAVAC BakumMHa NpoTHUE NaHOEMUYECKOTO

rpunna (H1MN1) (mHakTMBUpOBaHHAA, pacllennedHan,
anLIBAHTHAR), CYCNEH3WA W 3aMyNLCHA ANA
HMHBEKUWOHHOW CYCNeH3uy, KOMNNeKT W3 ogHoro
tnakoHa (crexno Tan ) ¢ npobrol (BYTeINOYHAA pearnHa)
0,2 MmN cycnedHany ¥ oaHoro denakoda (cTekno Tun ) c
Npobrol (ByTeINOYHAA pearHa) 2.5 MN 3MYNECHK

YnakoeaHHanA eAMHHALa
(KoOHTEeHHep)

TN YyNakoBaHHOW eaWHKLS Hopobra
[HOHTEWHEpPA)

KonWuecTeo yNakoBaHHBIX eQWHUL 1

[HOHTEWHEDOR)

MaTtepuan MakynatypHsid kapTod (Recycled cardboard,
(MoeHTWMEaTop K3 cTadgapta MCO 11238)

ANBTEpPHATHEHBIW MaTepran He ykazaH

MoeHTUEMKATOD HA HOCKTENE (01)07EE5431234887(17)101231(10)ABC

OAaHHbLIX

YnakoBka (KOMNOHEHT)

Tun KOMNOHEHTA He ykazaH
MaTtepuan KOMNoOHEHTA He ykazaH
ANBTepHaTHEHBEIW MaTepuan He ykazaH
KOMMOHEHTA

DPUINHECKHe XAPAKTEPHCTHKKA

BricoTa 8,0 cm
WupKrHa 8,0 cm
rnybuHa 4.3 cm
MzobpaseHue Cceinka Ha dhann box.jpg

MaeHTudgukaTop cepumn

BAID 1 EU-45678-999099-001-999879-060514

YnakoeaHHan egMHALE (KOHTEWHEeD)

Tun ynakoBaHHOW eauHWLLI DnakoH
(KOHTERHHEPA)
KonwyecTeo ynakoBaHHBIX equHUL 1
{HOHTEWHEDOR)
125
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HMaeHTuduKkaTop cepyn

MOEHTU®WNKATOR BAID 2

EU-35353-111111-001-123456-060514

MoeHTHgKUKaTop Ha HOCWTENE

(01)07665431234566(17 101231(10)XY 2

faHHbIX

MaTtepwnan Crexno tun | (Type | glass, vaeHTugUKaATOD M3
crannapta MCO 11238)

ANBTEpHATHUEBHEIA MaTepran He ykazaH

DUIMYECKWEe XapaKTepHCTHKH

BricoTa 6,5 cm

BHeWHWA anameTp 2.5cm

HomuHaneHed o6eem 7,00 Mn

Ueser

[MNpoapadHeLA

¥nakoBka (KOMNOHEHT)

Tun KoMNOHEHTA

MNpobra

MaTtepyan KOMNOHEHTA

EyTunoeas pearHa (Butyl rubber, naeHTUUEATOR U3
crangapta MCO11238)

ANBTEpHATHUEHBEIW MaTepuran
KOMMOHEHTa

[Nponunerosan pearHa (Propyl rubber, naoenTudnkaTop
Wz cTaHgapta MCO11238)

PUINYECKHe XAPAKTEPHCTHKKA

BricoTta 0.5 cm
BHEWHWA anameTp 0,80 cm
Ueser Cepbi

MpovaseneHHBIW NPOAYKT

Mpou3aeeneHHas 4oaMpoBaHHaRA

E-':,FC NeH3awAa Ons aMynscHAd

dopma

EoWHKUUB NpegcTasneqHua dnakoH
KonuyecTeo NpoWaBedeHHaro 0,5 mMn
npogykTa

MHurpeguenT

FPonk wHrpegueHTa AKTHUBHBIN
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CybcTaHuma

KoHTponupyemas cyBeTaduma rpynne 2

A/MNevada/9/2009 (HIN1)v-like strain (Z-9997),
tfupma Smith and Co

MNpuaHak KoHMKWOEHEMANBHOCTH

He yxasad

[1anazoH aKkTHBHOCTH

3,75 mer/0.5 wmn

(NpeacTaBneHue )

HWanazoH aKTUBHOCTH (KoHUeHTpauwWA) | 7,5 Mer/1 mn
MHrpeguenT

Pont wHrpeguedTa HanonuuTtens

KoHTponupyemas cybBoTaduma rpynne 3

Monucopbar-80, Eeponelickan dbapmakones

MNpraHak KoHDKUOEHUWANBHOCTHK He yrasad
MurpeguedHT
Ponb vHrpeaueHTa HanonHuTenk

KoHTponupyemas cyBocTadumWa rpynne 3

OrTokcuHoN-10, EBponercyan hapmMakones

MNpuadak KoHpKUOEHUWANBHOCTHK He yrkasad
MurpeguedT

Ponkt wHrpeguedTa HanonHuTens
CyBoTaHuMA THomepcan
MNpWaHak KoHDKUOEHUWANEHOCTH He yra3sad
MHrpeguenT

Ponk wHrpeguedTa HanonuuTens

KoHTponupyemas cyBcTadumWa rpynne 3

HaTtpui doocthopHokMcneld BezeoaHeid (MNaZHFPO4),
Eeponencran hapmakonas

MNpWaHak KoHPKUOEHUWANBHOCTK He yra3sad
MHrpeanenT
Ponk wHrpeguedTa HanonHuTens

KoHTponupyemas cyBeTadumWa rpynne 3

ANOPKUCTEIA HATPWA, EBponeickan hapmMakonan

MNpraHak KoHpKUOEHUWANBHOCTH He yxa3sax
MHrpeguenT
Ponb wHrpegvedTa HanonHUTENL

KoHTpoenupyemas cybecTaduWa rpynne 3

ANOPUCTEIA MArHKA, Eeponelcran papmMakoneas

MNpWaHak KoHPKUOEHUWANBHOCTHK

He yrasad

FOCT P UCO 11615-2014
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HMurpegueHnT

Pone HMHIpegredHTa

Hanonkwurenes

KoHTponupyemas cyGeTaduMa rpynned 3

Bona ans wHeekUWid, Esponeickan hapmakones

MNpWaHak KoHPKUOEHUWANBHOCTKH He yKazaH
YnakoBaHHaA edMHULA (KOHTEHHEp)

TN YNakoBAHHOW eAWHWULl (KOHTERHepa) | ®nakod
KonuuecTeo ynakoBaHHBIX eduHuL 1

(KOHTEHHEPOR)

HMaeHTUdUKaTOPD CEPUM

MOEHTU®WNKATOR BAID 2

EU-35353-111111-001-123456-000514

MaeHTUMKATOD Ha HOCUTENE JaHHbLIX

(09)06T7999441234588(25)108787(10)XYZ

MaTtepwuan

Crerno tvn | (Type | glass, ugeHtudiukatop 1z
cTadpnapra WMCO 11238)

ANBTEpHATHEBHBIA MaTepran

He yKazaH

NaeHTUKMKATOD Ha HOCHTENE JaHHBLIX

(01)07665777734566(17)101231(10)UVW

DPuandeckKkne XdpaKTEPHUCTHHHA

BricoTa 2.5 cm
BHewHWA AameTp 1.5 cm
HoMWHaNbHBIA 0BBEM 3.00 mn

Leer

MpoapaqHsIi

YnakoBka (KOMNOHEHT)

TWM KoOMNOHEHTA

MpoBka

MaTtepuan KOMNOHEHTA

ByTunoeaa peauHa (Butyl rubber, noeHTHdMKaTOR
n3 ctangapra MCO11238)

AnkTe PHaTHEH b maTe pHan koMnoHEHTa

Nponunenoeas peanda (Propyl rubber,
MASHTURUEATODR M3 CTaHaapTa MCO11238)

DuandeckKkne XadpaKTEPHUCTHHA

BricoTa 0.5 cm
BHewHWA AHameTp 0,80 cm
Leet MNonybon
MpousseneHHLIW NPOOYKT

MpoKM3eefeHHan 003MpoBaHHas dopmMa IMYNECHA
EOWHKMUB NpeacTaBneHuA PnakoH
KonwyecTeo NpovasedeHHOMo NpogykTa 0.5 mn
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MHrpeaueHT

Fonk MHrpegveHTa ANBKOBAHT
KoHTponupyemas cyboTaduma rpynne 1 AS03
MNpuaHak KoHMWOEHEWANBHOCTH He ykasaH
MHrpeauenT

Fonk MHrpegveHTa HanonHuTens

KoHTponupyemas cyDCeTaHumMa rpynne 3

XNOPUCTEIA Kansuuy, EBponencran papmarkones

[NpraHak KoHPKUOeHUWANBHOCTHK He ykazaH
MHrpeauenT
Ponk vHrpegueHTa HanonHuTene

KoHTponupyemas cyBoTadumMa rpynne 3

PochopHOKWMCNEIR Kanelywid DeasogHbIN,
Eeponedcran dpapmMarkones

MNpuaHak KoHDKUOEHUWANBHOCTK He ykazaH
MurpeguenT
Fone MHrpegweHTa HanonHuTenks

KoHTponupyemas cyBoTaduma rpynne 3

XNOPUCTEIA HATPKWK, EBponencran dpapmMakones

[NMpradak KoHDKUOEHUWANBHOCTHK He ykazaH
MHrpeauenT
Ponk WHrpegueHTa HanonHuTene

KoHTponupyemas cyDoTaduMa rpynne 3

Bona anA vHeeKUMA, EBponeickas dapMmakones

[MpHaHaK KoOHPUOSHUWANEHOCTH

He ykazaH
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MeouMUMHCKOe M3aenue

Tun nagenus

YCTPOWCTBO ONHA NpMMEHEHWE

Toproeoe HAMMeHOBAHWE M3Oenus He ykazaHo
KonuvecTeo maaen1a 1

ApTUEYN He ykazaH
Homep Moaeni He ykazaH
Homep cepun He ykazaH
CpoK roaHoCTH He ykazaH

MaTtepuan wanenus

Hep#xapellan cTanes (Stainless steel,
HoeHTUpuEaTop W3 cTadnapta MCO 11238)

ANsTEpHATHEHLIM MaTepKHan Wanenuwa He yrkazaH
MpraHak annepreHTHOCTK He ykazaH
MpUaHaK CTEPHUNEHOCTK CrepMnsHoe
Mpu3Hak HeobxoOWMOCTH CTepUnM3audK | He yrasaH
KpaTHoCTE NPUMEHEHWA OaHopazoeoe
HomeHknaTypa uigenuvn
MOeHTHRMKATOD HOMEHKNATY D ]
HomMeHKNATYpHEIW KOO 123-3yr
HMaeHTUdUKaTOp CepyUM M3genuA
Homep cepun 123-ABD
CpoK roaHoCTH 2016-12-18
PDUIMHeCKUe XaPaKTEPHUCTHKH
BricoTa 3 oM
Bec He yrazaH
nyGuHa He yKkazaHa
HOMKWHANEHBIW 0OLEM He ykazaH
BHewHWA AMamMeTp 21 G
Popma He ykazaH
Leer He ykazaH
HagnedaTtka He ykazaHa
MaobpakeHue He yKkazaHo
160
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Opyrue XapakTepucTHEM

CHCcTeMa KoOWpOBaHWMA OPYIvx He ykazaHa
XAPAKTEPUCTHE
JHa4veHWe Qpyron XapakTepucTHEN He ykazaHo

CpoK rogHoCTK | XpaHeHne

Tun cpoka rogHocTH

B oprrdHansHoW ynakoeke

Mepron cpoka rodHoCTH

2 rona

OcobBble NpegocToOpoMHOCTA NPK
XpaHEHMW

Temnepatypa xpaHeHus He Hue 2 “C 1 He Bbilwe
25 °C

NexkapcTEEHHLIA NpenapaTt

MNpuMmeHAeMan 0oaMpoBaHHan popma

MHBEKUHMOHHAA 3MYNBCUHA

EQuHKUB NpeacTasneHds

DnakoH

KonuuecTeo NpoW3BedeHHaro n pOOyET3

0.5 mn

XapakTepuCTHKKM NEKAPCTBEHHOIO
npenapara

Cuctema KOOWMPOBaHMA XapakTEeEPHMCTHR
NekapcTesHHONe npenapaTta

KnaccudmkauMoHHaa cucTema yNonHOMOMEHHOTO
opraHa

JHa4EeHWE B CMCTEME KDOWPOBaHWA
XaPaKTEPMCTHE NeRapCTeEeHHDID
npenapata

Buonornyeckdd npenapar, BakuWHa

MponssenaeHHBIW NPOAYKT

MNpou3BeneHHan qoavpoBaHHan dopma

C}fﬂ neHarAa OnAa aMynscHuid

EonHuUe NnpegcTaBneqHuA TNakoH
KonuyecTeo Nnpov3sefeHHoro Npoaykra 0.5 mn
MHrpeguenT

Fone MHrpegveHTa AKTHBHBLIA

KoHTponupyemas cyBcTadumWa rpynne 2

A/Nevada/92009 (H1N1 v-like strain (Z-999.2),
npoWasognTens b

MNpraHak KoHKUOEHUWANBHOCTHK

Aa

OWanazoH akTHBHOCTH {KOHUEHTRAaLWEA)

3,75 micrograms/0,5 mn

HMHrpegueHT

Pone HMHIpegredHTa

Hanonuurens

KoHTponupyemas cyGcTadumWa rpynne 3

Monucopdart-80, Esponelckan papmarkones

MNpWaHak KoHPKUOEHUWANEHOCTKH

He yrazaH
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MHrpeaueHT

Ponb MHrpegredTa

HanonHuTEN:

KoHTponupyemas cybGcTaduma rpynne 3

OkTokcudon-10, Eeponenckan hapmakonesn

MNpraHak KoHpKUOEHUWANBHOCTH He ykazaH
MHrpeauenT

Ponk wHrpegueHTa HanonHuTens
CybocTaHuus Tuomepcan
MNpWaHak KoHDKUOEHUWMANBHOCTHK He ykazaH
MHurpeauenT

Ponk wHrpegueHTa HanonHuTens

KoHTponupyemas cyDoTaduWa rpynne 3

Hatpui chocpopHoKMCnEI De3BogHbIA,
Eeponercrkan hapMaronesn

MNpWaHak KoHPKUOEHUWANBHOCTHK He ykazaH
MHrpeauenT
Ponk wHrpegueHTa HanonHWTENE

KoHTponupyemas cyGoTaduWa rpynne 3

XNOpUCTeIA Kanwi, Eeponedckan dpapmMarones

MNpuaHak KoHpUOEHUWANEHOCTH He ykazaH
MHrpeaueHT
Ponk wHrpegueHTa HanonHuTene

KoHTponupyemas cyoTadumMa rpynne 3

XNOPUCTEIA MarHui, Eeponendckan papmakones

MNpraHak KoHPKUOEHUWANBHOCTK He ykazaH
MHrpeaueHT
Fonk wHrpeguedTa HanonHWuTENE

KoHTponupyemas cyDoeTaduWa rpynne 3

Bona nnA mHeekKUMA, EBponenckas dapmakonen

MNpuaHak KoHKWOEHLEWANEHOCTH He ykazaH
MHrpeauenT

Ponk wHrpegueHTa ANBKOBAHT
KoHTponupyemasn cybocTaduma rpynns 1 ASD3
MNpuaHak KoHKUOEHUWAENEHOCTH He ykazaH
MHrpeauenT

Ponk wHrpegueHTa HanonHuTens

KoHTponupyemasa cyBeTaduma rpynne 3

XnopucTeld HaTpui, Esponencran dhapmakonen

MNpuaHak KoHWOEHEWANEHOCTH

He ykazaH

162
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MHrpeanenT

Ponb WHrpegvedTa

HanonHuTENS

KoHTponupyemas cyGeTaduma rpynne 3

Hatpui rocpopHokMcneid B23s00HBIN,
Eeponencrkan dpapmMaronesn

MNpuaHak KoHMKWOEHUWANBHOCTH He ykazaH
MHrpeanenT
Fonk MHrpegveHTa HanonuuTenks

KoHTponupyemas cyGcTaduma rpynne 3

XnopuoTelld Kanwk, Eeponarickan dpapmMakones

MNpraHak KoHPKWOEHUWANBHOCTH He ykazaH
MHrpeauenT
Ponk wHrpegueHTa HanonHWTENE

KoHTponupyemasa cyBcTaduma rpynne 3

Bona ana wHbekuwi, Eeponeickan dapmakonen

MNpWaHak KoHPKUOEHUWANBHOCTHK

He ykazaH

Habop waoentudgmkaTopos PhPID

PhPID_SUB_L1

876567660 - A/Nevadal/@/2009 (H1N1v-like strain
(£-9992)

PhPID _SUB L2

78765678BE - A/Nevada/9/2009 (H1N1)v-like strain
(£-9997) - 3,75 mkr/0.5 Mn

PhPID _SUB L3

3232321121 - A/Nevada/@/2009 (H1N1)v-like strain
(£-9997) — MHBEEKUWMOHHARA 3MYNLCKHA

PhPID_SUB L4

79 5749 3029 - A/Mevada/2008 (H1M1 pw-like
strain (£-9997) - 3,75 MEN0,5 MN — MHBEKUHWOHHAR
IMYMNBCUA

PhPID_SPSUB_L1

8432123456 - A/Nevadal9/2009 (H1N1)v-like strain
(£-9997), npovaeoadTene b - ASD3

PhPID_SPSUB_LZ2

TB7B56TEEE - A/Nevada/a/2009 (H1M1 )v-like strain
1£-99897), npor3eoadTene B - AS03 - 3,79 mer/0.5
M

PhPID_SPSUB_L3

2454321678 - A/Nevada/2009 (H1MN1 v-like strain
(£-9997), npouwaeoanTens b - AS03 -
WHBEKUWOHHAA 3IMYNECHUA

PhPID_SPSUB L4

3431684358 - A/Nevada32009 (H1N1 v-like strain
(£-49997), npovaeoadTene b - AS03 3,75 Mmer/0.5 mn
WHBEKUWOHHAA 3MyNBLCHA
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MpumeHAeMan goiuposaHHan opma

MNprmMeHAeMan 003MpoBaHHaA GopMa

WMHbekUMoHHaA 3MyNbCKA

MNpumMeHaemMas 003MpoBaHHAA opMa

MpumeHseman nosmposanHan opmMa

MNyTe BEEOEHKA

[MyTe BEEOEHKA

BHYTDUMEILLEYHAA WHBEKUKWA

TepanesTH4ECKWE NOKA3aHMA

TexcT Nnokazadni

MpodgunakTika rp|nna NpW o@uuvansHo
OB BbLABNEHHOW NAaHgEMIUM rpUnna

MokazaHwa B hopme MNownn
“sabonesaHue/cumnTom/npouenypa”

CraTtyc 3abonesaHua MaHaemian
TepanesTUYeCcKOo2 JelCTBME MpodnakTrka
Cpol/ anuTensHoCTh He yrazan
Cneuyncprka nonynaymm He yrkazada
Cneunduka Apyron Tepanuu He ykazana
Modo4yHoe AEHCTEME

MobovHoe gedcTere B hopme NumdchaneHonatua

"CUMNTOM/COCTOAHKWE/ DeUCTBME"

YacToTa nposeneH1id

OueHs yacTan (=1/10)

Knaccupurkayua
CHMMMOTOME COCTORAHWA/ NEACTENA

HapyweHura kpoeoobpalwerns 1
numcpoobpaweHus

Mobo4yHoe AEWCTEME

[MoboyHos JedCcTBUE B pOpMeE
"CUMOTOM/COCTORAHME 08 RCTBME"

beccoHHMUa

YacToTa npoABneHmi

Pegko { o1 1/1 000 oo 1100

Knaccugpurkayua
CHMNOTOMA/COCTOAHWA/QBWCTEUA

Mcuxuatpuyeckve HapyLeHus

Mobo4vyHoe OEWCTEME

[MobovyHos JeWCTBUE B OpMe
"CAMNOTOM/COCTOAHKWE DEWCTBME"

JEXMMO3 HA MECTE MHBEKLWKA

YacroTa npoABneHui

“acTtaa (o7 1100 go 1110)

Knaccudurraums
CHMMOTOMA/ COCTOAHWA/ NEACTENA

HED}-‘LIJEHI.-‘IFI KOMMW W NOOKOHMHOR TE3HK
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Modo4yHoe AEHCTEMWE

MNoboyHos gercTBME B dopMe bone
"CUMNTOM/COCTORAHKME 0eHCTBIME"

YacTtorta npoReneHni 60,0 %
AwanazoH Bozpacra 3-5 ner

MpoTHBONOKa3aHKWA

MpoTHBONOKa3aHKWA B (hopMe
"zabonesaHue/cumnTom/npouegypa”

AHapUNAKTUYEeCKan (TO eCTe YTDOMAKLW AR
HWAHK) peakuma Ha Nbble KOMMNOHEHTLl 3TOW
BAKUWHEl WNK COaepHaLllMeca B HEeW
OCTATOMHBIE CNefbl AWYHEIX M KYDHMHBIX
npoTedHos, cBansbymuda, dopManegernaa,
cynetharta reHTaMUUWHA 1 Je30KCcHXonara
HaTpWA

CraTtyc aabonesaHva

AHapUNaKTUYecke peakuMy B aHaMHe3e

ConyTcTeyowes 3aboneesanve He ykazado
Cneundrka nonynayum He ykazana
Cneundpuka gpyron Tepanum He ykazana
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MpunoxeHue F
(cnpaBo4Hoe)

Cnucku Knaccoe M aTpubyToB

Tabnvua F.1 =llekapcTeeHHoe CDEOCTRO

ATDHEYT THN OaHHBIX THN O8HHLIX [Nprmedadne!
WMCO 21090 | HOMMEHTADWIA
MoeHTdukaTop MPID TekcT =||=
KombuHwposaHHaa nekapcreeHHan | MO u Tepmud uz MCO | <CD=
Ao3vpoBaHHan opma 11239
MepekpecTHas CChINKA Ha | TekcT =<||=
naeHTHpuEaTop IMPID
[NMpradak oononsuTensHore | MO v TepmMuH wa HC =C0=
MOHWTOPKHIA
CneywantHee Mepsl WO v TepmuH wa HC =C0=
MpusmedaHus
1 WO - woexTHdMeaTop.
2 HC = HopMaTHBEHLIH CNOBaDL.

Tabnwua F.Z —Bepcua

ATpUDYT TN OaHHBLIX Tun gaHHbIX MNpumedadue!
MCO 21090 KOMMEHTADMA
Harta eepcun MOoMEHT BpeMEHK =ThH=>
MoeHTHOKWKATOD BERCHW TekcT =||=
Tabnvua F.3 — JOKYMEHT PErUcTRPaUMOHHONO NOCEE
ATpUEYT THN AAHHLIX THUN ABHHbIX MNpumedadne!
WMCO 21090 KEOMMEHTADMIA
HokymeHT PopMaT QOKYMEHTA <D=
MOeHTHRUKATOD QOKYMEHTA TekcT <||=
Cpok BeOOA JOKYMEHTA B J8WUCTEHE MOoMEHT BpeMEHKM <TH=
Tun gokymeHTa MO v Tepaud wa HC | =CD=
Mpumeyarua
1 WO = voeHTHDHMKaTOD.
2 HC = HopMaTHBEHLIR CROB3pES.

Tabnuua F.4 —Knaccudueauna NeKapcTeEHHOro cpeicrea
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ATpubyT Tun DaHHbIX Twn gaHHbIX Mpumedadue/ KOMMEHTaPKWA
WMCO 21090

JHAMEHWE 13 SHAMEeHWe 13 =CD= B kavecTee WOEHTUDMKATOPA

KknaccudwkaTopa | knaccudpuekaTopa knaccudukatopa uenecoobpasHo

Knaccupurkatop | MoeHTudmkaTtop HCMNONE30BATE ODLEKTHBI

knaccudukaTopa waeHTudmkaTop (OWO), a 3HaueHue

3303aeaTe B popmMe napel «V0O M
TEDMKWH® W3 Knaccudukatopa

Tabnuua F.5 —HavmeHOoBaHWE NeKapCcTBEHHOM CpeacTea

ATpubyT Tun JaHHBbIX Tun  pgaddeix  WCO | Mpumedadue/
21080 KOMMEHTADKHA

HaumeHoBaHWe TekcT =5T=

“YacTb akTHBHOCTK TeKcT KomnoHeHT <EN=

YacTe spesMeHr MNW Nepyoga TekcT KomnoHedt <EM=

“YacTte 3anaxa TekcT KomnoHedT <EN=

Yacte nagenua TekcT KomnoHedT =<EN=

YacTb KOHTERHERa WNKY YNAKOBKKW TekcT KomnoHedT <EN=

“JacTe HAZHAYEHWA TekcT KomnoHedTt <EN=

“YacTe HAYYHOIO HAMMEHOBAHKMA TekcT KomnoHedT <EN=

“YacTe naTeHTOBAHHOMD TekcT KomnoHedT <EN=

HaMMeEHOBaHMA

YacTe TOProgoro 3Haka unu TekcT KomnoHedT <EN=

HaMMeHOBaAHWA NpeanpUaTUA

YacTe nekapcTEEeHHOW TexcT KomnoHedT <EN=

A03UPOBAHHOW hopMEl

YacTe dhopmynel TekcT KomnoHedT <EN=

YacTe uenesod NnonynaLMK TekcT KomnoHedt <EN=

Tabnuwuya F.6 —Crpana / A3biK

ATprbyT Tun gaHHbIX Tun naHHex | MNpumedadne!
WMCO 21090 | KOMMEHTApHA
CTpaHa MO v Tepmun va HC MCO =CD=
TeppuTopua KpUcOMkuMy | MO W Tepmud v3 HC =CD=
Hablk WO v Tepmul us HC MCO =CD=
NMpusMedaHus
1 WO - wogeuTHdMEaTOD.
2 HC = HopsaTHEsHsIR CNoBapes.

Tabnwua F.7 — PervcTpayMoHHoe yooCToBEpeHME
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ATpubyT Tun naHHBIX Tun gaHHsx | Npumevadwe’ HOMMEHTADMA
HMCO 21090

Hata cratyca pervcTpayny | MOMEHT BDEMEHKW =Ta>

Mepuon AeHCTEUA MuTepean epemend | IVL<TS=> UenecoobpaiHo MCNONbao-
(oga MOMEHTA BAThk cneyudyHeld nogex
BpamMEHI! THM& OAaHHeX DML<TS=> a
HEYaNbHEIH M MMEHHO, MBS D LW A
KOHEYHbLI) KOMMOoHeHTHE high u low

PerucTpauroHHBIN HOMED TexcT =||=

CraTtyc permcrpaymi MO v Tepmird w3 HC | <CD=

CtpaHa MO 1 tepmmud wa HC | =CD=
WMCO

HJpuauveckui cratyc | MO » Tepmud na HC | <CD=

oTnycKa

ﬁpumcanus
1 WO = woeHTHdMKaToD.

2 HC = HopssaTHBsHLIA CIOBSpE.

Tabnuua F.8 —Tpouegypa pervcTpaum

ATpubyT TUN OAHHKIX TuUN OAHHBIX [NMprmevaHne!
MCO 21090 KOMMEHTADMA
Hdarta npouenypel WHTepean epemeHn (Oea | IVL<TS=>
MOMEHTA BpEMEHM:
HaYaNbHLIA M KOHEYHBIA)
WMoentudpmkatop wnK Homep | Tekct =|l=
npoueaypel
MO 1 TepMidH M3 HC MCO =CD=

Tun npoueayps

Mpumeyarwua
1 WO = wgexTrdmeaTop.

2 HC = HOpMaTHEHLIH CIOB3DE.

Tabnwya F.9 —3aaeneHne 0 pErdcTpaUMK NN H3MEHEHWKW PEMMCTRALMK

ATprbyT THN OaHHBIX THN DaHHBLK | MNpuMedadHne!
MCO 21090 | koMMEHTARWA
Jata zansneHua MoMEHT BpeMEeHH <TH=
MoeHTudmkaTop W HoMep | TekoT =|l=
AanAenNeHKUA
Tun zasBneHns MO v repmuH ua HC =CD=

MpumedarHkHa
1 W[ - vogeHTHgMkaTop.

2 HC = HopsiaTMBHBIE CRoBaDs.

rocTt
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Tabnuua F_10 - Crartyc peructpaumu

ATpHBYT TWN QaHHLIX Tun  padHsx | MNpdmedadue!
WMCO 21080 KOMMEHTAD MK

Nata suinycka (npekpawenns) | Mutepean epemenn (gea | IVL<TS=

MOMEHTA BPEMEHHK!
Ha4aneHbIA 1 KOHEYHLI)
PerdcTpaunoHHBIN HOMED Tekct <ll=
CTpaHxa WO 1 TepmuH uz HC MCO =CD=
TeppuTopuA MO v Teprmn uz HC =CD=
Hipuauueckud ctatyc otnycka | MO 1 TepmuH 13 HC =CD=

Ha TEppUTOPUK

Mpumeyarua
1 WO = woeHTHDHMLaTOD.
2 HC = HopMaTHBEHLIE CNOB3DES.

Tabnvua F.11 —TllpegocTagnedye Nepruoguyeckoro oT4eTa No Be30oNacHOCTH

ATpUBYT Tun gaHHBIX Tun gadHsix | MNpumedadue/
WMCO 21090 | KomMeHTapUiA
Jarta BnokMpoBaHUA 0aHHLIX MOMEHT BpeMEHHK =TS=
Darta oTcyeTa MoMeHT BpemMeHK <TH=
Oata npegocTaBneHMA MomeHT (MOMEHTHI) | =T3>
EpEMEHMK

MexayHapoaHaa gata poxgeHua | MOMEHT BpemMeHn =TH=
YactoTa npepocraenedus otdera | MNoeTopaowmiAca =PIVL Ts=
no BesonacHocTw WHTEpBan BpeMEHW

TaGnvua F.12 — Opradvsayns

ATpUDYT THn AAHHBIX Tun  dadHex | pyumedadue/
HMCO 21090 KOMMEHTApKWIA
Alpec Hetanw aopeca =ADD=
MoeHTHdKMKaTOD TekcT =||=
HaumMeHoBaHWE TekcT <EN=
[NMpraHak KoHpKUOEHUWANBHOCTH MO 1 TepmudH 1a | <CD=
HC

MpumedaHua

1 W0 - vgeHTHUEaToD.

2 HC = HopssaTHsHLid CRoBapks.

3Ta we CTPYKTypa OaHHbiX NpWMeHdMa & knaccam "Bnaneney pervcTpauMoHHOro

YAOCTOBEPEeHMA", "YNonHoOMOYeHHsIW oprad”, “TpovasoguTens/npeanpuatne”
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Tabnwua F.13 —KodHTakTHoE NUUD

ATprbyT TN QaHHBIX Tun  padHbx | MNpyumedadue!
WMCO 21090 KOMMEHTEDKWA
MNpuaHak KoHMKWOEHUWANBHOCTH WO v repmud ua HC =CD=
Ponb WO v repmuH va HC =CD=
TenekoMMyHHUEAUWMOHHEIN aapec Jetanu TeneskomMmy- =TEL=
HWUKAUMOHHOMD afapeca
DAMUNKA, UMA, OTHYECTBO TekcT =PN=
MpumedadHkHa
1 WO - wgexTrdueaTop.
2 HC = HopMaTMBHBIN CNoBapE.
Tabnuua F.14 = [Opyroe MECTOHAXOKASHWE
ATpuEBYT TWn gaHHbIX THN OAHHBIX Mpumedadue!
WMCO 21090 KOMMEHTApWA
Adpec MecTOHAXOMOEHWA Hetanu agpeca <ADD=
MoeHTudpmkaTop TekcT <|I=
FPonk MecTOHAXOMOEHWA MO v TepmrH w3 HC =CD=

MpumedaHus
1 WO = voeHTHMKaTOoD.
2 HC = HOpMaTHEHLIH CNOB3DD.

Taonwua F.15 —TpovaBogcTBEHHAR ONepaLKA

ATpUBEYT THn OaHHBIX TUN 0aHHLIX [Npumedadne!
MCO 21090 KOMMEHTADMIA
[Jarta Havana OelCcTBMA MomMeHT BpeMeH =Th=>
Homep NMUEHINK HA TekcT =||=
hapmalUeBTUIECKYHD OEATENBHOCTE
MNpraHak KoHPKUOEHUWANBHOCTHK MO v TepMiuH Kva HC =CD=
Tun onepaukm MO v TepMiH va HC =C0=

MpuseqaHua
1 W0 - wogeHTHdMEaTop.
2 HC = HopsiaTHssHslid CRoBapks.

Tabnwua F.16 — ¥nakoBaHHOoE NekapcTEEHHDE CPEACTEO

ATpubyT THN gaHHBIX Tun gadHbx MCO [MpumedaHue’

21090 KOMMEHTAPKA
WMaentudukarop PCID Tekct =||=
OnucaHve yNnakoBkK Tekct =5T=

rocTt
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Tabnuua F.17 —¥nakosaHHan egMHUUE (KOHTERHED)

ATpHGEYT THN JaHHBIX TN 0aHHBIX Mpusedadue!
MCO 21090 | KomMMeHTADWA
ANsTepHaTUBHLIA MaTepuan MO » tepmue 3 HC | =<CD=
KonuuecTeo  ynakoBaHHbix  eauquy | KonwdecTeo =PQ=
(KOHTEHHEpDOR) (dwnanueckoe)
MaTtepwan MO » Tepmun us HC | <CD=
Tun YNakoBaHHOW eguHrusl | MO v Teprawd vz HC | <CD=
[KOHTEHHEDA)
Mpumedarus
1 WO = wgedTrdreaTop.
2 HC = HOpMaTHEHLIR CNOB3DL.

Tatbnuua F.18 —WMoeHTUQUKATOR HA HOCUTENE OaHHbBIX

ATpubyT Tvn gaHHbIX Tun OaHHBIX MNpumevaHne/KoMMeHTapHI
HMCO 21090
CucTema MoeHTURWEATOD =CD= E KaJvecTee HaeHTHUDWKaTopa
KOOWMpOBaHWA KnaccudgpukaTopa CHCTEMBI KOOWDOBAHWA
JHaueHWe Koaa JHaueHWe 143 WOSHTWPUKATOPOR HAa HOCUTEnax
knaccudgwkaTopa OaHHBIX uenecoobpa3sHo
WCNONL30oEATE OB BLEKTHLIA
HoeHTudueaTop (OWAO), a 3naveHue
zapaeate 8 opme napsl «M0 w»
TEPMWH®, B3ATOW W3  CUCTEMBI
KOOWPOBAHWA
Tabnuua F.19 - MoeHTHQUKATOR CEPHIA
ATPHEYT TUn gaHHbIX Tun gadHsix MCO MprmMeyaHue/KoMMeHTap UK
210890
WMoeHTudemkaTop BAID 1 TekcT =||=
WMoeHTudpukaTop BAID 2 TekcT <||=
Tabnwua F.20 —¥Nakoeka (KOMMNOHEHT)
ATpubyT TUN gaHHBIX TUnN AAHHBbIX MNpurmedadmne!

WMCO 21090 | KOMMEHTADWA
AnsTepHatueHs  matepwan | MO v Teprmnn vz MCO 11238 =CD=

KOMMOHEHTA
MaTepuan KOMNOHEHTA MO v Tepamud 13 NGO 11238 <CD>
TN KOMNOHEHTA MO v TepmnHd 1z HC =CD=
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ATpubyT TN OaHHEIX Tun pgadHex | MNpumedadne!
WMCO 21090 | HoMmMeHTapHA
ﬁpnmnqanns
1 WO - wgexTrduearop.
2 HC = HopssaTHssHLii CROBaDE.
Tabnvua F.21 —lpebmiBadHve Ha Nonke / XpaHedHue
ATprEYT TN OaHHLIX TN gaHHbIX MNpumevadune!
WMCO 21080 KOMMEHTAPKA
Cicobrie npenoctopoxyocTi | MO v Tepmus wa WCO | <CD=
NpH XpaHeH 11238
[Nepuon NnpebeiBadva Ha nonke | BpeMmesHoW wHTepean | <PO= a«KonUM4ecTeO
BpeMEHK
Tun NpebLiBaHWA Ha NONKe O 1 TepmrH 1wz HC =C0=
NMpumeyarua
1 WO = woeHTHDMKaTOD.
2 HC = HOpMaTHEHLIH CNOB3DE.
Tadbnwua F.2Z —MegWUyWHCKOE Wagenue
ATpuByT TN QaHHBIX Tun pankex MCO Mpumeyadue!
21080 KOMBMEHTaPKA
ANBTEpHATHEHEIA MO » TepMmad W3 | <CD=
MATEPWAN Magenua HMCO 11238
ApTIKYN TekcT <5T=
Konu4ecTeo Maaeni 3HaueHWe <P} a EMHMLAaMK
MamepeHWA»  OONHHA
BblTe «&0uHWLA»
KpaTHocTe MCnone3oeadua | MO v Tepmne w3 HC | <CD=
MaTtepuan wanenus MO o Tepmud w3 | <CD=
MCO 11238
Homep Moaeni TexcT 5T
MpuaHak annepredTHOCTH WO » teprmnk ua HC | <CD=
MNpuanak  HeobxogumocTty | M v Tepmnry va HC | <CD=
CTepMNMaaumn
MpuaHak cTepUNEHOCTH MO » Tepmund va HC | <CD=
Tun nagenus MO v Tepmrd w3 HC | <CD=
Topropoe HAWMMEHOBAHWE | TekeT =EMN=
Hanenus

MpumeyaHmus
1 W0 = woeHTHDHMLaTOD.

2 HC = HOpMaTHEHLIR CNOBAP.
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Tabnuua F_23 — HomeHknatypa nagenun

ATpKUEYT TN AAHHBX TN OaHHbIX Mpumesadue KOMMEHTAPHIA
MCO 21080

MoeHTHdKukaTop WMaoenTudmkaTtop =CD= B KavecTes HoeHTUdukaTopa

HOMEHKNaTyphl KnaccudpukaTopa HOMEHKNaTYpLI Magenui

HomedknatypHsid | 3Ha4eHwe M3 Uenecoobpaino HMCNONL3ICBATE

Ko knaccudukaTopa 00BLekTHeIN wieHTHdKWEaTop (OKWMO), a
3Ha4eHwe 3a0apaTe B opMme nNapel
«M ¥ TEpMKUHe K3 KNaccudukaTopa

Tabnuua F.24 — WMpeHTnduKkaTop ceprin Magenys

ATpKEYT THM QAHHBIX Tun gadHex MCO 21090 | Mpumevadue/
KOMMEHTADWMIA
Homep cepim Terct =5T=
Cpok rogHocTy MomeHT BpeMeHH =T5=>
Tabnvua F.25 —Tlpov3sefeHHBlA NpoOyKT
ATpubyT Tun NAHHBLIX Tun gaHHeIx MNpusmevanue/
MCO 21080 KOMMEHTaDKHA
EguHKUR NpegcTaeneHKuA MO v Tepmun w3 VICO | =<CD=
11238
Konwyecrteo npouaeefeHHoro | Mucnoeoe aHauedHue c | <PQA=
npogykTa e0MHMLUAMK MaMepeHHa
[MpoKaeedeHHARA poznposanHan | MO v tepmuH w3 MCO | <CD=>
dhopma 112349
MpumedaHus
1 WO = wgenTuduearop.
2 HC = HopsaTMesHsIi CRoBape.
Tabnuua F.26 — PUavdeckue XapakTepucTHKK
ATpubYT Tun AaHHBIX TN DaHHkIX MNpumevadne!
MCO 21090 KOMMEHTADMIA
Bec Yucnoeoe adadveHwe © eadHMULamMK | <PO=
M3IMEpPEHWA
BHeWHWA aMameTp Yucnoeoe aHaveHWe © equHMUamMy | <PO=
HM3MEDEHKWA
BricoTa Yucnoeoe aHaveHWe © eaudHauamu | <P0O=
H3MepeHUA
CnyBuHa Yucnoeoe 3dHadveHwe © equHMUuamy | <POA=
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ATpubyT Tun gaHHbIX Tun gaHHebIX MNpusmedaHue/
MCO 21080 KOMMEHTADKHA
H3MEpEHWA
MaobpakeH e DopmaT wacbpaxeHus =EQ=
HagnewaTka TewcT =5T=
HomKuHaneHBIA Yucnoeoe 3HaveHWe © eaddHuuamu | <PO=
obbem H3MEpEHKA
Topma WO 1 Tepmun ua HC =CD=
Leer WO 1 Tepmuan uz HC =CD=
LupwuHa Yucnoeose 3dHadveHwe © eguHMUdamMmK | <PO=
H3IMEDEHKWA

Tabnuua F.27 - [dpyrue xapakTepucTHEX

ATpubyT Twn gaHHBIX Tun gaHHbIX MpumMedaHne (KoOMMEHTADKN
MCO 21090
JHauveHHe gpyrod JHaYeHKe 1a =CD= B kadecTtee wasHTUUKATORA
XAPAKTEPUCTHEA KnaccuprKkaTopa CHCTEMEl KOOWPOBAHWA
Cuctema  kogWpoBaHvA | MaeHTudgueaTop XAPAKTEDUCTHE LenecoobpasHo
ODYTHX XApaKTepUCTHE KnaccuprrkaTopa MCNONL30BaTE OBLEKTHLIN

HoeHTUdukaTop (QKMO), a
JHAJeHWe 3a0aeaTe 8 opme
napst «A0 1 TEpMUHE K3
KnaccugpuraTopa

Tabnvua F.28 — WMHrpeguedT

Mpumedadne/
KOMMEHTaDMA

ATpubYT Tun gaHHbIX Tun gadHex WMCO 21090

Fonk WMHrpegveHTa WO 1 TepmMAH K3 HC =C0=

Mpumedarus
1 WO - wogedTrdHkaTop.
2 HC = HopssaTHBsHBli CROBaDE.

Tabnwuya F.29 — CyBeTaHumua

[NMpuseyadue!
KOMMEHTADWMI

THN gaHHBIX TN gaHHbX MCO

21090

ATpHOYT

CybBocTaHyma WO v Tepamus vz NCO 11238 | <CD=

MpumedarHHa
1 W0 = woeHTHDMKaTOD.
2 HC = HopsaTHBHBLIH CROoBaDE.
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Tabnwya F_30 - Koutponupyemasn cyboTaHuus

ATpUEYT TWN QaHHbLIX TWn gaHHbIX MNpumevadune!
WMCO 21090 KOMMEHTaD KA
pynna roHTponupyemex | MO v Tepuud uz HC =C0=
cybCcTaHune
KouTponupyemas cyBocraduma WO w Tepmun w3z WCO | =CD=
11238
MpuaHak koHduaeHuMansHocT | WO W TepmMud w3 HC =CD=
MprmedadHua
1 WO = voeHTHDMKaTOD.
2 HC = HopMaTHEHBIH CNOBADE.

Tabnwua F.31 — AKTUBHOCTL

ATprByT THUN JaHHbIX Tun gakdeix MCO | MNpumedadne!
21080 KOMMEHTaDKA
dwanazoH AKTHBHOCTH | dWanaioH oTHoWweHWA | RTO =P, PQ=
[KOHUEHTDAaLUKA] (DHINMECKNX) KOMWYecTs
(MMCNKTENLS 3HAMEHATENL)
duanazoH aKTHBHOCTH | dWanaioH oTHoweHuiA | RTO =PQ PO=
(NpeacTaBpneHue ) (DH3INMECKENR) KOMWMYecTse
(MUCNMTENL 3HAMEHATENL)
MecTo MaMepeHKA TekcT =5T=
CTpaHa MO v Tepmud vz HC MICO =C0=
Mpumedarus
1 W[ = wgenTwdueatop.
2 HC - HopssaTHBHLIE CRoBaDE.

Tabnwua F.32 — PedepeHTHan aKkTWBHOCTL

ATpubyT TN OaHHbIX TN JaHHBIX MNpumevadmne!
HMCO 21080 KOMMEHTADHA
AwanazoH pedepedTHoR | JuanazoH oTHoweHuA | RTO <PQ PO=
SKTUBHOCTH (PUIMYECKUK) KONUYECTB
(YHCMMTENRS
3HaMeHaTens)
MecTo WamepeHUA pedepeHTHOW | TeKoT =5T=
AKTUBHOCTH
PedepentHan koHTponupyemas | MO w tepmud w3z WCO | =<CD=
cybcTaduma 11238
PedepeHTHan cybcTaHuyma WO v tepmwd wz WCO | <CD=
11238
CTpana pedepeHTHOW MO 1 Tepmd na HC MCO | =CD=
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ATpurbyT TN aHHBIX Tun gaHHebIX MNpusedanue/
HMCO 21080 HKOMMEHTaPHA
AKTUBHOCTH
ﬁpk‘l’v‘!ﬂ'—ﬁlHHF
1 WO - wgeuTHdMEaToD.
2 HC — HopsaTHBHLIR CRoBapE.
Tabnwua F.33 - JlekapcTeeddbid npenapat
ATpHEYT TWn QaHHbIX Tvn gaHHbIX MNpusedadue!
MCO 21080 KOMMEHTADKMIA
EonHKMUB NpegcTaeneqHua MO 4 Tepmue w3 WMCO | =C0D=
11238
KonuuecTeo  nekapcTeeHHOro | Yvcnopoe adadedHwe c | <P0=
npenaparta SaMHULAaMK MaMepPEHUA
MpumeHaemana oo3vpoBaddas | MO W TepMuHd w3 MCO | =C0=
thopma 11238

MpusedaHkHs
1 WO - woeHTHDMKaTOR.
2 HC = HOpMaTHBEHLIH CNOBaDE.

Tabnuua F.34 - TlyTe BBEOSHUA

ATpubyT Tun aaHHbIx Tun DAHHBLIX MNpumedadue/
MCO 21080 KOMMEHTADMNA
MyTe BEEONEHKA MO v Tepumud 13 NCO 11239 =C0=

MpMMe-daHns
1 WO - wpgedTrdHkaTop.
2 HC = HopsaTHesHsIi CRoBapes.

Tabnwua F.35 — XapakTepucTMEY NEKADCTEEHHOMD Npenapara

ATpKHEYT THN JaHHLIX Tun JaHHBIX Npumevadue!

HMCO 21090 KOMMEHTAPKA
JHauveHKe B cHCcTame | JHAYEHKE M3 | =CD= B kauecTee MoeHTUDMKA-
KOOWpOBAHWA  XapaxTepWCTWK | KnaccuduKaTopa Topa CMCTEMEl KOOWPO-
nekapcTeeHHOre Npenapara BaHWA XapaKTepucTHK
Cuctema koauposaHua | MoedTudgrrkaTop uenecoobpaiHo WCNONe-
XapakTepUCcTUK NexkapcTBeHHOro | KnaccudmkaTopa 30BaTh 0B LEeKTHBLIA
npenapara noeHTadukaTop (QWQ), a
3HaJvyeHWe 3apaeate B
dopme  napel «W0 W
TEPMWH® 13

knaccwduxaTopa
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Tabnwya F_38 — Habop wgestudhueatopos PhPID

ATpUBEYT THn AaHHBIX TN gAHHBIX MNMpumedadue’
MCO 21090 KOMMEHTaDMA
Habop waedTudwekatopos PhPID Tekct =]|=
Tabnwua F.37 — TepaneBTUY2CKME NOKA3IAHWA
ATpUEYT THUN faHHBIX Tvn daHHBIX MNpumevanue!
WMCO 21080 KOMMEHTAPK

MNokazanwa B chopme "2abone- | MO v TepmunH u3 | <CD=

saHne/cumnToM/npouenypa” HC

Conytcteywowes aabonesadwe | VO v Tepmud na | <CD=
HC

Cpok/ anuTensHoCTh WHTEpEan MNL=TS5= KoHULl  WHTEpBaANa  MOMYT
BpemeHy  (aBa BeITh  OTHPBITEMWA.  3TO
MOMEHTA MOMHO YKa3aTe C NOMOLWLID
BpEMEHH: cneyuvansHoro NnpuUaHaka
HaqaneHeIN “ NYcTOThHl 3NeMEeHTOB low W
KOHEYHBIN) high Tina gaHHsx IVL<T5=>

Cratyc aabonesadua MO v TepmiuH Ka | =<CD=
HC

TekcT NoKazaHvi TekcT =5T=

TepanesTUyeckoe gelicTaUE KO v Tepmud wa | =<CD=

HC

MpumedaHus
1 WO = ngextrdmeaTop.
2 HC = HOpMaTHEHLIR CROBAPL.

Taobnwua F.38 —TlpoTBoNOKA3aHKWA

ATpUBYT Tun DaHHBIX TN OaHHBIX MNpusevanue/
HMCO 21080 KOMMEHTaDHA
MpoTUBONOKA3AHKA B thopme | MO 1 Tepmun 2z HC | <CD=>
"szaboneeaHue/cumnTom/npouegypa”
ConytcTeyowee saboneeaHwe MO 1 Tepmud uz HC | <CD=
CraTtyc aabonesaHua MO v Tepmud uz HC | <CD=
TekcT NpoTUEONOKa3aHWIA TekcT =5T=
MpuMedaHHR
1 W0 - vgedTedueaTop.
2 HC - HopssaTHomHLid CROBSpE.
Taonwua F.39 —TlobovHoe OelCTEME
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ATpubyT Tun gaHHbIX Twun gadHbIX Mpumevadue/
WMCO 21090 KOMMEHTaPKIA
Knaccupurkalua MO 1 TepMuH Ma | <CD=
CHMNOTOMA/COCTOAHWA/ ABACTEMA HC
MoboyHose pewcteme & copme |WMO W Tepmue wa | <CD=
"CUMOTOM/COCTORAHKME 0eHCTBHE" HC
Terct NoOoYHOMD JelcTEMA TekcT 5T
YacToTta npoABnNeHMi MO 1 Ttepmue Wa | <CD=
HC
NMpuMedaHus
1 W0 = woeHTHdMLaTop.
2 HC = HopssaTHBmHBLid CROoBapDs.
Tabnuua F_ 40 - Cneundrka nonynaguM
ATpubyT Tyn gaHHbIX Tvn gaHHbIX [MNpumedaHne’ KOMMEHTADKA
WMCO 21090
BoapactHas rpynna MO 1 TepmuH 13 HC =CD=
AduWanazoH eo3pacra MHTEpBADN Bpemedd | IVL=TS= KoHUbl UHTEpBANa MOrYT BbiTh
(nea MOMEHTA OTEDBITEIMIA. 310 MOHHO
BOEMEHW. HAaYaNLHBIA yKa3aTe C NOMOLBH
W KOHEYHBIA) CNeuyansHoro NnpUaHaka
NYcToTe aneMedTos low u high
TUMNAa gaHHblx IVL=T5=
MNaon MO 1 Tepmud 13 HC =CD=
Paca MO 1 Tepmud 13 HC =C0=
Cneyvchuka MO 1 TepMAH M3 HC =C0=
COCTOAHWA 300p0BLEA
ﬁpHMﬂ'—HIHHH
1 WO = wgenTrdmeaTop.
2 HC = HOpMaTHEHLIH CROB3DE.
Tabnvua F.41 — Cneundorka gpyrod Tepaniu
ATprbyT THN OAHHBIX TN 0aHHBIX Mpusedadue’
MCO 21080 | wommedHTapuid
NekapcTBO VMO 1 TepmMiH 1a HC =C0D=
Tun ceAzn C TEpanvei WO v TepmuH ua HC =CD=

MpumedarHus

1. WO = voeHTrdmEaTop.
2. HC « HoprMaTHBHBLIA CNOEIDE.

rocTt
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ATpubyT Tun DaHHBIX Tun gaddelx | MNpuaedvadue!
MCO 21090 | wommedHTapui
KoHTponb B3aMMO08ACTEMA MO 1 repmiaH Ma HC =CD=
CnyucaHke B3aumodeicTeMa MO 1 TepmMiH Ma HC =CD=
Tun e3aavMogeCTENH Tekct =5T=
Yactota pcTpedaemoctd | MO v tepmud n3 HC =CD0>
BAAMMOOERHCTEKMA
SbhdekT B3auMode ACTBIA WO 1 Tepmiad wa HC =CD=
MpumedaHHa
1 WO - voeHTHdMKaToD.
2 HC = HopMaTHEHLIE CROBADL.

Tabnuua F.43 - BiavmMo0edCTBYIOWMWA aredT

ATpKHBYT Tvin gaHHbIX THN AAHHBIX MpuMedvadue! KOMMEHTAPKHA
MCO 21090
Kog BaaumogelcTey- | 3HadveHue Ha | =CD= B KaJvecTBeE HOeHTUDWKATOPa
KLWEero areHTa knaccudgpurkaTopa CHUCTEMbI KOOWDOBAHKMA
Cucrtema kogwuposa- | MlaeHtudeukaTop B3aUMOOSUCTEY LW MK areHToRB
HWA B3auMmogeWlcTey- | knaccudmrkaTopa uenecoobpazdo WMCNONL3I0OBATh

KWWY aredTos oBLekTHEIM waeHTdukaTop (OKWMO),

d 3dHaYeHwe 3g90aBdTe B I'_'pDDME

napsi a1 4 TEQMMAH® 143
knaccudpuraTopa
Tabnuua F.44 - Wcocneayemos NekapcTEeHHOE CpedcTBo
ATpubyT Tun gaHHBbIX Tun naHHelx | MNpusedadue!
MCO 210890 | koMMEeHTADKA
WMoeHTrudmkartop IMPID TekcT =||=
Kog nponykra y cnoHcopa TeKcT =5T=
Koa npoaykra y ynonHoModedHoro oprada | Tekct <35>
KombuHWpoBaHHaA nekapcteenHas | WA w TepmuH w3 | <CD=>
003MpoBaHHan opMa MCO 11239
[NepekpecTHas CouINKa HA MOeHTUdgKMKaTop | TekoT =|l=
MPID
[NMpradak neaMaTpUyYeckors nekapcTea MO v TepMuH W3 | <CD=
HC
MpuMedarHHa
1 W0 - wgesTedueaTop.
2 HC - HopssaTHamHLlid CRoBapE.
Tabnvua F.45 —Paspewedde Ha NposeleHre KNHWHUYECKOrD MCCnejosaHna
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ATprbyT TN DAHHBLIX TN QaHHBIX MNpumedaHue/
WMCO 21080 KOMMEHTADMWA
Jarta paszpelieHnq MoOMEHT BpeMEHH =Th=»
Kog mccneoBaHKuA TekcT =5T=>
Homep npotokona Tekct =||=
Oxuroaeman 0arta 3aseplleHus MomMeHT BpemeHH =T5=
PervcTpauvoHHbIA HOMED Tewct =||=
Crpana WO 1 Tepmiud ma HC =CD=
MpusedaHKa
1 W0 - vgenTHdHeaTop.
2 HC = HopsaTMBHLIR CROBapE.

Tabnuua F.46 —MecTHoe paspelleHne Ha NpoBEaeHHEe KNUHWYECKOrD HCCNenoBaHNe

ATpubyT Tun gaHHbx Tun padHx | MNpusedadue’
MCO 21090 | koMMeHTADKEA
MecTHad 0arta pas3pelueHus MoMeHT BpEMEHK <TH>
MecTHas ouoaeMan 0aTta 3asepwedHna | MoMeHT BpemMeHH <TH>
MecTHRIW KOO MCCNeaoBAHWA Tekcrt <35>
MecTHEIA pEMMCTRAUWOHHEIA Homep | TekcTt <||=
KMWMHWSECKOro WocnegoaaHna
Tepputopua MO 1 TepmuH ua HC | <CD=
MNMpumedadHkHa
1 W0 - WoeHTHIDMKaTOD.
2 HC = HOpMaTHEHLIH CNOB3DE.

Tabnuua F.47 —TllpegocTagneqye oT4eTa No BE30NACHOCTH NeKapCTEBEHHOD CpejcTea

ATpubyT Tun ODaHHBIX Tun gaHeelx | MNpumedadne!
WMCO 21090 | KommedHTapKiA
0arta GnokKMpoBaHWA 0aHHLX MoMEHT BpEMEHH =TH=
Oarta oTcydeTa MoOMEHT BpeMEeHH =TH=>
HaTel npegocTaBnNeHus MaomeHT (MOMEHTHI) | =TS=
EpEMEHM
MexayHapoaHaa gara posaedHda | MoMeHT BpeMeHi =ThH=
pA3INa00TEK
YactoTa npepgocTtasnennsa OBJC | MoeTopAKWMACA =PIVL_T3=
WHTEpBarn BpeMeHu

Tabnuua F.48 - [JoavpoBka v NyTe BEEOEHUA

ATpKHBYT TUN gaHHBIX TUN OaHHBIX Mpumesdanue
MCO 21090 HOMMEHTAPKHA
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11239

ATprbyT TN NaHHBIX Tun gaHHbIX Mpumedanue
MCO 21090 {koMmMEHTapKUH
MakcumaneHan WiHTepean epeMeHi MNL=TS=> Uenecoobpazno
OMNHTENEHOCTE MCNOMNEI0BEATE
neveHus cneyuuyHbIA NodeyMa TMNa
OaHHbIX NWL=TS=, a
MMEHHO, HME L MIA
KOMMNOHEHT center
MakckuManeHas pgos3a | Ouanazod  oTHowedwd | RTO B KauecTBe enuHML
3a nepwod nevyeHus {uanyeckux) =PQ,PO= M3MEPEHWA B 3HamedaTene
KONWYecTe (YUCnUTens! OON#HEl  BeITe  yKazaHbi
3HameHarTenb) eAWHWLEl BpeMEHK
MakcumaneHas Yucnoeoe 3HadveHwe c | =PQ=
pasoBad n03a EAMHMLAMKY MAMEDEHWA
MakcumaneHas “Yucnoeoe adadvedHwe c | =PO=
CYTOuYHaA noaa eaMHMLAMKY M3MEeDEHKA
Mepeaa pgoza gna | Mwcnoeoe 3daueHuwe c | <PO=>
Yenoeeka E0MHMLAMK M3MEDEHWA
MyTe BEEOSHKA MO v tepmud w3 MICO | =CD=

NMpumeyarus

1 W0 - WogHTUDHESTOR.
2 HC - uopmaTHBHEIA cNoBapk.

rocTt

GostExpert.ru

MOCT P NCO 11615-2014

181
Ctpanuua: 190/206



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

rOCT P UICO 11615-2014

Mpunoxenne G
(cnpaBo4Hoe)

Mpumep peanuiaunMmn MHPOPMALMKA O NEKaPCTBEHHOM CpeaCcTBe

G.1 CornaweHnA 06 MMEeHDBaAHWUMK

Hixe onKMcaHel COrMaweHus, WMCnone3yemeie ONA UMEHOBAaHWA C'!.fLLl.HDL‘.T'EIr_I ] EIT{.‘II.-'Iﬁ}'T-DB
B OMarpamMmax npuMepa peandiaalmi.

015 MMEH TEXHUHMECKMX NOHATAR (CYLWHOCTER) NPUHATE! CNeQyWKWe corMaLleHs:

MMEHA NOHATHWA HAYWUHAKITCA C NPONWMCHOM ﬁ'jKEI:nI, KaK B 3arfnaBii.

EIEE.TJEBHELTFFJI:-I W COKpaleHMA 3anvcadbl BCeMW NMPONHMCHBIMK 'EI}"HE‘IE[MH_

CNOBA B UMEHAX CYLLHOCTEN pazaensoTca npobenom.

UMEHA NOHATWA He cofepaT uudpel MNKW NobkLIe cneuwansHele CUMBONLI (KpoMe
npobena.

- MMEHA CNWCKOB KOHTPONUPYeMEIX TEPMUHOE cogep#aT cyddmke « CKT».

- MMEHA NOHATHA 3aNKUCaHLl B eJUMHCTBEHHOM YUCNE (C HEKOTOPBIMKM MCKMKOYEHWAMM).

,[l,l'lﬂ HMMeH ETF}HE?TDE NPpUHATEl CNedywolwWe CormaleHus:

WMEeHa aTPUBYTOR 3aNKCaHB! CTPOYHBIMI ByKBaMY,

a6bpeEMaTYPbl M COKPALLEHMA 3aNWCAHEl CTPOMHBIMK ByKBAMM;

Cnoea B MMeHax ElTDHﬁ}I'TDE paagenaKTCA J'IFFDEFEJ"IDM:

uMeHa aTpubyToR He cogep#ar uvdpbl MM Nbsle cneuwansHele CUMBONLL (Kpome
npobena;

- KaWObid CNUCOK KOHTpOnupyembix TepmuHoe (CKT) npenctaened kak 3anonHuTenb,
MMELW WA ToNeKD Oga aTpubyTa (MAeHTUdUKATOD TEPMWHE U HOMED NEPEeCcMOoTPa), 8 WMEHHO!
— MASHTHUKATOD TEPMMHE: ¢l TEPMMUHASR;

— HOMEP NEPEeCMOTRA: «HOMED NepecMoTpas.
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G.2 F‘EFHCTPEHI‘IH NeEKapCTBEHHONS CpeacTea H NHUEH3IWPOBaHWE NpOoM3IBOOCTEA

Crnenywwas auarpamma  CoOep#WT  CYWHOCTWM, OTHOCALWMECA K PEervcTpaumMu

NekapCTeeHHOre CpecTea W NAUeH3IWMpoOBaHWD NpoWMaeodcTea.

Hogea B B HH ETATHL NOCTABEH L]

iG,d
g MEMHHE e
HEE R e C OE Pl
-.-_'.E'; 01 &
R H L [0 B WP 1 [P O T i
Tesan aa paHE AR HUH A eosT e LR
On | HIVHP SRR HIHH un
—————————— ' i
A&Td PEIACTEAY HR AHURHa AR o= __F"‘ -
tpie mogd & ashctine ) st i o
= Hl B8 TP TC oa Twss i i i TR
AT HLT LM UOHH A HUM ED GRS HH o) 1 i i Pucikik
AT dRdAr A L1 HEmE R SR elnbiEa EEH AU HA
CIArgE me e ks
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L1dTHC piT HETPLUMHH
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fr B W T o s DS R ba THA Apauigype CHT
e ] b 1 na mplanea

AT A POLEITE P kil L1 | vewiaip sapiecsaipa

JL07 6 WML S ML TRRA [iwe P UHE
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o
‘,:.:,.;ll- 1,1 Tt LI dgen JIL
0.1 [T T 58 PR 1 Ui s CH A ForR 1,1
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PucyHok .1 — [lpumep crpyeTypel DAa3s OadHHbBIX PEMMCTRALWMKM NEKAPCTEEHHOMD

CpencTea W NWMUEeH3IWpoBaHWA NPoOM3aBoOCTEa

G.3 NekapcTBEeHHOE cpeacTBO

Ha I'I[}HEE'J:I,E!HHDP_'I HWXe Juarpamme noKazaHe! CYWHOCTH ONWCaHWMA NekapcTBEHHOM

CPencTea, BENIOYaA WABHTUMWEATODEL, HAMMEHOBAEHWUA W BEDCHKD.
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Hancckdrnai, e cpeacTea CET o
B, TE M HE o
WOMEP NEPECMOTAR

Hog ATE CET on
WE TEQMWANE m
HOMED NEgetMaTEa

JaparHCTRHEODANN AR
HOMOHK B HPOE3H HaR
AOIHPODAHHAA POEEa

NEdapcTeEsMIS ROIdponassas Hapma CHT

WE TEpMMANA }

HOMEP NEQEMOTRES 1.1

P aMUETEIBR CTAaTYC NocTanme CHT

Wa TEQMANA }

HMOMEE NCpECEOTRE 11

Ocofue NpEgOCTopomBaCTE TR T

0, TERRH HE

WOMEP MEPRCAMOTRS

NpuEHak MOHKTOREEHT

Ma TEpMKEG -I-:i—?c-.n o 340 E aun i 0.0 E-'Z'--'“
[ MpoManogeETEas
i, SOTiA Hestl ' FlerKapCTEEMHEE CReACTRO W _
0.1 Bnaponed perd CTRadMod Haro
A GEHTAdusaTep mpd
:1 0.1 W, O T 0 o e
1. yat 0.1 ¥nasuwosmoucwioBoprau
1 a.n o.n L3l
1,1
a,n Fonb
PEAMEUIHHE
in7T
T L1 a,n
HadmMe HCDAMNME NCHAPCTOCHMETE CRegiTaa W
Fone THT
WA HOD 21 R A TepmEH 3
HACTE MATCHTOS AN OTO M SHEEHO0dHME HOMCE NEQOLMOTRE
HACTE MAYSHATD HAMMEHCOE WA
HACTh ETHO HOCTH
L1
YACTE AELapLTOCHHON Qo3 pOsanHER fopmi
Aanis CET Crpasia CHT
HACTE pOpMyAR
TERMH A TEQMMNA
YACTE HATHAYTIAHA AT PO
MOMEED MEQELMOTRS HOMEP NEPECMOTRS
HICTE UeNenoR NanynaL9 e RtE E B E
HACTH WOMTERWEPA WA YOaHonK 1.1 1,1
HICTE WIAGENMA o0 a0
YACTh TOPIOODONG JHARL L1 TR
UICTE BACHEHH WEH NEpHOQS :
TELPATOfNA OB AHELHA
YICTE Tanasd
LnT
BepCERA NEHARLTRIHMOrD CREaCTEa OOy WEHT PErMCTRAUMSH RGND BOChE
1.1 . Tun gosysenta CHT
HOMER EEECHA } }=f nowys ot :
. Ba— v s TEpMENE
03T BEpCk LM | WacuTddusaTep QoHyMenTa
0.l | voMEp AEQECMOTRS
COOK DE0Aa B ACRITOHE

PucyHok G.2 — MNpuMep cTpyKTypbi Gaskl 4aHHBIX ONUCAHWA NEKApCTBEHHOMO CPEACcTBa
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Ha npveegeHHOW HMxe OuarpamMme NokaiadHsl CYWHOCTH ONMCaHKA YNakoBEW, BENHOYaA

NOTMYBCKYID YacTk, WMMEKWYH WOSHTUWDWKATOPL

PCID v paaMep yNAKOBEW, 3 Takxe

PHINHECKME ABTanW YNAKOBKN, BENDYARA BHELWHKIK YNAKOBKY, BHYTDEHHIIK YNAKOBKY W T.4.
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G.5 Ponb y4acTHuKa

Ha npueeneHHoW HUXe guarpaMme noxkasad oblwuwid cnocof NpencTaBNeHWa BCex ponen
(Bnageney pPerdcTPaUMOHHOMD  YOOCTOBEPEeHWA,
thapMakoHaa3opy), BbINOMHAEMbIX PA3NWYHBLIMW CTOPOHAMK (ODraHM3aLWAMK WKW NKWLAMK) Ha

pa3HblX CTaoWAxX HHMIHEeHHOM:T UWeEnNna nekapcTBeHHOro CpelcTea.

NPoOKW3IB0ONTEN:,

NpedCcTABNAET HOPMATUBHBIA CNOBAPEL, COASPMALLMK CNWCOK BCeX ponei.
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PucyHok G.4 — Mpumep cTpykTypbt Ba3sl JaHHLIX ONMCaHWA DONER W CTOPOH

G.6 lNexkapcTEEHHbLIW NPeNapar v NPoW3BefeHHbIA NPOAYKT

Ha npueefeHHON HW#E OMarpaMmMe nNoKA3adbl CYLWHOCTH ONWCaHWS NpOW3BEAeHHOro
npogykra/nexkapcTeeHHoro npenapata. C nomowkio atpubyta "Tun npogykta CKT", aHaveHwa
KOToOporo BepyTcd M2 HOPMATHUBHOTO CMOBAPSA, NPOBOOWTCA PA3NWYMe Mexdy NPoM3BedeHHBIM
NpogykToM W NekapcTBeHHbIM npenapatom. Ha guarpamme Taixe ykazana wHdopmauus,
OMWCLIBAKOWAR AKTMBHOCTE W WHIPEOWEHThl NPOM3IBEOEHHOro NpoOyKTa/NekapcTBeHHOro

npenapara.
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W NpoOU3EedeHHOIO NpoayeTa
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G.7 mapmaunnnruuecuue CEOWCTEAa W Uenesas nonynAauMa

Ha npueegeHHON HIKE duarpamme NokadaHbl CYLWHOCTE ONKWCaHKWA LeneBsom nonynagye

3APErMcCTPUPOBAHHONO NeKapCTEBEHHOND CPEACTEA, a4 TAKHE ero (papMakonorMyecky CBOUCTE.
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PucyHok G.6 — [Mpumep cTpykTypel Dazbl JaHHbiX ONWCAHWMA APMAKONOMMYECKWX

CEBOWCTB U Lenesoi NONYNALKMK

G.8 MegvuuHcKoe U3genve

Ha I'IﬂHBE,[I,E'HHGIF‘I HWHEe Juarpamme NOoE33daHbl CYWHOCTH ONMUCEHWA MeJWUWHCEONo

WAOEenus.
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Npunoxenne OA
(cnpaBoYHoe)

CBegeHMA O COOTBETCTEMK CChINOUYHbLIX MeXAYHAPOOHbLIX CTAHOAPTOB M
OOKYMEHTOB HauMOHanNbHbIM cTaHgaptam Poccuinckon Qegepauum

Tabnwua OJA.1

Ofo3aHavyeHWe CCbiNOYHOro
MEXIYHapo4HOro
CTEHOAPTA, JOKYMEHTA

Creneds
COOTRET-
CTEUA

OBo3HaYeHHMe 1 HaWMEeHDBAHKWE
COOTBETCTBYIOLWErND HALWOHANBHOMNO CTaHaapTa

WMCO 639-2

HMCO 3166-1

HMCO B0

HMCO 11616

HMCO 11238

HMCO 11238

HMCO 11240

HMCO 21090

HMCO/M3K 5218

" COOTEBETCTBYIOWHWA HAUMOHANBHEIW cTadgapTt otcyTtcteyeT. Mo ero yTEepHOeHWA
pekoMeHayeTCH MCNONbL3CBATL NepeBo] Ha PYCCKMW A3blK JaHHOMO MeXOyHapogHoroe craHoapra
(dokymenTa). [lepeeog AnaHHOMC MeXOyHapogHOro cradgapTa  (QOKYMEeHTa) HaxoOuwTcA B
PegepansHOM WHPOPMaUWMOHHOM poHOE TEXHWYECKWX PErMaMaHToB W CTAHAAPTOBR/!
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