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O 3akynkax JieKapCTBEHHBIX IIPENapaToB, HMEIOLIHX
MHH «IIsruatepdepon ansda-2b» u
«lemarunrepdepon amsta-2b»

QOenepanpHas  aHTHMOHOIIOJIbHAS ciyxba  paccMoTpena  obpalleHue
XO3SHCTBYIOLIEro cybbekra mo Bompocy (OpMHPOBaHHMS TOKYMEHTAIlMM Ha 3aKyIKy
JIEKapCTBEHHBIX MPENapaToB ¢ MEeXAyHapOAHBIMH HENaTeHTOBAHHBIMH HAHMEHOBAHUSIMH
(nanee — MHH) «IIsruntepdepon anbga-2b», «llemsruntepdepor anbda-2b» u
coob1aeT cneayolee.

B cootBercTBHY co cTaTheil 4 @eaepanbHOro 3akoHa ot 26.07.2006 Ne 135-@3 «O
3alllATe KOHKYPEHUHH» (Jajee — 3aKOH O 3alHUTe KOHKYPEHIHH ):

— TOBap — OOBEKT IpaxJaHCKWX MpaB (B TOM umciie paboTa, yciyra, BKIIHOYas
(GuHAHCOBYIO YCIIyTy), NIpeqHA3ZHAYEHHBIN JUIs TIPOJAKH, 0OMEHA UM WHOTO BBEIEHHUS B
obopor;

— B3aMMO3aMeHAEMBIE TOBApbl — TOBApbI, KOTOPbIE MOTYT OBITH CPaBHHMBI MO HX
(GyHKIMOHANEHOMY Ha3HA4YEHHIO, TPHMEHEHUIO, KadeCTBEHHBEIM M TEXHHYECKHM
XapaKTepHCTHKaM, LIeHe M JPYTHM IapaMmeTpam TakuM oOpaszoM, 4To mpuobperarensb
AEHCTBUTENLHO 3aMEHSAET HITH TOTOB 3aMEHHTH OIWH TOBAp JPYTMM NPH NOTpebneHuH (B
TOM YHCJI€ IPH MOTPeOIeHUH B IPOU3BOACTBEHHBIX LIEIAX);

— TOBapHBIH DBIHOK — c¢epa obpaimeHus ToBapa (B TOM 4YHCIE ToBapa
HHOCTPaHHOI'O [IPOHM3BOACTBA), KOTOPLIA HE MOXET OBITh 3aMEHEH JAPYIdM TOBApOM, HIIH
B3aMMO3aMEHAECMBIX TOBAapOB, B IPaHMIAX KOTOPOH (B TOM uHcie reorpaguyeckux)
HCXOIsA W3 OSKOHOMHYECKOH, TEXHHYeCKOH WJIM MHOM BO3MOXHOCTH 0O
1enecoodpasHocTH npuobpeTarens MOXeT NPUOOPECTH TOBap, M TaKas BO3MOXHOCTE
1460 1enecoobpa3sHOCTh OTCYTCTBYET 3a €€ MpeaeiaMH.

Ob6opor nexapcreeHHBIX NpenapatoB Ha Tepputopun Poccuiickoii Pexeparmu
perynupyerca ®eznepanbHbiM 3akoHOM oT 12.04.2010 Ne 61-®@3 «O6 obpamennn
JICKApCTBEHHBIX CPeACTB» (Hanee — 3akoH 06 oOpalieHMH JIEKapCTBEHHEIX CPEICTR),
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cormacHo 4actd 1 crarbd 13 KOTOpOro JIeKapCTBEHHEBIE IIPENApPAThl BBOAATCHA B
rpaxaaHckuii  obopor Ha Tepputopuu Poccmiickoit ®@epepanuu, ecid  OHH
3apErHCTPHPOBAHEl COOTBETCTBYIOLIMM YIOJHOMOYEHHBIM (efepanbHbeIM — OpraHoM
MCIONHUTEIBHOM BJIACTH. CrnenoBatenbsHO, JIeKapCTBEHHBIH npernapar,
3aperiCTPHPOBAaHHBIN B COOTBETCTBHH C 3aKoHOjAaTenscTBOM Poccuiickoii Qenepaunuy,
ABJIAETCS TOBAPOM B KOHTEKCTEe aHTHMOHOMOJBHOTO 3aKOHO/1aTENbCTRA.

®AC Poccuu ycTaHOBIEHO, YTO B [OCYIapCTBEHHOM peecTpe JeKapCTBEHHBIX
CPEACTB, BEAEHHE KOTOPOTo TpeaycMoTpeHo cTarkeii 33 3akoHa 00 oOpallleHHH
JeKapcTBEHHBIX cpeAcTB (mamee — Peectp), mom MHH «IlsruaTepdepor anbda-2b»
3aperHCTPUPOBaHbl  JIGKAPDCTBEHHbIE Mpenaparbl C TOProBBIMH HAaWMEHOBAHHIMH
«Ilerundepon» (OO0 «Dapmaktur», Poccus), «[lerAnsreBup» (000 «PAPMIIAPK»,
Poccus), «IlerMutpon» (Illepunr-Ilnay Jlabo H.B., Benbrusi) B nekapcTBeHHOR (opme
«TMOQUIIM3AT I IPUTOTOBJIEHHs PacTBOPA JJIA NOAKOXHOIO BBEJEHHUS» B J103UPOBKaX
50 mxr/0,5 mur; 80 mxr/0,5 mir; 100 mxr/0,5 mur; 120 mxr/0,5 mut; 150 mMxr/0,5 mo.

I[lon MHH «llemsruntepdepon amsda-Zb» B PeecTpe 3apeructpupoBaH
€IMHCTBEHHBINM JI€KapCTBEHHBIH NpemapaT ¢ TOProBBIM HAaWMEHOBAHHWEM «AIBIepOH»
(3AO «BHMOKA[]l», Poccus) B JiekapcTBeHHOH (opMe «pacTBOp I IOAKOKHOIO
BBeeHHs» B po3upoBkax 80 wmkr/0,4 wmm; 100 mxr/0,5 s 120 Mxr/0,6 Mo
160 mMxr/0,8 mi; 200 Mxr/1 mu.

Ilpu cpaBHEHMM HMHCTPYKIHMH MO METWIHHCKOMY NPUMEHEHHIO JIEKapCTBEHHBIX
npenaparoB ¢ MHH «II>runtepdepon anabda-2b» paznuuuii B nokaszaHusXx,
IPOTHBONOKA3aHUAX K IPHMEHEHHIO, MOOOYHBIX NEHCTBHAX, CHOCO0e NpHMEHEHUs,
popmyne pacuera mo3uposku 1 nannenta ®AC Poccuu He 0OHApYKEHO.

Bce nexapcrsenHrble npenaparel B pamkax MHH «Ilsruntepdepon anbga-2b»
NOKa3aHbI JJIS:

— JIeYeHHUs XPOHHMYECKOro remaruta B y namueHToB B Bo3pacTe OT 18 ner npu
OTCYTCTBHHM JE€KOMIEHcaluy 3a00/1eBaHus [1I€YEHH,;

— A€4YeHHUs XpoHu4eckoro remarurta C, resorun 1, B KoMOUHAUH ¢ pUOGABUPHHOM
M HHruOuTOpoM npoteassl NS3/4A y B3poCHBIX NaLMEHTOB € KOMIEHCHPOBAHHBIM
3abo/leBaHMEM MEYeHH, paHee He MONYYaBIUIAX NPOTHBOBHPYCHOHM Tepamud HIH C
HEeyAa4HbIM OIBITOM IPOTUBOBUPYCHOH Tepamuu;

— JIe4€HHs1 XPOHUYECKOTO renartura C y B3pOCIHBIX MAlMEHTOB, CEPOMO3HTHBHBIX K
PHK Bupyca renarura C, BKIIOuYas MalHeHTOB ¢ KOMIEHCHPOBAHHBIM IIHPPO30OM IIEUEHH
W/MIM B COYETAHUH C KIMHMYeCKH cTabunbHoit BUU-undekumeit;

— JIeYCHUs XpOHHYecKoro renaruta C B KOMOMHAUMH ¢ pUOABUPHHOM Y B3pPOCIBIX
NallMeHTOB, paHEEe HE IONYy4YaBIIMX MPOTHBOBUPYCHOH TEpaNWH, BKJIOYas NALUEHTOB C
COYETaHHOM KIMHHWYeCKHM cTabunbHoW BWY-undexuweil, ¥ y B3poCIbIX NAlLHEHTOB,
KOTOpBIE paHee HMENIH HEyAaYHbld ONBIT NMPOTHBOBHPYCHOH TepamuH KOMOMHamueil
HHTep(epoHa anb(a (IernIHPOBAHHOIO WM HETETHIMPOBAHHOIO) C pubaBUpHHOM HIIH
MOHOTEpaNKK HHTephEpoOHOM allbda;

— JICYCHHA XpoHUYeckoro renaruta C B KoMOMHaIMM ¢ pubaBHPUHOM y HeTell B
BO3pacTe OT 3-X JIeT W CTaplle, paHee He IOJYYaBIIAX MPOTHBOBMPYCHOM Tepammu, C
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KOMIIEHCUPOBAaHHBIM 3abosneBaHueM medeHd H cepono3utuBHeix PHK Bupyca
renatuta C.

Bce nexapcrBennsie npenapatel ¢ MHH «IIsruntepdepon ansda-2b» B kadecTse
aKTMBHOTO BElIECTBA B CBOEM COCTaBe coaepxar neruHtepgepon anbpa-2b um mpu
renatute C MpUMEHSIOTCS B BUJE MOJKOKHOW MHBEKUHH B go3e 1,5 Mkr Ha 1 Kr maccel
Tena TalMeHTa | pa3 B Hememo ¢ NPONOJLKUTENBEHOCTBIO nedeHus 48 wemens. Ilpu
renatare B NpogomkuTeNsHOCT JIeYeHHs TakKe OCTaBifgeT OT 24 no 52 Hemenb NpH
NpHMEHEeHUH JiekapcTBeHHoro npenapara ¢ MHH «Isruntepdepon annda-2b» B
nosupoBke oT 1,0 mo 1,5 Mkr Ha | kr Maccel Tena nanuenTa | pa3 B Heello MOAKOKHO.

Takum obpazom, nexapctBenusle npenaparsl ¢ MHH «IlsrunTtepdepon anbha-2b»
B JIEKapCTBEHHOH dopMe «IMopHUIM3aT s PUTOTOBIEHHS PAacTBOpa MUIA MOIKOXKHOIO
BBEJIEHHSA», CONEpXKAllMe OJHO M TO e JAEHCTBYIOIIee BeLIeCTBO NeruHTephepoH
anb(a-2b, B COOTBETCTBUH CO cTaThell 4 3aKoHA O 3alHTE KOHKYPEHIIHH, OTHOCITCS K
OHOMY TOBAapHOMY PBIHKY M MOTYT NPHMEHSATbCS Ha OIHOH TIpyrnne MalHeHTOB C
OIMHAKOBEIMH IMOKa3aHMsMHM M NPOTHBOIOKA3aHUAMH K INPUMEHEHHUIO, ¢ JOCTHXKEHHEM
3KBHBJICHTHOTO Te€paleBTHYECKOro 3¢ exTa.

Jlekapcreennniii mnpenmapatr ¢ MHH «Illemyruurepdepon anabda-2b» B
COOTBETCTBHH C 3apErMCTPHPOBAHHOHM HHCTPYKLUHMEH MO MEJUIIHHCKOMY MPHMEHEHHO
NoKa3aH AJiAd JIeYeHHS IEPBMYHOIO XPOHMYECKOro akTHBHOro remaruta C B cocTaee
KOMOMHMPOBAHHOH Tepaluy ¢ pUOABMPHHOM Y B3POCIBIX HAlHEHTOB C MOIOKHTENBHOMH
PHK HCV (pubomyknennopas kucnora Bupyca rematdta C), B TOM 4HCIE H C
KIMHHYECKH CTa0MIbHOH Ko-MHGEHKUHeH BHpyca MMMyHOme(HIHTa dYeloBeKa
(BUY)/xponmyeckuii remarut C. Ilpu 5TOM yKa3aHHBEIH JeKapCTBEHHBIH Ipenapar
NpOTUBONOKA3aH [UIA [NPHMEHEHHsT B JIETCKOM Bospacte gno 18 jetr, mpu
reMOITTOOHHONATUH, IPH BEIPA)KEHHbIX HAPYLIEHHAX KOCTHOMO3TOBOTO KPOBETBOPEHHS U
HE COJEeP)KUT B HMHCTPYKIHMHM 110 MEAHLHHCKOMY NPHMEHEHHI) NPOTHBOIIOKA3aHHE K
TEpallid IPH TSDKEIOM I[CHXHYECKOM 3aD0/IeBaHMH WIIH BBIPQKEHHBIX IICHXHYECKHX
HapylIeHHAX, B TOM YHCJle B aHAMHE3€, B YACTHOCTH TsKelas JelpecCus, CYHIHIalIbHbIE
MBICITH HJIH IIONBITKH caMOyOHICTBa y ManueHTOB IETCKOro Bo3pacTa (IIpH CpaBHEHHH C
WHCTPYKIHAMH 110 MEIUIIMHCKOMY NMPUMEHEHMIO JIeKapCTBEHHBIX npemnaparos ¢ MHH
«IIsruntepdepon ampta-2b»). W3 HHCTPYKIHH MO MEIULHHCKOMY IIpUMEHEHHIO
JeKkapcTBeHHOro npenapara ¢ MHH «llansruntepdepon ansda-2by» Takxke cneayer, 4to
MOHOTEpANHts yKa3aHHbIM JIEKAPCTBEHHEBIM [IPeNapaToM He TIPOBOJUTCS.

Bmecte ¢ Tem sekapcTBeHHbli npemapar ¢ MHH «ansrunTepdepon
anba-2by, TakKe Kak M IlleKapcTBeHHble npenapathi ¢ MHH «IIsruntepdepon
anbda-2b», B Ka4ecTBE aKTHBHOTO BEIECTBA B CBOEM COCTABE CONIEPIKUT IErHHTEePhEpOH
anbda-2b U npuMeHsieTcs B BUAE MOIKOXHOW HHBEKIHH B COOTBETCTBHH C Tabmunei,
NpPUBECHHON B MHCTPYKUMH MO MEIHLMHCKOMY NPUMEHEHHIO (IpUGIH3HTENbHAA 1032
cocraBmieT 1,5 MKr Ha 1 Kr Maccel Tella mauueHTa), | pa3s B Hememo ¢
IPOAOIKHUTEIbHOCTEIO JieueHHs 48 Helels.

W3 macema ®I'BY «HL[DCMII» Munsapasa Poccun ot 16.09.2016 Ne 13992,
HanpapineHHOro B ®AC Poccun nuceMoM Munsgpasa Poccum ot 03.10.2016
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Ne 20-2/10/2-6202, cnemyeT, YTO CONOCTaBHMOCTH TepaleBTH4ECKOro 3(pQexrTa npu
NpHMEHeHHH JieKapcTBeHHBIX mpemaparoB ¢ MHH «IIsruntepgepon anbdha-2b» u
«lemsrunTeppepon anpda-2b» Ha OAHOM rpynne NALMEHTOB IO OJHHUM H TEM XK€
nokasaHusaM (remarur C) ¢ y4eToM 3aperMCTPUPOBAHHBIX  ITOKa3aHHH U
IIPOTHBOIOKA3aHMK K IPUMEHEHHMIO JO/KHa 0a3HpoBaThCsd HA COOTBETCTBYIOLIMX
CPaBHHUTEJBHBIX KIMHHYECKHX HccnenoBaHusx. ®I'BY «HII3CMII» Munzapasa Poccun
pacronaraeT CBEICHHMAMHM O Ppe3yJibTarax MPOBEICHHBIX KIMHUYECKHX HCCIIeI0BaHHH
nekapcTBeHHoro mnpemapara «Anerepon» (MHH «llemsrunrepdepon anbda-2b»), B
KOTOPEIX MpenaparoM CpaBHEHHs SBISICS NekapcTBeHHBIH mnpenapar «[lerMutpon»
(MHH «IIsruntepdepon anbda-2b»). Ha OCHOBaHHM YyKa3aHHBIX KIMHHYECKHX
uccnenosanuii ®I'bY «HIDCMIT» MunznpaBa PoccHH caenaH BBIBOA O TOM, YTO
NpHMEHEHHEe JIEKapCTBEHHOro Ipernapara ¢ TOProBbIM HaWMEHOBaHWEM «AJIBIepOH»
(MHH «IlensrunTepdepon ansda-2b») ¢ JOCTHIKEHHEM OIMHAKOBOIO TEPANeBTHYECKOTO
3¢ dexTa BO3MOKHO Ha MOMYISIMHA B3POCIBIX IALUEHTOB C XpOHHYeCcKHM renatutoM C.

Taxke wu3 mucem @OBYH IIHWW DOnupemuonormn Pocnorpe6branszopa
ot 19.09.2016 Ne 03/699 u ®I'BYH «®UI] nutanus u 6Guorexuomoruu» ot 22.09.2016
Ne 529-01-04/728 cnemyeT, 4T0 IpUMEHEHHE JleKapCTBEHHBIX mpemaparoB ¢ MHH
«IIsruntepdepon anmbpa-2b» u «Llemsrunreppepon ambha-2b» BOIMOXKHO Ha OHHOIN
I'pynne MNanMeHTOB MO OAHMUM M TeM Xe IoKa3aHusM (rematHtr C) C JOCTHXKEHUEM
OAMHAKOBOTI0 TepaneBTHYecKoro 3dekra ¢ y4eToM 3aperHCTPHPOBaHHBIX MOKA3aHHH U
NPOTHBOINOKA3aHHA K TNPHMEHEHUIO. JIOMOMHHTENLHO OJKCHEPTHI OTMEYAaloT, YTO
fekapcTBenHble  npenapatel ¢ MHH  «llensruntepdepon aneda-2b» He Moryr
NpUMCHATBCA Yy DNalMeHTOB wuaaume 18 jer B BHAY OTCYTCTBHA [aHHBIX 06
3(Q(HEeKTUBHOCTH U GE30MaCHOCTH HCIIONB30BAHUS JAHHOTO JIEKapCTBEHHOIO Npenapara y
JIETeHn.

Ha ocHoBanuu wuznoxennoro ®AC Poccuu cooblIaeT, 4To JieKapCcTBEeHHbIE
npenapatel ¢ MHH «IIsruntepdepon aanda-2b» B nexapcTBeHHOI hopme
«IMO(MIM3AT 1N IPUTOTOBIEHMS pPacTBOpa JUIA TOAKOKHONO BBEJICHHS» H
JexkapcTBeHHble  npenapatel ¢ MHH  «llemsrunrepdpepon aawda-2b» B
JIEKapCTBEHHOH (DOpME «pacTBOpP 1JIs TIOAKONKHOIO BBENEHHS», HECMOTpS Ha pasHEIe
MHH, comep:at onHO H To e AeiicTByIOLIee BelmecTBO neraHTepdepon aneda-2b,
B COOTBETCTBHMHM CO CTaThell 4 3akoHa O 3alllUTe KOHKYPEHIHH OTHOCHTCH K OfHOMY
TOBApHOMY PpPBLIHKY M MOTYT [pPHMEHATBCS HA OZHOM IpyNIe NauHeHTOB
(crapmie 18 JieT) no OOHMM M TEM ke MOKA3aHHSIM (koMOMHHpOBAHHAN Tepanus
renarura C) ¢ JOCTH)XXCHHEM 5KBUBAJIEHTHOTO TEPANEBTHYECKOrO apdekTa B pamkax
3aperuCTpUPOBaHHBIX ITOKa3aHUH W MPOTHBOIIOKA3aHHMH K IPHMMEHEHHIO.

JlaHHble 06  OSKBHBANCHTHOCTH  Je€KapCTBEHHBIX npenapatoe ¢ MHH
«IIsruntepdepon anvda-2b» B nekapcTBeHHO dopme «irodHUIH3aT M1 IPUTOTOBIEHHS
PacTBopa JIJIi MOAKOXHOTO BBEJCHHS» H JIGKAPCTBEHHHIX mnpemapatoB ¢ MHH
«Lemarunteppepon ansda-2b» B nexapcTBeHHOM (GopMe «pacTBOp ANs MOAKONKHOIO
BBELCHH» B paMKax HWHBIX 32PerHCTPHPOBAHHBIX NOKA3AHMA K TIPHMEHEHHIO Y
QAC Poccun B HacTOsIIIEE BPEMS OTCYTCTBYIOT.
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Takum obpaszom, PAC Poccuu ormedaet, 4To npu GOPMHPOBAHUH TOKYMEHTALUU
Ha 3aKyNKy JIeKapCTBEHHBIX MpernaparoB AJf Je4eHHs NMallHeHTOB crapiie 18 jer mo
MEIHUHHCKHM MoKa3aHHAM — renatutr C (koMOHHHpOBaHHasl TepanHd), 3aKa3uuKaM
HeobxoauMo o0ecneuynTs BO3MOXHOCTH OJHOBPEMEHHOTO YYacTHA B TaKoH 3aKyIke
IIOCTaBUIMKOB JeKkapcTBeHHBIX mnpenapatoB ¢ MHH «IIsruatepdepon aneda-2b» u
MOCTaBIIUKOB 3KBHBAJIEHTHBIX JIeKapCTBEHHBIX npenaparos c MHH
«lensruaTepdepon ansha-2b».

ITpn ¢opMupoBaHMH JOKYMEHTAIIHH Ha 3aKyINKy JIeKapCTBEHHBIX INpENapaTtoB C
MHH «IIsruntepdepon anspa-2b» ais JedeHHs MAMEHTOB MO HHBIM MEXHIHHCKHM
MOKA3AHHAM, OTPaXEHHBIM B HHCTPYKLIHAX IO MEIHLIHHCKOMY NPHMEHEHHIO
nekapcTBeHHbIX mpemaparoB ¢ MHH «IIsruntepdepon anbha-2by, 3aka3yuK IOKEH
PYKOBOACTBOBAThbCSl 3aperdCTPHPOBAHHBIMH TTOKa3aHHUSAMH W MPOTHBOMOKAa3aHUAMH K
[IPUMEHEHHIO TEKAPCTBEHHBIX MPENapaToB.

HononuutensHo ®AC Poccuu obpaimnaer BHHMaHWe, YTO B COOTBETCTBHH C
nopyyenneM DAC Poccum or 26.08.2016 Ne MA/58910/16 pyxoBoauTensM
TeppuTOpHaibHbIX opranoB ®AC Poccur nopy4eHO KOHTPOIMPOBAaTh UCIIOIHEHHE BCEX
pasbacHennii ®AC PoccuM W npecekarb HX BOJIbHBIE TPAaKTOBKH CO CTOPOHBI
COTPYAHHKOB TeppHTOpHaIbHEIX opraHnoB ®AC Poccun.

HN.JO. ApreMbeB

H.B. Coruesa, 8(499)755-23-23 no6. 088-747
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