IIpunoxxenue
K pemrenuto OenepanbHO CITyKObI 110 MHTEIUICKTYaIbHON
COOCTBEHHOCTH

3AK/IIOYEHHUE
KOJIJIETHH NAJIAThl 10 NaTEHTHBIM CIIOPaM
10 pe3yabTaTaM paccMOTpPeHus X BO3paskeHus [] 3asiBJICHUS

Komierns manatel Mo MaTeHTHBIM CIIOPAM B TIOPSIKE, YCTAHOBICHHOM ITYHKTOM 3
cratb 1248 I'paxxaanckoro kojekca Poccuiickoit ®epepanun (manee — Komekc) u
[IpaBunamMu 110/1a4¥ BO3pPAKEHUM W 3aABJICHUA M UX paccMoTrpeHus B llamare mo
NMAaTEeHTHBIM CIIOpaM, YTBEpKAECHHbIMH mpukazoMm Pocmarenta ot 22.04.2003Ne 56,
3aperucTpupoBaHHbBIM B MuHnuctepcTBe octuiinu Poccutickoit @eneparnuu 08.05.2003Ne
4520 (manee — Ilpasuna IIIIC), paccmoTpena Bo3paxkenue, moganHoe OO0 «Bekrop»
(mayee — nuIO, MOAABIIIEEe BO3PAKEHHUE), MOCTYIHBIIEE B MAJATy MO MATSHTHBIM CIIOpaM
13.09.2012 npotuB Bhigauu mateHTa Poccuiickoit denepanuu Ha MOJE3HYIO Mojelb Ne
97048 ,mpu 5TOM YCTaHOBJICHO CIIEAYIOIIEE.

[Tatrent Poccuiickoit ®eneparuu Ne 97048 Ha rpynmy mMoJie3HBIX Mojelen
«JleTarommii MHBEKIIMOHHBIA APOTHK (BapuaHThI)» BhlaaH 1o 3asBke Ne 2010114536/2t
npuopureroM oT 12.04.2010 na wuma OOO «HayuHo-npou3BoACTBeHHasT (upma
«TexHodapm» (1anee - mareHTO00IaJaTeIb) CO CICIYIOMIEH (POPMYJIIOi:

«]1. JleTaromni WUHBEKIINOHHBIN IPOTHUK, BKJTIOUAIOIIINN TPyOUaThIN
UWIMHIPUYECKUNA KOPIYC C 3a0CTPEHHOW HOCOBOM YacCThIO M YCTAHOBJICHHBIA HAa HOCOBOM
YacTH CTaKaH C pa3pylIaeMbIM JTHOM, a Take CTaOWUIIM3aTop, OTIMYAIOIIUNCA TEM, YTO
CTaOMIM3aTOp BHITIOJIHEH B BHUJAEC HECKOJBKUX, HAMpUMEp YeThIpeX, JIOMAacTe Ha
IIPOJIOJIBHOM OCH U CO CTOPOHBI KpEIJIEHUSI K KOPIYCY APOTHKA MUMEET OOTIOpUPYIOIIUN
MOSICOK, MMPUYEM CTAOMIM3aTOP OXBATHIBAET XBOCTOBYIO IUIMHAPUUYECKYIO YacTh KOPIyca
0 TIOCAJIKE C HATITOM TSl OOeCTIeYeHUsT HAJKHOTO KPETUICHHSI Ha KOPITyCe, a HapyKHBIH
JIMaMETp CTaKkaHa MEHbIIE KaauOpa CTBOJA U3 KOTOPOIr0 METAETCs JPOTHUK.

2. Jletaromnuii ”HBEKITMOHHBIA JPOTUK IO 1.1, OTIHUYaronuiics TeM, 4TO Ha CTaKaH

YCTaHOBJIEHO KOJIbIIO, HAPYXKHBIM auameTp koToporo paBeH 0,5 0,99 kanubpa ctBoJa

MCTATCJIAA APOTHUKA.



3. Jleraromuii WHBEKIIMOHHBIA APOTUK MO 1.1, OTIMYAIOIMIMUIACS TEM, YTO
CTaOMJIM3aTOpP OXBATHIBAET XBOCTOBYIO YacTh KOPIyca APOTHKA Ha JMHY, paBHyo 0,5-3
IaMeTpa Koprnyca ApOTUKA.

4. Jleraromnii UHBEKIUOHHBIA APOTUK MO M.1, OTNMYaromMiicss TeM, YTO CTaKaH
BBHITIOJTHEH B BUJIE TPpyO4aTOM BTYJIKHM C YCTAaHOBJICHHOM B HOCOBOM YacTH paszpyliaeMoun
poOKOii.

5. Jlerarouuii MHBEKIIMOHHBIN IPOTUK MO 1.4, OTIIMYAIONIMIICS TeM, YTO TpyOUaTas
BTYJIKA BBITIOJIHEHA W3 PE3UHBI.

6. JleTarouuii MHBEKIIMOHHBIN IPOTUK MO 1.5, OTIMYAIOIIMICS TeM, YTO TpyOUaTas
BTYJIKA BBINOJIHEHA U3 TEPMOYCAI0YHOMN TUICHKH.

7. Jlerarouuii WHBEKIMOHHBIA JPOTUK MO 1.5, OTIWYAIOMIMKICSA TEM, YTO
paspyiraemas mpoOKa BBITIOJIHEHA U3 KJIesl.

8. Jletaromuii MHBEKIIMOHHBIN IPOTUK 1O 1.1, oTiaMyaromuiicss TeM, 4To OOKOBBIE
CTEHKU CTaKaHa WU3HYTPHU U CHAPYKU MOKPBITHI CMa3KOM.

9. Jleraromuii UHBEKIIMOHHBIN APOTUK, BKIIOYAIOIMIUN TPYOUaThIi IUITUHAPUIECCKHI
KOpITYC C 3a0CTPEHHON HOCOBOM 4YacThIO M YCTAHOBJICHHBI Ha HOCOBOM YacTH CTAaKaH C
paspyliaeMbpIM JHOM, a TaKXe CTa0WIM3aTOp, OTIMYAIOIIMICS TEeM, 4TO CTaOMIM3aTop
BBITIOJIHEH B BUJIE HECKOJIbKUX, HAaNpUMEp YEThIPEX, JIONACTEH Ha MPOJOJBHOW OCHU U
UMEET JIBa OOTIOPUPYIONIUX IOSICKA, OJMH CO CTOPOHBI KPEIUICHUS K ITUIUHIPUYECKON
4acTH KOpIyca APOTHKA, & BTOPOU PACIOJIOKEH HA XBOCTOBOM YaCTH APOTHKA, NPUYEM
CTAOMIM3aTOpP OXBATHIBAET XBOCTOBYIO IUJIMHJPHUYECKYH) YacTh KOPITyca MO MOCAJKe C
HATATOM JIJIs1 00€CTIeUeHUs HaIeKHOTO KPETUICHHS Ha KOPITyCE.

10. JleTaromuii ”HBEKIMOHHBIN IPOTHUK MO 1.9, OTIIMYAIOMIUNACS TEM, YTO OOKOBBIC
CTEHKU CTaKaHa M3HYTPH MOKPBITHI CMA3KOW».

[IpotuB Bpmauu JaHHOTO mnaTteHta B [lamaty mo mnmaTreHTHBIM cnopam, B
COOTBeTCTBMM ¢ TiyHKTOoM 2 crtatb 1398 Kopgekca, mnocTtynuiao Bo3pakeHUeE,
MOTHUBHUPOBAHHOE HECOOTBETCTBHEM TPYIIIbl MOJE3HBIX MOJEIEH IO OCIapUBAECMOMY
MaTEHTY YCIOBHIO MATEHTOCTIOCOOHOCTH «HOBU3HA.

J{ns mOATBEPKAEHUSI JAHHOTO MHEHMSI K BO3PAXXEHUIO IMPUIIOKEHBI CIICIYIOIIUE

MaTepHaIbl (KOIHUH):



- yeprex MJ[1.01.01.0manekimonnoro apotuka «MI-1» (mamee - [1]);

- TEXHHYECKUN TaCTIOPT «UHBEKITMOHHBIN TpoTuk «MJ[-1», 2008r. (manee - [2]);

- texaudeckue ycnoBus TY 9439-001-833368393-2008rsepkaennnie 01.12.2008
(nanee - [3]);

- noroBop noctaBku Ne5 ot 29.09.2008 fance - [4]);

- roBapHas HakiaagaHas Ne3 ot 07.10.2008 fanee - [5]);

- poroBopbl moctaBku Nel3 ot 21.10.2008, Ne35 or 18.11.2008, Ne39 ot
24.11.2008,Ne40 ot 25.11.2008,Ne56 ot 18.12.2008,Nel9 ot 28.01.2009,Ne27 ot
04.02.2009,N2106 or 03.08.2009,Nel115 ot 27.08.2009,Ne7 ot 15.01.2010,Ne25 ot
02.02.2010Ne54 ot 25.02.2010Ne75 ot 31.03.2010Ne27 ot 10.11.2008 Ne 191 ot
11.12.2009 fanee - [6]);

- toBapHbie HakmamHbie Nel2 ot 21.10.2008,Ne32 or 18.11.2008,Ne37 ot
24.11.2008,Ne38 ot 25.11.2008,Ne52 ot 18.12.2008,Nel9 ot 28.01.2009,Ne27 ot
04.02.2009,Ne107 ot 03.08.2009,Nel15 ot 27.08.2009 Ne7 ot 15.01.2010,Ne25 ot
02.02.2010,Ne54 ot 25.02.2010,Ne76 ot 31.03.2010,Ne31 ot 18.11.2008,Ne193 ot
11.12.2009 fanee - [7]);

- MaTepuaabl W3 ceTH  VHTepHeT,  pa3MEIIeHHBIX [0  ajapecam:
http//vector61.ru/imagees/ID1m.jpg;

http//vector61.ru/imagees/ID2m.jpg;

http//vector61.ru/imagees/ID3m.jpg;

http//vector61.ru/imagees/ID4m.jpg;

http//vector61.ru/imagees/IDLoop.jpg

¥ TIPOTOKOJI KX OCMOTpa HoTtapuycoM (naiee - [8]);

- mucbMo ot 08.08.2012dT 3AO «Macrtepxoct» (maiee - [9]);

- cxema - yepTex cradmimsaropa (manee - [10]);

- mucbMo OO0 «Bektop» Ne 3ot 27.06.2012 fanee - [11]);

- mucbMo oT 29.06.20120T mHaMBHAYaTBLHOTO MpearpuHUMaTenss MacjaeHHUKOBa
B.E (manee - [12]);

- toBapHble HaksagHbie Ne 250 ot 24.07.2008,Ne221 ot 16.04.2009,Ne442 ot
26.05.2009Ne844 01 17.08.2009Ne51 ot 02.02.2010Aasee - [13]).



B BO3pakeHWH yKa3aHO, YTO CBEACHUS O TEXHUYECKHX CPEACTBAX, MICHTHYHBIX
pEIICHUsM TI0 HEe3aBUCHUMBIM TTyHKTaM 1 m 9 dopMyiibl ocriapuBaeMoro MmareHTa, CTaJld
M3BECTHBI B Pe3yJbTaTe MCIOIh30BaHMUS Ha TeppuTopuu Poccuiickoit deneparuul 10 AaThl
IIPUOPUTETA TOJE3HOW MOJENIH IO YKAa3aHHOMY ITATEHTY MHBEKIMOHHOTO npoTtuka «/I-
1» TIlpu »TOM B BO3paXCHUM TpHUBEAcHA TaOJIMIA C COMOCTABUTEIHHBIM aHAJIN30M
NPU3HAKOB YKa3aHHBIX pemieHuid. [lo MHEHHWIO nuIa, MOJaBIIEro BoO3pakeHue, (akT
POJaKd MHBEKITMOHHOTO ApoTHKa «MJI-1» moarBepxmpaercs marepuanamu [4] - [7].

Kpome Toro, B BO3pak€HHWHM yKa3aHO, YTO CBEJEHHUS O TEXHHUYECKOM CPEJIICTBE,
UJCHTHYHOM PEIICHUSAM I10 OCIIApUBAEMOMY IIaTCHTY, M3BECTHBI M3 MaTepuayioB [8],
pa3MeNIeHHBIX B ceTd MHTepHEeT, 00IeA0CTyIMHOCTh KOTOPBIX 1O JaThl IPHOPHTETA
IPYIIIBI MOJIE3HBIX MOJIEJICH 10 OCIIapUBACMOMY MATCHTY MOATBEPKAACTCS TUChbMOM [9)].

OnvH SK3eMIUTAP BO3PAXKCHHS B YCTAHOBJICHHOM TOPsAKE ObLT HANpaBJIeH B aapec
NaTeHTOo00Ia1aTelNsi, KOTOphIi B CBOeM OT3bIBe, mocTynuBimiuM 22.11.2012,Be1pazun
HEecorylacheé ¢ MHEHHEM JIMIa, TOJABIIeT0 BO3paXEHHE, O HECOOTBETCTBUHM TPYIIITHI
MOJIC3HBIX MOJCNIe 10 OCIapruBacMOMY TIATCHTY YCIOBHIO IMATEHTOCIOCOOHOCTH
«HOBU3HA». [Ipy 3TOM K OT3BIBY MPUIIOKEHBI KOMTUU CIISAYIOMINX MaTePHAIOB!

- mucbMo OO0 «HITD «Texnopapm» Ne 4570t 07.11.2012 anee - [14]);

- mucbMo 3A0 «Macrtepxoct» Ne 201211-00016T 16.11.2012 fanee - [15]);

- TEXHHYECKUW MACTOPT M MHCTPYKIMH IO dKCIuTyatanuu Ha usnenue «JIWep-a»
(manee - [16]);

- MaTepualibl KOHTPOJIbHOM 3akynku y OOO «BekTop» NOpOU3BOAUMON UM
npoaykuu (naiee - [17]);

- onpenesieHnss ApoutpaxHoro cyaa PocroBckoit ooiactu (nanee - [18]).

B oT3bIBe 0TMEUeHO, 4TO 10roBophl [4] u [6], a Takke ToBapHbIe HakIaaHbIC [5] U
[7] «HEe conepkaT HUKAKOW WHQPOPMAIMH O TEXHHYECKOW CYINTHOCTH TOCTaBJISIEMOTO
176631 (158 o8

[laTreHTOOONMAMATENh TaKXKE yKa3ad, 4Yro NUChbMO [9] HE MOXKET  CIIy)KUTh
JI0Ka3aTeIbCTBOM pa3MelleHus: MatepuanoB [8] B cern MHTEpHET 0 ATkl MPHOPHUTETA
MOJIC3HOM MOJICNIM TI0 OCIIapUBAEMOMY MATEHTY, YTO MOATBEpKAacTcs mucbMamu [14] u

[15]. IIpu »TOoM w3 MarepwasoB [8] He wu3BecTHA BCS COBOKYITHOCTH IIPHU3HAKOB



HE3aBUCUMBIX MyHKTOB 1 1 9 opMynbl TpynIibl MOJE3HBIX MOJIETEH TI0 OCIIapUBAEMOMY
MATEHTY.

[lo MHeHHMIO maTeHTOOONAnaTeNs, TeXHHWYeckue yciaoBus [3] «He comepkar
CBEJIEHUH O MPU3HAKAX HE TOJIBKO MHBEKIIMOHHOTO ApoTuka «MJ[-1», Ho u BooOIIe Kaknx-
7100 APOTHUKOB ISl TUCTAHITMOHHBIX UHBEKITUIT».

B oT3bIBe Takke 0OTMEYCHO, 4To YepTek [1] u macmopt [2] sABASIOTCSA BHYTPEHHUMU
JOKYMEHTaMU TPOU3BOAMTENS W YKa3aHHBIH Ha HUX TOJ BBIITYCKA HE MOXET SBIATHCS
JI0Ka3aTeNbCTBOM (haKkTa BBEACHUS M3/ACTHUS B TpaKAaHCKu 00opoT. IIpu 3TOM macmopt
[2] «mmouTH mOCIOBHO Tepenucan» ¢ macrnoprta [16], u3aenus mo KOTopoMy BBIITYCKAFOTCSI
nateHToo0mamxareneM ¢ 1999rona.

Kpome Toro, mareHT000MaJaTeNb MOAUYEPKHYI, YTO B BO3PAKEHUU HE COJEPIKUTCS
CBEJICHUH, MOJTBEPKAAIONINX, YTO CTAOMIM3aTOp, M300paKCHHBIM HA CXEME-YePTEKe
[10], siBnsieTCsS KOMIUIEKTYIOIIEH YaCThEO MIMEHHO JIJIsl HHBEKIIMOHHOTO ApoTHka «IJ[-1».

[TaTenTooONManaTe p OOpaTHII BHHMaHuE, 9TO B pamkax ngeida Ne A53-18273/12,
paccMaTpuBaeMoro ApOWTpaXHbIM CcynoM PocToBckoit oOnacTu Oblia Tpou3BeAcHA
KOHTPOJIbHAS 3aKyIKa W3JIEIHi, TMPOU3BOAMMBIX JIMIIOM, MOJABIIMM Bo3paxkeHue. [Ipu
ATOM TIPEACTABJICHHBIH C BO3PAXCHUEM COIMOCTABUTENBHBIA aHAINW3 IPU3HAKOB,
MPOU3BEJICH B OTHOIIICHUH M3/CNINN U3 YKa3aHHOW KOHTPOJIBHOU 3aKYIIKH.

W3yunB maTepuainbl Jelia W 3aclyllaB YYaCTHUKOB PACCMOTPEHHS BO3PaKEHUS,
KOJUTIETHS TIaJIaThl IO MTATEHTHBIM CIIOPaM YCTaHOBHUJIA CJICTYIOIIEE.

C yuerom patel mnogaun 3asBku  (12.04.2010), mo xoTopoii ObUT BbIIaH
OCTIapUBAaEeMbIii TATEHT, MpaBoBas 0a3a IS OIEHKH COOTBETCTBHS TPYMIBI IMOJIE3HBIX
MOJENIe 10 YKa3aHHOMY TMIaTeHTy YCJOBHUSM MATEHTOCTIOCOOHOCTH  BKJIIOYAET
yIIOMSIHYTHIN BbIIe Komeke, AAMHUHUCTPaTUBHBIN peryiaMeHT HCTOTHeHUS DenepanbHON
CIy00i TI0O WHTEUICKTYaJbHONH COOCTBEHHOCTH, IIaTEHTaM M TOBAapHBIM 3HAKaM
roCyIapCTBEHHON (DYHKIIMU TIO0 OpTaHHW3aIMy MpreMa 3asBOK Ha TMOJIE3HYIO MOJETh M UX
pPacCMOTPEHHMsI, PKCIIEPTHU3BI M BBIJAYM B YCTAHOBIIEHHOM MOPSJIKEe MaTeHTOB Poccuiickoi
Qenepauuy  HA  MOJIE3HYKO MOJENb, YTBEPKICHHBIM INpHUKa3oM MuHucTepcTBa
obpazoBaHusi U Hayku Poccuiickoit ®enepanuu ot 29 oktadps 2008 r. Ne 326,

3aperucTpupoBaHHbIM B MunucrtepctBe toctuiun Poccuiickoit ®@enepannu 24.12.2008



Ne 12977 u ony6nukoBaHHbIM B BrojuiereHe HOpMaTUBHBIX aKTOB (efepaibHbIX OPraHOB
ucnomauTebHON Biacth oT 09.03.2009Ne 10 (manee — Permament IIM), u IIpaBuia
[IIC.

B cootBerctBum ¢ mynkrom 2 cratbu 1351 Konekca mone3Hass MOJenb SBISCTCS
HOBOM, €CJIM COBOKYNHOCTb €€ CYIIECTBEHHBIX IPU3HAKOB HE HM3BECTHA U3 YPOBHS
TEXHUKH.

B cootBercTBuM ¢ noanmynkTom 2.2 nyHkra 9.4 Pernamenta [IM none3nast Mmoaenb
CUMTAETCS] COOTBETCTBYIOUIEH YCIOBHUIO MATEHTOCIIOCOOHOCTH «HOBU3HA», €CJIU B YPOBHE
TEXHUKH HE U3BECTHO CPEACTBO TOTO K€ HA3HAYEHUS, YTO U MOJIe3Hasi MOJENb, KOTOPOMY
NPUCYIIM BCE MPHUBEACHHbIE B HE3aBUCUMOM IyHKTE (OPMYJIbI TOJE3HOW MOAETH
CYILIECTBEHHbIC MTPU3HAKH, BKIIOUYAsl XapaKTEPUCTUKY Ha3HAUCHHUS.

Cornacno moanyHkty 1 mynkra 22.3 Pernamenta IIM npu onpenenenun ypoBHsS
TEXHUKH OONIENOCTYNMHBIMA CUUTAIOTCS CBEACHUS, COJEpKallMecss B HCTOYHHUKE
uH(pOpMaIK, C KOTOPBIM JIF000€ JIMIIO MOXKET 03HAKOMUTHCSI CaMmo, JTUO0 O CoAep>KaHUuU
KOTOPOTO €My MOET ObITh 3aKOHHBIM ITyTEM COOOIIEHO.

B cootBerctBum ¢ mnoanyHktom 2 mnyHkta 22.3 Permamenta I[IM patoii,
OTIpeICTISIONIEH BKIIOYSHHE NCTOYHNKA HH(POPMAIIMK B YPOBEHb TEXHUKH JIJISl CBEACHUMN O
TEXHUYECKOM CpEJCTBE, CTABIIMX HM3BECTHBIMH B PE3yJIbTaT€ €ro MCIOJIb30BaHUS Ha
tepputopun Poccuiickoit ®exnepauuu, - AOKYMEHTAJIbHO TMOATBEPXKIEHHAs JdaTa, C
KOTOPOM 3THU CBENEHHUs CTadd OOIIETOCTYHNHBIMH, a JJIsl CBEIACHHM, TMOITYYCHHBIX B
AJIEKTPOHHOM BHJIe - 4epe3 MHTepHeT, uepe3 OH-JalH [OCTYI, OTJIMYHBIA OT CETH
WNurtepuet, u CD u DVD-ROM nuckoB - mubo nata myOauKamuy TOKYMEHTOB, CTaBIITUX
JOCTYIHBIMU C TTIOMOIIBIO YKA3aHHOM 3JIEKTPOHHOM CPEeJIbl, €CJIM OHA Ha HUX MPOCTaBIIeHA
U MOXET OBbITh JTOKYMEHTAJIbHO MOJTBEpPXkKACHA, MO0, €Clu 3Ta Jlata OTCYTCTBYET - JaTa
MOMEILIEHUSI CBEACHUN B 3Ty AJIEKTPOHHYIO Cpely IpH YCIOBUU €€ JOKYMEHTAJIbHOIO
MOTBEPKICHUS.

Cornacno noanyHkty 1.1 mynkra 9.7.4.3.Pernamenta [IM nipu3Haku OTHOCSTCS K
CYUICCTBEHHBIM, €CIM OHH BIHUSAIOT HAa BO3MOXKHOCTb TOJYYEHHUS TEXHUYECKOTO
pe3ynbTara, T.€. HaXOASATCS B IPUUYUHHO-CIIE/ICTBEHHON CBSI3U C YKA3aHHBIM PE3yJIbTaTOM.

Texauueckuii pe3yiabTaT MPEACTABISET COOOM XapaKTEPUCTHKY TEXHUYECKOTO 3(PdekTa,



SABJICHHUA, CBOMCTBA H T.II., 00BEKTUBHO MMPpOABAIOINNUXCA IIPU H3TOTOBJICHUU h1%(e10)

WCIIOJIb30BaHNN YCTPOMCTBA.

['pymnme none3HbIX MOJENel Mo OCrapruBaeMOMY MAaTEHTY MPEIoCTaBlIeHa MpaBoBast
OoXpaHa B 00BEME COBOKYIMHOCTH IPH3HAKOB, COJEPXKAIIUXCA B TNPUBEACHHOW BBIIIE
dbopmyie.

AHanu3 10BOJIOB BO3PAaXXEHHUS U OT3bIBA MATEHTOOOIaAaTEeNsl, KACAIOIIUXCS OLICHKU
COOTBETCTBUSI TPYMIBI TIOJIE3HBIX MOJETEH MO OCHapuBaeMOMYy IMATEHTY YCIOBHIO
MATEHTOCMOCOOHOCTH «HOBU3HA», TOKA3aJl CIEAYIOIIEE.

JIo maTel TMPHOPHUTETa TPYIIIBI MOJE3HBIX MOJEICH MO OCIIAPHUBAEMOMY ITATEHTY
MEXJy  HUCIOJHUTEIEM OO0 «BekTop» © 3aKa3uukoM - MyHHIMIIAIbLHBIM
yUpeXJIeHUEM «YTIpaBiIeHHE TOPOACKOrO X035HCTBA AAMUHUCTPAIIMH TOPOJACKOTO OKpyTa
CtpexeBoit» ObLT 3aKIIIOYCH AOTOBOP [4], B COOTBETCTBHH C KOTOPHIM HCIIOJHUTENb
00513yeTcsl U3TOTOBUTH U MOCTABUTH 3aKA3UMKY WHBEKIIMOHHBIE TPOTUKHU <« J[-1».

@akT OCYLIECTBJICHHMS AAHHOM ITOCTABKM ITOATBEPKAACTCA TOBAPHOW HAKJIATHOM
[5], cormacHo kKOTOpOi#l TOBap MO AOTOBOPY [4] OBUT OTIYIIEH UCHIOJTHUTENEM U TIOJTY4EH
3akazuynkom 07.10.2008.

Kpome Toro, o HaMepeHusx MOCTaBKH YIOMSHYTOrO TOBapa 10 JaThl MPUOPHUTETA
MOJIE3HOW MOJIENIM TIO OCMApUBaeMOMY MAaTEHTY CBHUJAETEIBCTBYIOT JOTOBOpHI [6], a
TOBapHBbIE HaKJagHble [/] moaTBepXk)maloT (aKT OTIyCKa TOBapa IO YyKa3aHHBIM
JOTOBOpaM.

Takum oOpa3om, mokymeHTHl [4]-[7] B COBOKYMHOCTH MOATBEPKIAOT (HaKT
peanu3aury WHBEKIMOHHBIX ApOTHUKOB «IJ[-1» Ha Tepputopun Poccuiickoit denepanuun
70 1aThl IPUOPUTETA TPYIIIIBI ITOJIE3HBIX MOJIENEH 110 OCIapuBAaEMOMY MATEHTY .

KOHCTpYKTUBHBIE OCOOEHHOCTH HWHBEKIMOHHOTO ApoTuka «MJI-1» orpaxeHsl Ha
yeprexe [1], B macnopte [2] u matepuanax [8] u3 ceru uTepHer.

[Tpu sTOM M3 ykKa3aHHBIX 4eprexa [1] W macmopra [2] He wW3BecTeH MNpH3HAK,
COJZIEPIKAIIUIICS B KaXX/JIOM M3 HE3aBUCUMBIX IMMyHKTOB 1 1 9 GopMysbl TpynIbl MOJIE3HBIX
MOJENIEll 10 OCIHapUBAEMOMY IIATEHTY — <CTAOMIM3aTOP OXBAaTHIBAET XBOCTOBYIO

HUWIMHIPUYECKYIO YacTh KOpITyca MO TMOCaJKe C HATATOM Ui 0OecredeHHs] HaJaeKHOTO



KperieHusl Ha Kopmyce». Tak, B m3genuu no ueprexy [1] m macmopry [2] dukcarus
cTabmin3aropa Ha XBOCTOBOM 4YacTW JAPOTHUKA OOECIIEYMBACTCS ITyTEM pa3MeEIleHUs
BBICTYIIAa CTAOWJIN3aTOPa B MOJIOCTH YIIOMSHYTOW XBOCTOBO# YacTH.

N3 wmarepuanoB [8], pasmenieHHbIx B cetnm VHTepHET, HE TPEACTABISICTCS
BO3MOXKHBIM YCTaHOBHTH HM3BECTHOCTh I10 MEHBIICH Mepe CIEAYIOUMX MPU3HAKOB
HE3aBUCHMBIX MYHKTOB 1 U 9 (opMyJibl TPYIIIBI MOJE3HBIX MOJECICH M0 OCIapuBACMOMY
MATeHTY. «CTAaOWJIM3aTOP BBIIIOJIHEH B BHJIE HECKOJIBKHX, HAIlPUMEP YETHIPEX, JIOMACTEH
Ha MPOJIOJIBHON OCH M CO CTOPOHBI KPEIUICHUS K KOPIYCY APOTHKA UMEET OJMH WU JIBa
OOTIOpHUPYIOIIMX  MOSICKa,  MpPUYEeM  CTAaOWIM3aTOp  OXBATHIBAET  XBOCTOBYIO
MWIMHAPUYECKYIO YacTh KOpPITyca MO TMOCAJKEe C HATSITOM JJIsi 00ECIIeYeHUsT HalIeKHOTO
KpEIUICHUST Ha KOpIyCe, a HApYXHbBIH IUaMeTp CTakaHa MCEHbIIE KajiuOpa CTBOJNA W3
KOTOPOTO METAETCSI IPOTHK.

BBuy clenaHHOro BbINIE BbIBOJA 00 OTCYTCTBHU M3 MarepuaioB [8] cBemeHui o
psijie IPU3HAKOB HE3aBUCHMBIX MYHKTOB 1 1 9 (popMysibl IpymIibl MOJIE3HBIX MOJIEIEH 110
OClTapuBaeMOMYy IIaTEeHTy, aHaJmM3 WHPOpMANWU, cojaepxkaielics B mucbMme [9)],
HPEJCTABJICHHOM C BO3PKECHUEM JUJISl MOJITBEPXKACHUS OOIIEIOCTYIHOCTH MaTepHAIIOB
[8], a Takxke cmemenmii w3 mmcem [14] m [15], npencTaBiIeHHBIX C OT3BIBOM
MaTeHTO00aaTelIs Il ONMPOBEPIKEHHS OOIISTOCTYITHOCTH yKa3aHHBIX MaTepHaliOB, HE
IPOBOTHIICS.

B TexHumueckux ycioBusx [3] He comepkHTcs KakoW-1MO0 WHGOpMAIUU O
KOHCTPYKTUBHBIX OCOOEHHOCTSIX HMHBEKLIMOHHOTO JIpoThka «MJI-1», a mpuBeneHsl JUIb
oOmme TpeOOBaHUS, MPEABSBISEMbIE K CPEICTBAM Sl JUCTAHIIMOHHBIX HHBEKIHA B
BETEPUHAPHUH.

IMucema [11] u [12], a Takke ToBapHbIe HakaaaHbie [13] He MOATBEPKIAAIOT, YTO
cTabmim3arop, M300paKEHHBIM Ha «cxeme-depreke» [10] sBisieTcs KOMILIEKTYIOMICH
YacThI0O HMEHHO WHBEKIMOHHOTO jpotuka <«MJ[-1», B CBI3M ¢ dYeM aHaM3
KOHCTPYKTHUBHBIX OCOOCHHOCTEH yKa3aHHOTO CTa0MIIN3aTOpa HE TPOBO/IHIICS.

[TpencraBieHHBIE MaTeHTOOOMAAaTeNeM onpeneneHus [18] ApOutpaxHoro cyaa u

MaTeprabl [17] we comepkaT Kakux-IHOO CBEACHHUH, IOATBEPKIAOIMINX MU



ONPOBEPTarOIIUX BBIBOJ O COOTBETCTBUM I'PYIIIBI MOJE3HBIX MOJEJIEN IO OCIIAPUBAEMOMY
MATEHTY YCJIOBHUIO NaTEHTOCIIOCOOHOCTH «HOBU3HA.

[IpunoxeHHbIH K OT3BIBY macnopt [16] comaepXuT cBeqeHHE O JPOTUKE C MHBIM
HanMeHoBaHueM - «JIM/lep-1», HEeXenmm HaMMEHOBaHHE APOTHKA MO udepTrexy [1] u
nacrnopty [2].

KoHcTaranus BblllecKa3aHHOTO 00YCIaBIMBAET BBIBOA O TOM, YTO B BO3paXEHUU
OTCYTCTBYIOT JTOBOJbI, MOATBEPKAAIOLIME W3BECTHOCTb M3 YPOBHS TEXHUKH CPEICTBA,
KOTOPOMY MpPHUCYIIM BCE NPUBEICHHBbIE B KAXKIOM M3 HE3aBUCUMBIX IYHKTOB 1 um 9
dbopMyIbl TPyHNbl TMOJE3HBIX MOJETCH MO OCMapuBAEMOMY IMATEHTY CYIIECTBEHHbIE
IIPU3HAKH, BKIIIOYAs] XapAKTEPUCTUKY Ha3HAYECHUS.

Takum 00pa3oM, yuuThIBasl BBILIEM3JIOKEHHOE, KOJUIETUS! HaJIaThl MO MAaTEHTHBIM

CIIopam IpUIUIA K BEIBOLY

0TKAa3aTh B Y/JA0BJeTBOPeHUHU Bo3pa:keHusi, mocrynusmiero 13.09.2012 narent

Poccuiickoii @enepanuu Ha mose3Hy0 Moaesb Ne 97048 octaBuTh B cuJe.



