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PA3JIEJI 1. OBIIIME CBEJIEHUS

Iloapaspen 1.1 HaumenoBauune

IIpenapam paduoaxmuénbiii «Hoo-131 (1), idiooud wampusy  (danree -
IIpodykyus) u oxazanue ycaye no npedocmaeneHuio 8 noab3oeanue MHo20060pomHoI

mapwt (VKT).

IToapasnen 1.2 CeaeHusi 0 HOBH3HE

Ilocmasnaeman Ilpodykyus cepuiinozo npouzeoocmea, OO0AdNCHA COOMEEMCmeo-
8amb NOKA3AMENAM, YKA3AHHbIM 8 noopazoene 4.1

[Toapasaen 1.3 Dransl pa3paboTKH/W3roTOBICHHS

I evioensemes uz obnyuennvix meanyposvix muwenuii

Iloapaznen 1.4 JlokymeHTbl [Uist pa3paboTKH/ M3roTOBIEHUS

= MEXHUYECKUE YCNoB8UA
- MEXHONO2UHECKU pezaameHm

IMoapaszen 1.5 Kox OKII

PA3JIEJI 2. OBJIACTb ITPUMEHEHUWA

ITocmasenseman Ilpodykyua ucnonvzyemcs oaa npoussodcmea paouogpapmnpena-
pamoe.

PA3JIEJI 3. YCJIOBUS DKCIUTYATALIUA

IIpodykyus ucnonvzyemca ona npouzeodcmea paouoghapmnpenapamoé 6 cneyu-
anvbhblx kKamepax, 0bopyoosannbix 0N pabomel ¢ PAOUOAKMUBHBIMU BEUECMBAMU U U0~
NUPOBAHHBIX OM BHEWHelU cpedbl

PA3JIEJI 4. TEXHUYECKHWE TPEBOBAHHW A

[loapaszen 4.1 Texuuyeckue, GyHKIHOHATbHBIE M Ka4eCTBEHHbIE XaPAKTEPUCTHKH (110~
TpeGHTENbCKHE CBOHCTBA) TOBAPOB

Coedunenue (npenapam): «Hoo-131 (*'1), tiooud nampus»
Paouoaxmusenoe eewgecmeo: "'l
Buewnuii 6uo: npospaunan becysemnasn scuokocms
Xumuueckan ¢popma: Nal e NaOH
Ilepuoo nonypacnaoa: 8,02 ons
Obvémnan akmusnocme: 1,0 — 3,0 Kw/mn
Paouonyknuonan uucmoma: % > 99,9
Paoduoxumuyeckas wucmoma: % > 98,0
Konyenmpayus pacmeopumens(NaOH), monv/a: 0,03
Cooepoicanue npumeceii:
Tennyp ne bonee 5 mxa/mn
Ceuney ne bonee 0,5 mxa/mn
Mblubsax ne 6onee 5 mxe/mn

ey,




Meow ne 6onee 0,25 mxa/mn
Kpemnuii ne 6onee 20 mxe/mn
Kenezo ne 6onee 2,0 mx2/mn
pH npenapama 8 — 12

IToapasnen 4.2 TpeGoBaHus K HANEKHOCTH

Cmabunvrocms kauecmeenHvix xapakmepucmux noopazoena 4.1 ¢ mevenue 15
CYMOK C _MOMEHMA NONYHEHUA.

[Toapasnen 4.3 TpeGoBaHHs K COCTABHBIM YacTAM, HCXOAHBIM H IKCIUTyaTallHOHHBIM Ma-
TepHaIam

[Toapasnen 4.4 TpeGoBanus K MAPKHPOBKE

Mapxupoexa ¢pnaxoros ¢ npenapamom ooadxcna coomeemcmeosams I'OCT 25058-
81

Hapyocnan ynaxoexka ynakosounozo komniekma mparcnopmuozo (oaree YKT)
dondcha mapkupoeamocs 8 coomeememeuu ¢ CanlluH 2.6.1.1281-03 « Canumaproimu
npasuiamu no paduayuoHHou bezonacHocmu nepcoxHana u HaceneHus npu MpaHcnopmu-
POBaHUU PAOUOAKMUBHBIX MAMEPUANO0E (8eujecms) .

ITonpasnen 4.5 TpeGoBanus K ynakoBke

IIpu mpancnopmupoearuu ITpooykyus 00AHCHA NOMEWAMbCA 8 3aKpblmblll U 3a-
BANbYOBANHHBIU (PNAKOH ONA NEKAPCMBEHHBIX CPeOCme U NOMewjeHa 6 3aujumubslli KOH-
meiinep (YKT).

Hapyoicnas ynaxosxa YKT Oonocna coomeemcmeoséame mpebosanusm oeticm-
syrowyux «IlIpasun 6ezonacnocmu npu mpaHcnopmupoeanuu paouoaKkmueHelx Mamepua-
noe» (HIT-053-04) u CanlluH 2.6.1.1281-03.

Tpancnopmuposxa Ilpodykyuu npouzeooumca 6 cepmugpuyuposannvix VKT Ilo-
cmasewjuka (0anee - mapa), komopbuie 0OINCHbI COOMEemcmeoeams mpeboeaHusmM cman-
oapmoe unu TV.

Cpox eozépama maper ycmanaenueaemcs He bonee 00Ho20 mecaya ¢ oamol Om-
epysku mapwi ¢ Ilpodykyueii co cknaoa Ilocmaewuxa (0ama HakiadHou Ha omzpysKy
IIpodykyuu) u 0o damer omepy3sxku nopoosicueli mapwi Iloxynamenem ¢ aopec Ilocmaeuju-
Ka (0ama conpoeooumenvbHol HAKIAOHOU HA OM2py3Ky nopodcheli mapwi). Jocmaeka
eozépamuou mapur [locmaewjuxy ocyujecmensemcs 6 credyloujem nopaoke:

- Cmoponul 3apanee coznacoswiéaiom oamy, Mecmo u épems nepeoavu 6036pam-
Hou mapwel 8 2opode Mockea.

- Ilokynamenv mpancnopmupyem eozeépamuyio mapy 0o 2opoda Mockea u ocy-
wjecmennem nepezpysKy Ha mparcnopmuoe cpedcmso Ilocmasujuka.

- Om 2opooa Mockea oo Ilocmaswuxka mpancnopmuposxy ocywecmensem Ilo-
CMABUUK CEBOUM NONYMHBIM MPAHCNOPMOM.

PA3JIEJT 5. TPEBOBAHMWA I10 ITPABUJIAM CJIAYU U ITPUEMKH

[Toapasnen 5.1 Iopsigok crayuu U npUEeMKH

ITocmaexa ITpodykyuu npouzsooumcs napmuamu 6 coomeemcmeul ¢ 3aaKamu
IToxynamens. B 3axas — 3ansexe Ilokynamens ykazvieaemca: dama nocmasexku, 0ama Ka-
nubpoexu, mpebyemoe konuuecmeo Ipodyxyuu e Ku.

IToomeepaicoenuem hakma npuemxu Ilokynamenem nocmaensemon Ipodyxkyuu
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aensemces noonucarue mexucoy Ilocmaewjukom u 3axazyukom (moeapHoii HakNaoHo)

Ilopsaook npuemku Ilpenapama 3axkazuuxom no Koauvwecmey u Kavecmey pezyaupy-
emcs Jleticmeyrowyumu Huempykyuamu:

- 0 NOpAJKE NPUEMKU NPOOYKYUU NPOUIBOOCTMEBEHHO-MEXHUYECKO20 HAZHAYEHUS U MO~
8apo6 HApPOOHO20 nompebaeHus no Koauvecmey, ymeepoaicoenHou nocmanoeénenuem Ioc-
apbumpadsica npu Coeeme munucmpoe CCCP om 15.06.1965 2. % I1-6;

- 0 nopaodKe NPuemMKu NPOOYKYUU NPOUIBOOCMEEHHO-MEXHUYECKO20 HAZHAYEHUA U MO-
8apoe HapooHo20 nompebaenus no kavecmsy, ymeepoicoeHHou nocmanoereruem Iocap-
bumpaxcanpu Coeeme munucmpoe CCCP om 25.04.1966 2. Ne I1-7.

Ionyuenue Ilpodyxyuu npoucxodum Ha ckrade 00HO20 u3z asponopmoe 2. Mock-
8bl U Ohopmasemca moeapoconpoeoOUMeNbHbIM OOKYMEHMOM, KOMOpbill noonucsieaem-
cA nNoAHOMOYHbIM npedcmasumenem [lokynamens.

IIpuemxa nocmasnsemou Ilpodykyuu na coomeemcemeue mpebyemomy xoauyecm-
8y U KAuecmey oCyujecmeniemcs 60 spema 6xo0Ho2o koumpona & puruare AO « HHOXH
um. JI.A. Kapnosay.

IIpaso cobemeennocmu na Ilpodykyuio, a makace pucku caydaunou subenu unu
ympamut IIpoodykyuu nepexoosm om Ilocmaewuxa x Iloxynamenio 8 momernm noonuca-
HUA NOTHOMOYHBIM npedcmasumenem [loxynamens naknaouvlx nHa nepedauy Ilpodykyuu
Ha ckaaode asponopma 2. Mockewi.

IToxynamens enpase omkazamocsa om nonyvenus Ipodykyuu npu Haruvuu mexa-
HUYECKUX NOBPEICOeHUNl KOHmeUHepa, 0 Yem 0enaemca cOomeemcmeyloujas ommemsa 6
HAKNAOHBIX U COCMABNAEMCA aKm, NOONUCHIBAEMbIE NOTHOMOYHBIMU NPEOCMABUMENIMU
Cmopon.

Iloxynamens enpaee omkazamsca om noayuenus Ilpodykyuu, nocmaexka komo-
pozo
npocpouena no eune Ilocmaswuxa, ysedomus nocreoHezo.

IIpoodykyuio, nocmaenennyio Ilocmaswjuxom 0o nonyuenus yeeoomnenus, Iloxy-
namens 06A3aH NPUHAMb U ONAAMUMb.

Hexauecmeennas (nexomnnexmuas) Ipodykyus cuumaemcs He nocmasnenHoil.

[MTonpasnen 5.2 TpeGoBanus no nepeaaye 3aka3yuKy TEXHHYECKUX W MHBIX
JIOKYMEHTOB IIPH 110CTaBKe TOBapOB

ITocmaewgux npu nocmasexe ITpodykyuu dondcen npedocmasume Ilokynamenio
cneoyioujue OOKyMeHmoi.

- 2py3068an HaKN1AOHAaA

- KONUA TuyeH3uu Ha npenapam

- cepmugbuxam-paspewerue Ha MpPaHCnoOPMHYIo mapy

- CONpOBOOUMENbHBIE HAKNAOHBIE HA ONACHDIL 2PY3 8 Yemblpex IKIEMNIAPAxX
- nacnopm na npenapam (1 x3.)

PA3JIEJI 6. TPEBOBAHUSA K TPAHCITOPTUPOBAHHUIO

Tpancnopmupoexa Ilpodykyuu Oonxcna ocyujecmenimoecs 6 coomeemcmeuu ¢
mpeboeanusmu «llpasun 6GezonacHocmu npu MpPaAHCNOPMUPOBAHUU PAOUOAKMUBHBIX
mamepuanoe» (HII-053-04), ymeepoicoennvimu nocmanoenenuem Pedepanvhoii cayxcooi
no amomuomy naozopy Ne5 om 04.10.2004 2., « Canumapnvix npasun no paouayuonHol
be3onacHocmu nepcoHana u HaceneHus npu MpancnopmMuposanuu PaduoaKmueHsix Ma-
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mepuanos (sewecms)» (CanlluH 2.6.1.1281-03), ymeepacoenHbix nocmaxoreHuem
I'asnoco canumapnozo epava Poccuiickoii ®edepayuu om 17.04.2003 2. Ne54 u «Oc-
nosuvix Canumapmnvix npasun obecnevenus paouayuownnou 6ezonacnocmu (OCIIOPE
99/2010)».

Bo usbescanue ymeuku paouoakmusHoz2o npenapama He 0OnyCcKaemca KaHmosamso
u cbpacvieame Koumeunep, nooeepeame yoapy u HAHOCUMb NOBPENCOEHUSs NEPEUYHOU
emxocmu ¢ IIpooykyueil.

PA3JIEJI 7. TPEBOBAHHWA K XPAHEHUIO

IIpooykyus xpanumcs 6 2epMemuyHO 3aKYNOPeHHbIX MeOUYUHCKUX (haakoHax, uc-
KAIOYaowux nonaoanue npenapama 60 eHeuiHioio cpedy. @aaxkornst nomewjaromes 6 cne-
YUANBHYIO OXPAHHYIO MApy, UCKIIOHAIOWYIO paspyuierue Grakona u Haxo0amca 6 u3onu-
POBAHHOM OM BHEUHel Cpedbl NOMEUJeHUU.

PA3JIEJI 8. TPEBOBAHUS K OBBEMY WHWJIU CPOKY TTPEJIOCTABJIEHUS
IF'APAHTUN

IIpodykyus nocmaensemcs 6 Konuyecmee, yKazaHHoM 6 NUCLMEHHOI pa3oeoli 3a-
saexe Iloxynamens.
Kauecmeo Ilpodyxyuu u cpok ee 200Hocmu 00ANCHBI YOOCMOBEPAMBCA NACNOP-
mom, evicolraemoim Ilocmaswguxom emecme c Ilpodykyueii.
Iapanmuiinenii cpox xpanenus ITpodykyuu ne menee 15 onei.

PA3JIEJI 9. TPEBOBAHUA K OBCJIYKUBAHUIO

PA3JIEJI 10. SKOJIOTUYECKHUE TPEBOBAHUA

PA3JIEJT 11. TPEBOBAHUAA 110 BE3OITACHOCTH

Cobnooenue «Ocnoenvix Canumapnvix npaéun obecneueHus paouayUoHHONU
bezonacnocmu (OCITOPE 99/2010)» u CanlluH 2.6.1.1281-03 « Canumapnwix npasun no
paduayuonnol besonacHocmu nNepcoHana u HAaceNeHus Npu MpaHcnopmupoeaHuu pa-
QUOAKMUBHBIX MAMEPUANOs (6eujecms) .

Ilepsuunas emxocme (ghnaxon) ¢ npodykyueit dorxcHa bvime 2epmemuyna.

[1o okonuanuu Ha3HAYEeHHO20 CPOKA XPAHEHUA BOIMOICHOCMb Ucnonb3oeanusn IIpodyk-
yuu onpedensemca [loxynamenem. Ilpu neeozmodcnocmu ucnonvzosanua Ipooyxkyus
odondicha boimb OMNpPaeneHa 6 2epMemudHoOL mape Ha Xpamexue ¢ Yeavio pacnaoa uooa-
131 0o bezonachwix 3navenuli akmuexHocmu 8 coomeemcmeuu ¢ mpebosanusmu OC-

ITOPE 99/2010 6 meuenue ne menee mpex mecayes.
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PA3JIEJI 12. TPEBOBAHUA K KAYECTBY

Kauecmso nocmaensiemoii Ilpodykyuu 0onxcHo coomeemcemeosams mpebosaHu-
AM, YKA3GHHLIM 8 N. 4. 1.
Kauecmeo Ilpodykyuu ydocmosepsemcs nacnopmom, 6viCbIldembiM emecme ¢

IIpooyxyueil.

PA3JIEJI 13. JIOITOJIHUTEJIbHBIE (MHBIE) TPEBOBAHU S

Hanuvue y Ilocmaswuka:

- Jluyensuu Pedepanvrou cayxicbol no IKON02UHECKOMY, MEXHONO2UYECKOMY U
amomHoMy Hao3opy Ha obpawjerue ¢ paouoaKmMuUeHbIMU GEUeCmeamu npu Mpancnopmu-
POBAHUU U XPAHEHUU.

- Hanuuue poccuiickozo cepmugpuxama (cepmugpuxama-paspewienus) na koHem-
PYKYUIO MPAHCNOPMHBIX YNAKOBOYHBIX KOMNIEKMOS U NEPEBO3KY 6 HUX PAOUOU3OMONHbIX
npenapamos.

PA3JIEJI 14. TPEBOBAHMS K KOJIMYECTBY U CPOKY (ITEPUOTUYHOCTH)
ITOCTABKH

Obwee konuvecmeo nocmaensemou IIpodykyuu ¢ ywemom ecex 3aneox Iloky-
namena we doaxcHo npesviuiams 400 Ku. OpueHmuposouHoe KOIU4ecmeo 3aujummbix
koumetnepoe (VKT) - 54 wm.

Ilocmasxka Ilpodykyuu ocywecmensemca no 3asexkam Ilokynamens 6 nepuood c
27.03.2015 2. no 31.12.2015 2.

PA3JIEJI 15. TPEBOBAHMS K ®OPME ITPEJICTABJISEMOU UHOOPMALIUA

Hokymenmayus na nocmaensemwiii Ilpenapam npedocmaensiemcsa Ha pyccKoM
A3bIKE C UCNONb30BAHUEM DYMAICHBIX HOCUMenel uxgpopmayuu.

PA3JIEJI 16. IIOPSAJIOK PACYHETOB

Onnama Ilpoodykyuu ocywecmensemes Ilokynamenem nymem 6esHaruynozo ne-
Pequcnenus OeHedlCcHbIx cpeocms Ha pacyemuwviit cuem Ilocmaewuxa 6 credyoujem no-
pAaoke:

- Iloxynamens npouzsodum npedeapumensvHyio onaamy cmoumocmu IIpooykyuu
noamanto 6 pasmepe 30 (mpuoyamu) % 3a kadxcoyio koHkpemuyio napmuio 3a 10 pabo-
yux OHeu 00 oamvl om2py3Ku KoHKpemuou napmuu IIpodykyuu Ha OCHOBAHUU 8bICMAG-
nennozo Ilocmaewjukom cuema, Hanpaerennozo 6 aopec Iloxynamens K YKA3aHHOMY
CpOKY onaamei.

- OxoHuamenvHas onnama kaxcoou Koukpemuou napmuu IIpodykyuu npouseo-
oumcsa 6 meuenue 20 (0sadyamu) xaneHOapHvlx OHeU ¢ 0amvl NOCMABKU KOHKPEMHOU

napmuu Ilpodyxkyuu (0ama nocmasku @uxcupyemcs 8 HakIaoHbIX HA nepeoday npooyK~
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Yuu) Ha OCHOBAHUU MOBAPHOU HAKNAOHOU U cyema-gaxkmypeoi.
Bce pacuemul no dozoeopy na nocmaexy Ilpodykyuu npouzeooamcs 6 pyoasx P®.
Llena Ilpodykyuu na nepuod Oelicmeus 002060pa AGNAEMCA PUKCUPOBAHHOU U
nepecMompy He nooaelCum.

PA3JIEJI 17. TIEPEYEHD ITPUHATHIX COKPAILIEHHI

Ne n/n Cokpauenue PacumdpoBka cokpaleHus

PA3JIEJI 18. [IEPEYEHD ITPUJIOXEHUMA

Ne n/n HaumeHoBaHHe NMpHIIOKEHHUS Howmep
CTpaHHILbI

Hauaneuuk OITPOI] J‘[ZW A. U. Me3eHueB




