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MenepanbHa’ AHTHMOHONONBHAA cly#ba B CBA3H C NOCTYNAKIHMH 00palleHHAMA
XOIAHCTBYIOMMX CyOLEKTOR M HA OCHOBAHHH TNYHETOR 5, 9 yacth 2 crarem 23
thenepaneHoro 3akoHa or 26072006 No [35-D3 «0 zammure KOHKYpeHUHM» (danee —
Jakon o© zamMTe KoHKypenumH), nyukra 54 [lonoxenns o QenepansHo#
AHTHMOHOMONEHOR  caywbe,  yTBepEaeHHoro  nocTaHoeneHHeMm  [lpaBurenscrea
Poccuiickoit Penepaunn ot 30.06.2004 Ne 331, B momonHenwe K nuckmy ot 26.08.2014
Ne AK/34487/14  wanpasnser rteppuropnanetHeiM  opranam  @©AC  Poccum  ans
HCMONb20BaHHA B paboTe HHQOPMALUHOHHOE MHCBMO OO BONPOCY YCTAHOBJICHHA
rOCYIapCTBEHHBIMH M MYHHIHOATBHEIMH 33KA3UYMKAMH B JOKYMEHTALWH O 3aKynkax
OCTATOMHOIO CPOKA MOJHOCTH JIEKAPCTBEHHEIX PENaparos.

CornacHo nyHkty | gactd | craten 33 PenepaneHoro 3akoHa ot 05.04.2013
Ne 44-03 «0O xouwTpaktTHO#H cHcTemMe B cepe 3akynok TosapoB, paboT, yonyr s
obecrnevyeHds rocylapcTEEHHBIX H MYHHIMIATEHEIX HY#D» (ganee — 3aK0H 0 KOHTPAKTHOM
CHCTEME), ONHCcaHHe oObEKTa 3aKyNEH AWDKHO HOCHTH ofbeKTHBHBIH Xapaktep. B
OMUCAHHH ODBEKTA 3AKYIKM  VKA3RIBAKOTCH  (PYHKUHOHAIBHEIE, TEXHWUECKHE WM
Ka4eCTEEHHEIE XAPAKTEPHCTHEM, IKCIUIYATALIHOHHLIE XAPAKTEPHCTHKH ODLEKTa 3AKyTIKH
(mpx HeoDxomuMocTH). B onxcanxe ofbeKTa 3aKYIKH He JONKHE BRIIOYATRCH TpeboBaHHR
HIIH YKa3aHHA B OTHOWIEHWH TOBAPHEIX 3IHAKOB, 3IHAKOB ODCTYKHBAHHA, QHPMEHHBIX
HAHMEHOBAHHI, NATEHTOBR, NONe3HBIX MoJenel, NpoMbIILIeHHEX 00paslos, HAHMEHOBAHHE
MECTA NPOHCKOXICHHA TOBAPA HIH HAMMEHOBAHHE NPOMIBOANTENS, a TakKe TpedoBaHus K
TOBApAM, HHDOPMaIHHA, paboTaMm, YCIyraM NpH YCIOBHH, 4TO TakHe TpedoBaHnd BIEKYT 3a
cobol orpaHHYeHHE KOMHYECTBA YHACTHHKOB 3aKYNIKH, 33 HCKIIOYEHHEM CIyYaes, eclii He
HMeeTes apyroro cnocoba, obecneumparomero Gonee TOMHOE MW HeTKOE ONHCAHHE
XApaKTEPHCTHE ODBEKTA 3aKYIIKH,

B coorteetcTeMM co crateeit 13 PenepansHoro 3axkona ot 12.04.2010 Ne 61-D3 «06
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B cootreTcTenn co crarkeit 13 @enepansioro sakona ot 12.04.2010 Ne 61-03 «0O0
opalieny TeKapcTBeHHEX cpedcTs» (aanee — 3akoH 00 oDpallleHHH NERAPCTREHHBIH
CPEACTE) CKAPCTBCHHBIC NPCNApaThl BBOAATCA B IPAMIAHCKHA 00OpOT HA TEPPHTOPHH
Poccuifckoii  depepauns, e€ciM OHM  JAPErHCTPHPOBAHE]  COOTBCTCTBYHILIHM
YIMIHOMOYEHHBIM (PelepalbHEIM OPraHoM HCIOIHHTCIBHOH BAACTH,

Cornacuo crarew |8 3akona o6 oDpalicHMM NEKAPCTEEHHBIX CPEACTB IR
TOCYIAPCTREHHOIN PETHCTPAIHA NEKAPCTREHHOID Npenapara paipaboTuHE JeKapeTBEHHOID
npenapara HAH YNOMHOMOUSCHHOC HM IPYIoc¢ HOPHIHYSCKOE JHUO  NPpeAcTaBifeT B
COOTBETCTBYIOWMA YIOIHOMOMCHHRIE JeJepalbHblii Opral HCOOMHHTEIBHOH RIACTH,
OCYIUECTBANIOMIMIT  rOCYJAPCTBEHHYK)  PErHCTPALMIO  JIEKAPCTBEHHBIX  [PEnaparos,
JAHRNEHHE O FOCYIAPCTEEHHOH PErHCTPALHA IEKAPCTBEHHOTO [IPENAapata, a Takke B
NOPsIAKE, YCTAHOBACHHOM COOTBETCTEYIOLHM YIOUHOMOYEHHEIM QENepalbiibiM OpraHoM
HCMOMHATENILHOH  BJAACTH, HeoOXOAHMBIE  JOKYMEHTEl, W3  KOTOpRX  (opMMpyeTcs
PETHCTPALIHOHHOE JI0ChE HA JIEKapCTREHHLIH [penapar (jance — pPerHcTpalHOHHOE
ADCKE).

B perscrpauMoHHOC A0ChE BRIKYACTCA, B TOM YHCAE TMPOEKT HWHCTPYKIHH NO
NPHMEHEHHIO JIEKAPCTBEHHOMD Mpenapara, CoOepKaliero, [NOMHMO [pOYCro, CPoK
FOIHOCTH H YKa33aHHE HA 3anpeT NPHMEHEHHA JEKapCTBEHHOND TPENapara no HoTeHeHHH
CPOKA MOAHOCTH,

B nponecce perHcTpalMH  JEKapCTRENHONO  NPENEparTa  J0KASKMIBAETCA  C€ro
MPEKTHRHOCTR, KauecTRo W Oesonacnocte. ChenoBarensHo, (axT rocylapeTBEHHON
PErMCTPALMH  NEKAPCTBCHHOID (pCliapara 03HAMAST €ro CoOTBETCTBHE TpehoBaHHAM
MPeRTHBHOCTH, Ka4ecTea M DEI0NACHOCTH B MEPHOJ CPOKA €ro MOIHOCTH,

Takum obpazom, xo3miicTeylomHe CYOBEKTHI, NPEIIaralOUIHE K TOCTaBKE
JEKAPCTREHHRIE TTF}EI'E:];‘.Iﬂ'ﬂ:I UEHOTG  TOHADHON DI {J'.I'HEEI OO HE JIEI'LH]:II.‘.TEEHHIIIE
HPENAPAaT), HO HMEHMIHE PATHYHEIC CPOKH MOAHOCTH (MM PASJIHYHLIE OCTATOMHEE CPOKH
FOAHOCTH  [IPH  3APErHCTPHPOBANHEIX  OJMHAKOBRIX CpPOKax T[OQHOCTH), B cioyyae
YCTAHOBNCHHNS 32KaunKaMy TpeDosaduil K cpokaM ToJHOCTH, BRIPAMEHHBIN B NPOLEHTAX,
MOCTABIEHE] B HEPABHBIE YCIIOBHA,

Tak, Hanpumep, YuacTHHEOM | npennoken NeKapcTBEHHBIH mOpenapar o
IAPErHCTPHPOBAHHEIM CPOKOM TOJHOCTH 3 rojfa, ydacTHHkoM 2 — 2 rofa, 3axkaiuHEoM
NpUoDPeTasTea NCKAPCTBEHHLI Hpenapar und obecneueHHA Hy#1 cpokoM Ha | roa, npw
ITOM YCTAHORIEH OCTATOYHBI cpok rofnocTH B npouentax — 70 %, cnenoparensHo s
VIORTCTBOPEHHA TpeDoBaHMH  3JakatuyMka, yvacTHuky | mHeodxomumo NOCTABMTE
NCKAPCTECHHLIA NPENapaT ¢ OCTATOUHBIM cpokoM roguocts 2,1 roga, a vuactauky 2 — 1.4
rogad. Ocraroudslil cpok rOJHOCTH NEKAPCTBEHHEIX [Npenaparos oDOMX YYaCTHHKOB
MOKPLIBAET MEPHON HY# NoTpedieHua Topapa 3akazdukoM. Takum obpazom, yHacTHHE |
BLIHYAJIEH [OCTABIATE TOBAP CO CPOKOM TOIHOCTH, Npepbimamiui B 1.5 pasa cpok
FoJAHOCTH TOBApA YYacTHHE:a 2.

JInbo yqacTHHKOM | H VYacTHHEOM 2 MPELIOMEH OJHH H TOT ®E NCKAPCTREHHB
MPENAPAT CO CPOKOM TOAHOCTH 2 rofa, HO YMacTHHE | MOMeT NOoCTaBHThE JNEKAPCTBEHHBIH
MPENAPAT ¢ OCTATOYHEIM cpokoM rogHocTH 70 %, a yuactHME 2 — 60 %, npu aToM
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dhakTHYCCKH OCTATOMHBI Cpok roaHocTH oboHX npenaparop cocraegnder 1.4 roga n 1,2
rofda COOTBETCTBEHHO, YTO VIOBISTBOPAET MepHOIY NoTpebieHHA JakaiiHKoM npenapara
— | roo. Mexoy Tem, y4acTHHE 2 NpH TpeDOBAHHH K OCTaTOYHOMY CPOKY TOIHOCTH,
BIPAMEHHOMY B [IPOUEHTAX, HE CMOMKET [PHHATE YUACTHE B 3AKYTIKE.

Tagknm obpazoM, TpeGoBaHMA 3AKATYHKOB OO0 OCTATOYHOM CPOKC TOAHOCTH
NEKAPCTBEHHOID NpEnapara, BHPLKEHHLIE B NPOIUEHTAX, MOTYT ToBneuys 3a coboil
YCTAHOBIEHHE HEPABHBIX YCIOBHH 118 NPOHIBOIHTENEH IeKapCcTREHNLIX IPCMNapaTos,
GIrpaHHYEHHE KOHEYHEHITHH H KOOTHYECTRA YHACTHHEOR EHIE}"HDE- B HEadx
NpeaAvIpexacHHs orpandgenns koHkypeHuny QAC Pocoum cuuTaert, wmo OCTaToMHEIN
CPOK MOAHOCTH ACKAPCTBEHHLIX MPENAPATOR, YCTAHOBIEHHEIH B JOKYMEHTALHH O 3AKYTKAX
TOCYAAPCTREHHBIMH M MYHHIHNATLHBIME JAKATYHKAMH JonkeH OwTe  oDocHOBaM M
GITpCOcIEN KOHEPETHERIM  [TERHOD0M {IIi!lI!I'i'.I'lII:!.'!J.'.'-FI1 B ragdax, MOCHILAX, ..!_HHJ';}, B TEYCHHE
KOTOPOrD JEKAPCTBCHHEIE NPCHAparsl COXPAHAKT CBOK [PHIOIHOCTL, MO0 KOHKPETHOH
Aaroil, 10 KOTOPOH NEKAPCTREMHLIC [PENAPATEl COXPAHSIOT CBOK OPHIOIHOCTR  JUA
HENOMBIOBAHHA M0 HATHAYCHHA K,

Hononawrensuo QAC Poceun cooduaer cneayiowee, B cooTBeTcTBHH © HacThio 2
craredt 17 3akoHa 0 3a0UTe KOHKYPCHUMM [IPH NPOBSICHHH TOPIOB, 3Apoca KOTHPOBOK,
3AnNpoca MpelloXeHnil, eclin OpraHH3IaTopaMH TOProB, 3anpoca KOTHPOBOK, 3anmpoca
NPEANOKCHEH  WIH  SaKSYMKaMH  SBASIOTCHE  (PCACPANBHBIC OPrafdsl  MCIONHHTEIBHOMN
BHACTH, OPraHbl HCHOAHMTEABHOR BRacTH cyvOowexToR Poccuiickoli denepatinu, opradsl
MECTHOTO CAMOYNpPaRIeHHA, TOCYIApPCTBEHHBIE BHeDIMETHEIE (OHIE, @ TaKke NpH
NPOBEJEHHH TOProB, JaNpOCa KOTHPOBOK, JAMpoca NPEeANtoMeHHH B CIy4Yae 3akyNok
ToBapos, paboT, Yoayr OuA oDecrneueHHs rocyAApCTBEHHBIX M MYHHIHOATEHBIX HY#]1
JANPEILAETCA He NPeayCeMoTpeHHoe (pelepalbHEIMH 3JAKOHAMM MIH HHBIMH HOPMaTHBHBIMH
NPaBoBLIME AKTAMH OrpaHHYeHHe [OCTYNA K YYacTHI) B TOPrax, 3anpoceé KOTHPOBOK,
JANPOCE NPEAOKSHHA,

Takum obpasom, no macuuo GAC Poccun, npH OTCYTCTBHH YCIOBHIl YCTPaHCHHA,
OrPaHHYEHHA  KOHKYPEHLHM,  COKpAalleHHA  KONHYECTBA  YYACTHHKOB  3AKVIIKH,
IIPﬂ,.L[JlIﬂ"IIHJLI.'[HK K MOCTABRE MCKAPCTREHHKIC ﬂ].'!IEI.'.I'EI'IﬂTh[ C OCTATOMHLIM CROROM MIHOCTH,
COOTBETCTBYROLUMM [ICPHOAY, HA KOTOPLIH 33aKYNAKTCH JCKAPCTBCHHBIE [IPEHAPATEL,
IAKAIMHE BIIPARE YCTAHOBHTE TPeDOBAHME K OCTATOMHOMY CPOKY MOIHOCTH [EKapCTBEHHBIX
MPENapaTtos, NPEBRILNAKMIEMY NEepHOd, HA KOTOPBIA 3AKYNAKOTCA JIEKAPCTHEHHLIE
Npenapars! (HanpuMep, 118 QOPMHPORAHHA PeiepRa Mo OKOHYAHHIO KaIEHIEPHOro rola M
HHBIC IPHYHAE 00LEKTHRHOTD XapakTepa).

Tak, HanpUMEp, eCIK 3AKATUHE OCVILECTRIACT 3AKVIIKY B AcKabpe TEKVIIEro roga Ha
CAEOVIONIHH KaneHIApHsl rof (To ecTh MPEINolaraet HMCHONLI0BAHHE JNCKAPCTBCHHBEIX
npenaparos no 3] gexadpa caeaymomere roga), To TpeDOBAHHE K CPOKY TOOHOCTH
J]EHEPCTHE-‘HHHK NPCHEapEaTos HE MOMCT MPCBRIMIATE TICRHGO COCHYRIIErD Mo, B KOTOROM
OyayT NOTpebNATECA NEKAPCTBEHHLIE NPENAPATEL, TO ECTh OCTATOYHLIN CPOK TOAHOCTH
NEKAPCTBEHHBIN MPENaparos Qo/KeH NOKpbBaTh 31 Ackabpa cnegyoumero rogd, npH 3roM
YUACTHHE JaKYTIKH MOMET MPELToKHTE NEKAPCTBEHHEIE NPENAPATh] ¢ OCTATOMHBIM CPOKOM
IMOJHOCTH, NPeBLIUAIOIIHM CIeIYIOmHA Kanennapusli roa. AC Poccud nonaraer, 9ro
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FAKAIHE "PH Uﬁhﬂmﬂﬂlil’.‘li‘i EICUEIU.F],.I-IML’I-I:TH MOHCT OCYHIECTREHTE JIDI'ID.I'[HHTE.I'[I’:H}"IG
JAKYOKY JICKAPCTBCHHBIX (PEMapartoB Ha NPOTHKEHHH BCEro CleIyolere roga ¢
VEAIAHHCM OCTATOMHOID LPpOEd NOAHOCTH JCKADCTECHHLEX TTRETTaPaTon, ﬂ]]EBI:I[IIﬂIﬂI]IEl’ﬂ ::H
fexabpa.

PAC Poccnn obpam@aer BHHMaHHE, 9TO © y49eToM HacTd 2 crared 33 3akoHa o
HﬂHTpﬂH‘E‘HDi’i CHCTEME SAK3IMHE HE BIIPEBC YOTAHOBEHTE B JOKYMCHTAIIHNH O 3akyliEc
obazaTensHoe Tpebosanue o0 YEKa3aHMM B COCTaBe 34ABOK HE YYICTHE B 3aKyTIKe
nokazareneit o (MiM) 3HaUCHU TApaHTHIHOTO cpoka Tosapa, paborel, yveayrw W ()
o0bEeMa MPEJOCTABNCHHA FAPAHTHIE MX KavecTBA (B TOM MMCIC CpPOKd DOAHOCTH,
OCTATOYHOTO CPOKA TOJHOCTH TOBApa), FapaHTHHHOro obCHymWBAHHA ToBapa. YUacTHHK
IAKYTIKH, MOJABAA JAABKY, COMMALIAETCH HA YKAZAHHEIE YCIIOBML.

Kpome Toro, 3aKaiqHKi HE OTPAHHYEHBI B YCHOBMAX ykalanusd dpaiel «HE MeHEe»
MpH YCT@HORJIEHHH TPeDOoBAHHH K OCTaTOUHOMY CPOKY FOIHOCTH, B CHAIM € YEM B Cllywae
[]pﬂ.ﬂ.ﬂﬂ]ﬁiﬂllﬂﬂ K MOCTARKE NMEKAPCTRCHHLIX MPEMapaTiR ch CORCM MUIHGCTH,
NpeebUALMM TpeveMbli, 3aKa3uHK HC BIPABC OTKIOHATE TAKVH) JANBKY, NMOCKOILKY
CPOK MOJHOCTH, NpeBblmamnil TpedyeMblil Neprol, B TEHEHHE KOTOPOID JICKAPCTBEHHBIC
NPCHApaThl COXPAHAIOT CBOK TPHIOAHOCTE, ARIASTCA COOTRETCTBYHOILHM TpeboBaHHAM
sakasduka. Bumecre © TeM HeoDXOAMMO YYHTHIBATE TPeGOBAHHA, YCTAHARTHBAIOUIHE
OKOHYAHHE CPOKd, ONPEIENeHHONT NEPHOAOM BPEMEHH, NPEIyCMOTPeHHBIE cTaThel 192
['pasganckoro konexca Poceuiicrkoi @enepanrm,

B uenax npeaynpesaenna orpanidennd gouxypeniHn PAC Pocoun cuwtaer, uto
OCTATOYMHRIA  CPOK  FOAHOCTH  [ICKAPCTBEHHLIX  NPEenapaTos, YCTAHOBRMEHHBIH B
JOKYMEHTALMH O 3aKYIKAX TOCYIAPCTBEHHBIMH M MYHHUMIANBHBIMY  SAKATYHKAMM,
AokeH OwpITe 0DOCHOBAH M ONpede/eH KOHKPETHRIM TEpHOIOM (HalpHuMep, B rojax,
MECHLIAX, .U.HH:’:.].‘ B TCYCHHC EﬂTﬂPﬂm JICKAPCTREHHLIE TIPENAPATLI COXPAlAIoT CROKD
MPHIOIHOCTE, W00 KOHKPETHOR JATOH, 40 KOTOPOH NEKAPCTBCHHLIE [TPCHAPATEL J0KHE
COXpanfaTk CBOI0 TPHTOOHOCTE [ANR HCMOMBIOBAHHA Mo HasHadeHwio. Bsmecte ¢ Tem
TPeDORAHHE 3AKAIUHKOR K OCTATOMHOMY CPOKY TOAHOCTH, IHAYMTENRHO NPEBRILAIILEMY
naaHHpyeMeiil nepHol norpefieHHs (HAOpPHMEP, HOpH [IAHHMPOBAHMH 3AKYNKH Ha
KANCHIAPHEIH IO 3aKaIUHKOM TpeOyeTcA K MNOCTABKE JEKAPCTBCGHHAIH npenapar c
OCTATOMHBIM CPOKOM rogHOCTH |8 Mecsiler), MOKeT HMETE MPHIHAKH HAPYIIEHHA JaKoHA O
KOHTPAKTHONH CHCTEME M AHTHMMOHONOIBHOID 3akoHogarenkcTea. B mobom cayyae npu
HAMTHYHH HKAnodel, B TOM YHCIE TOAAHHOH B COOTBETCTBHHM € 3AKOHOM O 3ALIHTC
KOHKYPEHILHH, HA NPOBEIACHHE 32KyNEH O0LEKTHRHOCTE H 0DOCHOBAHHOCTE YCTAHORNEHHA
OCTATOYHOTD 'C]:IEKE T IHOCTH ﬂ[lpﬂ.ﬂ,EJIHl.'-"I"EE AHTHMOHOIIONEHEIM OpranosM B [Iopagre,
NpeIyCMOTPEHHOM AHTHMOHONONBHEIM 3AKOHOIATENBCTBOM ¢ yucToM ODCTOATCABCTE M
VCIOBHH ONPeJeneHHOR 3aKyTIKH,

W10, ApreMien
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